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Russian text

HAMMEHOBAHVME MEANUMHCKOIo W3AEANA (MWN) N ETO
KITACCUNDPUNKALNA
HavmeHoBaHue MW, BapuaHTbl ncnosiHeHna MIA
W3genna MegWUMHCKWe [ONA  COEAMHEHWUA CUCTeMbl abnaumm cepaua ¢
HaBMrauMoHHON cuctemon Carto 3, HeCcTepu/bHbIe:
B BapuaHTax McnofiHeHs:
N3genve MeguWUMHCKOE [NA  COEAUHEHMA CcuUCTembl abnaumuM  ceppua c
HaBMraLnoHHOW cuctemoin Carto 3, HecTepunbHoe, 305 cM, B cocTaBe:
1 WN3penve MefguUMHCKOE ANA COEAUHEHMA CUCTeMbl abnsumm cepgua c
HaBUrauMoHHOM cucTemoii Carto 3, HecTepunbHoe, 305 cMm;
2. HCTpYKUMSA N0 NPUMEHEHNIO.
N3penve MeguLMHCKOe [ANA  COefMHEHUS cucTembl abndumm cepgua c
HaBMraLMOHHOW cucTemoin Carto 3, HecTepunbHoe, 122 cm, B cocTaBe:
1 W3penve meguuMHCKOe AN COEfMHEHUA CUCTeMbl abnaumm cepgua c
HaBMrayMoHHON cuctemol Carto 3, HecTepunbHoe, 122 cwm;
2. VIHCTpyKUMA No NpUMEHEHUI0.

Homep no ApTukyn HanmMmeHoBaHue
Kartasiory
D 129704 D-1297-04 M3genne MegMUMHCKOE AN COEAMHEHMS CUCTEMbl  abnsaumm

cepaua ¢ HaBMrauuMoHHoi cuctemoin Carto 3, HectepunbHoe. 305
CM, B COCTaBe:

1 N3penve MeAuMLUHCKOE ANA COELUHEHWUS CUCTEMbI abnaumm
cepiua C  HaBWrayuoHHol  cuctemoit  Carto 3,
HecTepunbHoe, 305 cwM;

2. VIHCTpYKLMSA NO NPUMEHEHUIO.

D129707 D-1297-07 M3genve MeaMLMHCKOE [N COeAMHEHUs CUCTeMbl abnsauuu
cepaua ¢ HaBuraumnoHHoW cuctemoli Carlo 3. HecTepuibHoe, 122
CM. B COCTaBe:

1 W3genve MefuLMHCKOE 18 COeAVMHEHMA CUCTeMbl abniaumm
cepaua € HaBuraumoHHoi  cuctemoin  Carlo 3,
HecTepuibHoe. 122 cwm;

2. VIHCTpyKUMA MO NPUMEHEHNIO.
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English text
MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD
Medical devices for connection the cardiac ablation system with the Carto 3
navigation system, non-sterilc:
In various modifications:
Medical device for connection the cardiac ablation system with the Carto 3
navigation system, non-stcrilc, 305 cm, comprising:
1. Medical device for connection the cardiac ablation system with the
Carto 3 navigation system, non-sterilc, 305 cm;
2. Instruction for use.
Medical device for connection the cardiac ablation system with the Carto 3
navigation system, non-sterilc, 122 cm, comprising:
1. Medical device for connection the cardiac ablation system with the
Carto 3 navigation system, non-stcrilc, 122 cm;
2. Instruction for use.
Catalogue -Manufacturer Product Name

number Part Number

D129704 D-1297-04 Medical device for connection the cardiac ablation system
with the Carto 3 navigation system, non-sterile, 305 cm.
comprising:

1. Medical device for connection the cardiac ablation
system with the Carlo 3 navigation system, non-
sterile, 305 cm;

2. Instruction for use.

D129707 D-1297-07 Medical device for connection the cardiac ablation system
with the Carto 3 navigation system, non-stcrilc. 122 cm,
comprising;

1 Medical device for connection the cardiac ablation
system with the Carto 3 navigation system, non-
sterile, 122 cm;

2. Instruction for use.



[anee no TekcTy MOryT WCMOMAbL30BaTbCA crnegylowme HammeHosaHua Further in the text the following names of the medical device can be used:
MEeAVLMHCKOro W3fenua: W3fenvd MeauuuHCKue Ana coeauHeHusa cuctembl  medical devices for connection the cardiac ablation system with the Carlo 3
abnaumm cepgua c HasuraunmoHHown cuctemoin Carlo 3, HecTepunbHble; u3genue; navigation system, non-stcrile; device; medical device (MD).

meguuuHckoe nsgenve (MW).

HanmeHoBaHUS MeLUUMHCKUX W3L4eNnii MOryT ObITb ynoMmMsHyTbl B TekcTe B The names of medical devices can be mentioned in the text in abbreviated

COKpaLLeHHON hopmMe ans yaobcTBa BOCNPUATUSA MHPOPMaLUN. form for the convenience of perceiving information.
Knaccudhumkaymns MU MD classification
OpraH 3apaBooxpaHeHus, cTpaHa  Knacc LJOKyMeHT Health Authority, Country  Class Document
MuHucTepcTBO  3ApaBooxpaHeHus. 1 Mpukas M3 P® Ne 4H oT 06.06.2012 Ministry ofllealth, Russia 1 Russian MOH Order Ne 4n dated
P& 06.06.2012
Esponeiicknit MapnameHT u Coset | PernameHt  (EU) 2017/745 0 The European Parliament | Medical Device Regulation (EU)
MeAMLIMHCKIX n3fenmax (MDR). and Council 2017/745 Annex VIII. Chapter 3.
npunoxexnue VIII, nasa 3, Pasgen 4, Section 4. Rule 1
Mpasuno 1
HA3HAUYEHVNE MEAVNLUWMHCKOIO N3AENNA INTENDED USE MEDICAL DEVICE

MeguuuHCKMe un3genua npegmna;wiavyeHbl Ana coeguHeHnsa pagnodactoTHoro Medical devices are indicated for connection a RP generator with the Carlo
reHepatopa C HaBWrauMOHHON 3nekTpodusmnonornyeckoii cuctemoin Carlo 3 ¢ 3 EP navigation system to ensure the function of cardiac ablation system
Luenoto obecneyeHns paboTbl CUCTEMbl abnaumu ceppauLa CoBMecTHO C together with the Carlo 3 navigation system.

HaBUTaLMOHHOI cucTemoi Carlo 3.

MOKA3AHNA N MPOTUBOMOKA3AHNA K MPUMEHEHUWIO MWW U INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
BO3MOXXHbBIE MOBOUYHbLIE 39 PEKTHI POSSIBLE ADVERSE EFFECTS

MokasaHus Indications

C NOMOLbI0 AaHHbIX MeAWUMHCKUX W3Lenuidi  pajmovacToTHbI reHepatop These medical devices provide a means to interface a RF generator to the
MOAKNIOYAETCA K 3NeKTPOPU3N0I0rMyeckoit HasuraunoHHoi cucteme CARTO 3. CARTO 3 EP Navigation System. Medical devices may be re-used subject
MeAnLMHCKME n3aennsa MOryT MPUMEHATLCA MOBTOPHO C YYeTOM OrpaHuyeHuin to the cleaning and disinfecting restrictions indicated in the section
Mo OYMCTKE W fe3nHpeKLun, yKasaHHbiX B pasgene «ONMUCAHME METOAOB «DESCRIPTION OF REPROCESSING».

MOBTOPHOW OBEPABOTKMW».

MpoTuBONOKasaHMA Contraindications

MpoTuBoNoKasaHUs K NPUMEHEHNIO MeAULMHCKNX N3AEeNNIA He BbISBEHbI. There arc no known contraindications for these medical devices.
HexxenaTenbHble peakuyum Adverse reactions

[na anekTpohmn3nonormyeckmx npoueayp 3aperncTpmpoBaH pag A number of adverse reactions have been documented for
HeXXenaTeNbHbIX peakuunil, B TOM YuCne: clcctrophysiology procedures including:
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e 0nokajga cepaua * heart block

* CTEeHO3 /Ier0YHOI BeHbI * pulmonary vein stenosis

* MNWULWWEBOAHbIN CBULL U (MK) TpaBMa » esophageal fistula and/or injury

*  VWHCYNbT (HapylUueHMe MO3roBoro KpoBoobpatleHns) » stroke (cerebrovascular accident)

e Apyrue aputmmn (BHe paMOK AnarHosa) e otherarrhythmias (outside diagnosis)

e apuTMMU, NpeAcTaBNAlOLWLME YIPO3Y ANA XKNU3HU e life threatening arrhythmias

*  VHMAPKT MUOKapaa ¢ myocardial infarction

e nepdopauns cepaua « cardiac perforation

e nepuKapamnanbHblil BbINOT e pericardial effusion

* TammnoHagfa cepjua e cardiac tamponade

e Tpom603 » thrombosis

*  3mbonus e embolism

* JNleroyHas amb6onus * pulmonary embolism

* BO3A4YyLUHaa am60/m1s * airembolism

* NOBpEeX/eHWe KnanaHa cepgua » valvular damage

* MOBpexfeHue anagparmanbHOro Hepsa * phrenic nerve injury

e NoBpexXAeHWe 6nyXaarwLero Hepea e vagal nerve injury

* Nepukapaut e pericarditis

* CTEHO3 KOPOHapHbIX apTepuit e coronary artery stenosis

e nepdopauns cocynos (nepudepnyecknx n (Un) LEHTPanbHbIX) « vessel perforation (peripheral and/or central)

* MOBPEeXAeHNe MATKNX TKaHeMn e soft tissue injury

e CTOIKasi mepedaya KPOBU MeXAay npeacepamsmm e persistent atrial communication

*  WHMeKUUs, cBA3aHHas C U3aennem » device related infection

e 3mM60nM3aLmMa KOMNOHEHTOB e embolization of components

* 3acTpeBaHue n3genuns e device entrapment

*  XUPYpPruyeckoe BMeLIaTe/IbCTBO (A0NONHUTENLHOE) e surgical intervention (additional)

*  0XOIM KOXMW * skin bums

*  JIOKaNM30BaHHasA KOXHas peakuus. * localized skin reaction.
Kpome Toro, B fiuTepaType OnucaHbl CneAytoline OCNOXHeHUs, cBA3aHHble ¢ The following complications associated with cardiac catheterization have
npoBeAeHNEM KaTeTepusauun cepaua: also been reported in the literature:

e 06M/IbHOE KpOBOTEYEHMUE * major bleed
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* remaroma

* peakuus Ha nekapcTsa

e anneprmyeckas peakuus

* OCNOXHEeHWe COCYAUCTOro foctyna

* MNOBPEeXJEeHNe COCYANCTON CeTu

*  B3aMMO[ENCTBUA MMMNAHTUPOBAHHbIX YCTPOWCTB

* CTEHO3 NOYe4yHON apTepum

* THEBMOTOpPAKC

*  UN3MeHeHud cermeHTa ST

* Meperpyska XuWAaKoCTbH0

* OCNOXHEHWA B CBA3WN C MOYEBbLIBOAALLMM KaTETEpOM

*  TUMNOTEeH3Us

e cencuc

e paHeBas MH(eKLNA

* [blXaTe/ibHad HeJ0CTaTOYHOCTb

* MOBpexfeHue cepaua

* TMOpaxXeHue noyek

e CepAeyHas HeAoCTaTOYHOCTb

e OCTaHOBKa cepaua

* NeTaNibHbI UCXOA.
NMH®POPMALIMA O MOTEHUWAJIbHBIX MOTPEBUTENAX MU W
YKA3AHWNA MO NCIMOJZIbSOBAHUIO
YKasaHunsa Nno Ucnosib30BaHuo
1. 3anpeuiaeTcs MCNOMb30BaTb MEAMLUMHCKOE W3JeNne M0 MCTEYEHMM CPoKa
rOfHOCTW, YKa3aHHOI0 Ha 3TUKeTKe n3fenus.
2. Mepepn npvMeHeHVeM HEOBXOLMMO OCMOTPETb MeAULMHCKOE WU3fenune, Y4Toobl
y6einTbCA B OTCYTCTBMM NOBPEXAEHUN, TAKUX KaK CLABNEHHbIE U PaCTAHYTbIE
yyacTKW, MNOpe3bl, MOrHYyTOCTW, 3a3ybpuHbl. B cryyae noBpexzaeHus
MeAULMHCKOr0o M3Lenna He UCNOMb3YiATe ero u yTUANM3UpyinTe B COOTBETCTBUNU C
pasfesnom «MOPAAOK n YCJIOBUA YTUNN3ALUNN nnn
YHUUTOXEHWA MW», npnBefeHHbIM HUXeE.
3. HeobxofuMMo MNOAKMOYNTL MEAULMHCKOE W3f[eNIne K COOTBETCTBYHOLLEMY
obopyaoBaHuio, obpawascb K 0603HAYeHMAM pasbemMOB Ha KaXAOM KOHLe
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* hematoma

* reaction to medications

« allergic reaction

» vascular access complieation

» damage to vasculature

» implanted device interactions

» renal artery stenosis

* pneumothorax

e ST segment changes

o fluid overload

e urinary catheter complications

* hypotension

* sepsis

* wound infection

* respiratory failure

* heart injury

e renal injury

* heart failure

e cardiac arrest

* death.
INFORMATION ON
DIRECTIONS FOR USE
Directions for use
1. Do not use the medical device after the use-by date on the product label.

POTENTIAL USERS OF MD AND

2. Before using or reusing the medical device, visually inspect it for
damage such as crushed or elongated sections, cuts, kinks, or nicks. If the
medical device is damaged, do not use the medical device and dispose of it
per the “MD DISPOSAL RULES AND CONDITIONS” section below.

3. Connect the medical Device to the proper equipment by referring to the
connector designations at each end of the medical device.



MELULNHCKOro nygenus.
4. Cnepyinte nHCTpyKumam B pasgenax «ONMMCAHWE METOA0B
MOBTOPHOW OBPABOTKW». «YCNOBUA TPAHCMOPTUPOBKW U
XPAHEHUA» n «MOPAAOK N YCNOBUA YTUTM3ALUNN NN
YHUUTOXEHUNA MN» Huxe.
N3penns npegHasHayeHsbl
34paBOOXpaHeHNs.

M3gennsa pekomMeHyeTcs UCMOAb30BaTh MPU YCNOBUAX, YKA3aHHbIX B HUXeE.

ans ncnonb3oBaHUA B yupexaeHnax

Ycnosusa akcnayataynm

Temnepatypa oT + 0 °C(50°E)a0+30°C (86°E)
BnaxHocTb oT 15% a0 80%
LaBneHune oT 68,9 no 1013 rlla

MoTeHumManbHble NoTpebuTenn MU
Wcnonb3oBaTb faHHble MeLULUUHCKME W3L4eNnuns
obpasom 06YUYeHHbIN nepcoHan B MOSTHOCTbIO
3NeKTPOPM3N0N0rnyYecKom nabopaTopumu.

LleneBas rpynna nauyueHToB

[aHHble MeguLUHCKME N3genns npefgHasHavyeHbl 415 NPUMeHeHUs y NauneHToB ¢
AMarHoCTUPOBaHHOM apuTMuen cepaua BO Bpems NMPOXOXAEHMS
3N1EKTPOM3NONOTMYECKNX NPOLESYP.

OMMNCAHWME OCHOBHbIX ®YHKUVNOHANIbHbLIX SNEMEHTOB MU
N MPUHLWMbI JENCTBUA

MOXeT COOTBETCTBYHLLUM
060py0BaHHOM

O6uwee onucaHMe QYHKUWOHANbHbIX 371eMeHTOB MW H nNpuHUMNbI
JencTBUSA

N3pgenns  megumuMHCKME AN COeAMHEHMA CUCTeMbl abnauymm  cepgua ¢
HaBurayMoHHOM cuctemoin Carto 3, HecTepubHble, NPeACTaBAAOT CO60M
YCTPOWCTBA, obecneynsarLue B3aMmmopencraue PY-reHepatopa c

HaBUTaLMOHHOI 3nekTpoguanonorndeckom cuctemoinr CARTO 3. Ha pucyHke 1
HVWKe TMOKa3aHa CXemMa CamMoro MeAMLMHCKOrO u3fenus Ans COefUHEeHUs
cucTembl abnauum cepaua ¢ HaBurayMoHHow cuctemoin Carto 3 .
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4. Follow the instructions in the “DESCRIPTION OF REPROCESSING”,
“CONDITIONS OF TRANSPORTATION AND STORAGE” and “MD
DISPOSAL RULES AND CONDITIONS” sections below.

Devices arc intended for use in healthcare facilities.
Devices arc recommended for use under operation conditions indicated

below.

Environmental conditions

Temperature +10°C (50°F) to +30°C (86°F)
Humidity 15% to 80%
Pressure 68,9 to 1013 hPa

Potential users of MD
The intended users of these medical devices are appropriately trained
personnel in a fully equipped elcctrophysiological laboratory.

Patient target group

These medical devices are targeted at patients who have been diagnosed
with cardiac arrythmias and arc undergoing an electrophysiology
procedure.

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND
PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of
operation

Medical devices for connection the cardiac ablation system with the Carto 3
navigation system, non-sterilc, arc devices that provide a means to interface
a RF generator to the CARTO 3 EP Navigation System. The figure 1 below
show the Medical device itself for connection the cardiac ablation system
with the Carto 3 navigation system.



Pucysox 1 - Hazenne MeAHUNHCKOE 21K COCANHEHNA chcTeMb: abasunn cepaua ¢ nasuraunonuod cucvemoll Carte 3, necrepuittioe / Figure 1 - Medical device for conmection the
cardiac ablation aystem with the Carto 3 navigation system, non-sterile

Komnonenrt / Item HaumeHonanne Description
1 26-KOHTaKTHbIH pazpeM 26-Pin cablc connector
2 20-KORTaKTHBIA pasbeM 20-Pin cablc connector
3 19-xunbubiii Kabenb 19 Conductor cable
26-KOHTAKTHLIN pazbeM 26-Pin Connector
The 26-pin conncctor, which includes an EEPROM and two Thermistors,

26-KOHTaKTHLIH pa3bem, Kotopblt Bkmouaer B cebs EEPROM (DCIII3Y -
connccts thc medical device to thc SmartAblate Radio Frequency (RF)

IMEKTPHYECKH CTHPAEMOE NPOrpaMMHPYEMOEe I[IOCTORHHOE 3allOMHHalollee
yCTpOCTBO) K ABa TEPMHCTOpa, COeaMHAET MeaHunHckoe mnigenue ¢ | Generator (refer to Figure 2 for a schematic representation).

paaHo4acTOTHLIM reHepaTtopoM SmartAblate (cxemaTuveckoe usolGpaxcHue oM.
Ha pUCYHKe 2).

10
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EEPROM

Thermistors

acnnay HI-PROM
TepmucTopsl Thermistors

QCIMM3Y ()NneKTpUycCKMU CcTUpaemoe nporpaMmmupyemoe noctoaHHoe EEPROM

3anoMuHalLee yCTPOMNCTBO)

BctpoeHHoe  3CTIM3Y  (aneKTpuuecku  ctupaemoe  nporpammupyemoe The embedded EEPROM (Electrically Erasable Programmable Read Only
MOCTOSIHHOE  3arMoMuHalollee  YCTPOWCTBO) B  26-KOHTakTHOM  pasbeme, Memory) in 26-pin connector shown in below Figure 3 is used for medical
MOKa3aHHOM Ha puc. 3 HUXe, UCNOMb3yeTCA ANA UaeHTuhnKaunm meguumnHekoro device identification. The EEPROM is programmed with read only
usgenua. B 3CIM3Y TonbkKo ANA uTeHWUa 3anporpaMmupoBaHa uHgopmauua o  information about the medical device that is recognized by the SmartAblate
MeAVUMHCKOM UM3Lennun, KOTOopbI pacrnosHaetca cuctemol SmartAblate. B System. The EEPROM will hold data about the medical device (such as
SCIMM3Y xpaHATCA faHHble 0 MeAULMHCKOM u3fenun (HanpumMep, Kog usgenus), part number) that will be read by the SMARTABLATE RF Generator for
KOTOPbIE CUMTHLIBAOTCSA pPagnmoyactoTHbIM reHepatopom SMARTABLATE gna  medical device identification.

NAEHTUOUKALUN MESULUHCKOTO N3LeNus.

11
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Tepmucrop Thermistor

BeTpoeHnniif  TepMBCTOp 8 26-KOHTaKTHOM pasbeMe CHYXKHT HcTouhukoM | An cmbedded thermistor in 26-pin conncctor will scrve as a datum
HCXORHON TeMMepaTyphl s pagrovacToTHOro reneparopa SMARTABLATE. B | temperature source for the SMARTABLATE RF gencrator. The minimum
reHeparope 3azaHa MWHWUMaNbHaA TpeOyemad moporosas TeMmeparypa. yToOn | tecmperature threshold requirement is designed into the gencrator to
onpeaennTh, MNOAKMIOYEH Y KaTeTep H HAXOAMTCA JH OH in-vivo (B | determine whether a catheter is connected and in-vivo before the
€CTECTBEHHBIX YCNOBUAX), NEPEA Nojaveli paanoyacToTHo# ueprun. leneparop | application of RF energy. The gencrator verifies the clectrode tip
apoBepseT, 4robn TeMnepaTypa EKTPORa KareTepa Obina Ha ypOBHE MM Bbillie | tcmperature is at or above a sct valuc between body temperature and
330AHHOTO 3HAYEHUT MEXKAY TeMNEPaTypoil Tena U TeMnepaTypoil oxpyxalowedi | ambient temperature. It provides feedback that the catheter’s electrode tip
cpennl. Tepmucrop obccmeunsaer obpatuyio cBasb, coodmas 0 Tom. uro | is between the upper and lower bounds for the operating temperature (refer
WIEKTPOJ, KaTeTepa HAXOAMTCA MEXKIy BepxHeli M HMxXHel rpaHnuamu paboueit | to Figure 4 for a schematic representation of thermistor).

TeMnepatypbl (CXEMATHHYECKOe H300paXKeHHe TEPMUCTOpA CM. Ha PHCYHKe 4).

12
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PucyHok 4 - Tepmuctop / Figure 4 - Thermistor

20°KO11TaKT11lbH pasbem

20-KOHTaKTHbIA pa3beM COeAMHAET MEAMLIMHCKOE W3feNne C 3/1EKTPOHHbIM
WHTepgelicHbiIM  Mogynem cbopa pAaHHbIX 0 nayueHte (PLU) cuctembl
HaBUraunoHHoN anekTpodusnonornyeckorn CARTO 3.

19-)XMNNbHbIN Kabenb

19-XunbHbIN Kabenb nepefaet 3MEKTPUYECKUIA cUMTHAT Mexay PU-reHepaTopom
n mogynem PIU cuctembl HaBUraLMoHHON anekTpoduanonornyeckoin CARTO 3.

MpumMeyaHue: [MpuBedeHHble Wn306pakeHUs (PUCYHKM 1-4) npefgHasHayeHbl
TONbKO AN MAMOCTPaUMM M MOTYT HC COOTBETCTBOBATb  pPeasibHbIM
XapaKTepucTukam yCTpoicTBa.

B0O3MOXHOCTb M METOAbl MHTErpauum C ApyrumMu  MeAuLUHCKUMK
N3AeNnaMu

N3penus  MeguUMHCKME ANs  COeAMHEHMs CcuUCTeMbl abnsuum cepgua c

HaBuraumoHHoi cuctemoin Carlo 3. HecTepuabHble UCMO/b3YOTCA COBMECTHO C
cuctemamn CARTO 3 n SmartAblate npounssogcTea Biosense Webster.
KOHCY/NBbTALUNKO O COBMECTUMbBLIX WU3OAENNAX
MONYUYNTHb y PETMOHANBHOIO OANCTPUBBIOTOPA
NnPON3BOANTENA MEAVNUMNHCKOIO U3AENNA.

MOXXHO
nnu
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20-pin Connector
The 20-Pin connector connects the medical device to the Patient Interface
Unit (PIU) ofthe CARTO 3 EP Navigational System.

19-Conductor cable
The 19-Conductor cable conveys electrical signal between RF Generator
and CARTO 3 EP Navigation System PIU.

Note: The pictures provided are for illustration (figures 1-4) purposes only
and may not represent an actual device specification.

The possibility and ways of integrating with other medical devices

Medical devices for connection the cardiac ablation system with the Carlo 3
navigation system, non-sterile, are used in conjunction with the CARTO 3
and SmartAblate systems manufactured by Biosense Webster.

CONSULT THE LOCAL DISTRIBUTOR OR MANUFACTURER FOR
THE APPROPRIATE COMPATIBLE DEVICES.

13



Texunueckne xapakvepucruxkua MH

| Technical characteristics of MD

tables below.,

B Tabanuax Huxe NPUBEACHH! OCHOBHBIE TEXHHYECKUE XaPaKTEPHCTHKH H3NEUI MEARIUHCKHUX Ui COSIMHEHMS CHCTEMBI aBARLMY CepIlla ¢ HABHTALMOHHOM
cucteMoii Carto 3, HecTepHAbHBIX.

There are the main technical characteristics of Mcdical devices for conncction the cardiac ablation system with the Carto 3 navigation system, non-sterilc in the

Texnuueckne XaAPAKTEPHCTHKH HIZCAHE MEeAHUHHCKOrO ANA COSTHHWEHHN cHCTeMbl a0ASUHM CEpalA ¢ HABHranHoMHoit cucremoit Carto 3,
HecTepriILHOTO, 305 c™m

Technical characteristics of medical device for connection the cardiac ablation system with the Carto 3 navigation system, non-sterile, 305 cm

Annna ¢ JnameTp 19- Anamerp meanoro Anamerp Anamerp 26 dnamerp 20
NOrPelIHOCTAMN, MM £ | XHABHOro Kabens ¢ NPOBOAHNKA ¢ KOHCTAHTAHOBOTO KOHTAKTHONO PA3beMa | KONTAKTHOTO paIbEMa Macea ¢
MM Mor pelHOCTAMM, MM £ MOrpeIIHOCTAMH, MM * NPOBOIHHKS C € MOTPCUIHOCTAMH, MM € NOTPCIIHOCTAMM, MM NOFPEwHOCTAMS, T 4r
MM MM NOIPCUINOCTAMN, MM = | + MM + MM ’
MM
Length with tolerance, | 19 Conductor cable Copper conductor Constantan conductor | 26-pin cable connector | 20-pin cable connector Mass with tolers
mn = mm diameter with diameter with diameter with diameter with dismeter with . nees, 8
tolerance, mm < mm tolerance, mm + mm tolerance, mm + mm tolerance, mm + mm tolerance, mm = mm g
3048 £1524 5.33+0.25 0.46+0,05 0.89+0,05 19,05+0,51 19,30+0.51 153,640,5
11,68+0,51 10,67+0.5)
8,64+0,51 8,64:0.51

TexHuMecKHe XaPAKTEPHCTHRH H3AC/INA MEIHIIHECKOro AN COeAHNEHNHA CHCTEMBb! ab/Iuunn cepaua ¢ HaBMraunonnoii cncremoii Carto 3,
HecTepuAbHOro, 122 oM
Technical characteristics of medical device for connection the cardiac ablation system with the Carto 3 navigation system, non-sterile, 122 cm
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Jnnna ¢ Anamerp 19 xnanuoro | Anamerp meauoro Auametp Auamerp 26 Anamerp 20
NOTPeINHOCTRMHE, MM £ | xabens ¢ NPOBOAHHKA © KOHCTARTAHOBOIO KOHTAKTHOIO PA3LEMa | KONTAKTHOIO pazbéma Macea ¢
MM uorpeulllocuuu. MM = NOrPCUInOCTREMHE, MM + NPpOBOAHMKA ¢ ¢ HOrpelIHOCTAMH, MM ¢ NOTPLIUHOCTAMM, MM
MM MM NOTPCIHOCTAME, MM £ | + MM + MM ROFPEHOCTAMM, I'+ T
MM
Length with tolerance, | 19 Conductor cable Copper conductor Constantan conducter | 26-pin cable conmector | 20-pin cable connector Mass with tole
mm + mm diameter with dismeter with diameter with dismeter with dismeter with ; rances. 8
tolerance, mm = mm tolerance, mm + mm tolerance, mm + mm tolerance, mm + mm toleramnce, mm = mm 8
12192 1524 5.33+0,25 0.4610.05 0.89+0.05 19,05+0.51 19,30+0.51 79.5+0.5
11,68+0.51 10.67+0.51
8.64+0.51 8.64+0.51
14




Tabnuua 1- MexaHU4YecKne XxapakTepucTUKN MeANLMHCKOro n3aenms
Table 1- Mechanical characteristic of medical device

XapakTepucTuka
MpoYyHOCTb Ha 1N 16

MpPOYHOCTL Ha PaspblB MeAULMHCKOTO U3Lenus

B MeCTe COeINHEHNA C Pa3beMOM

MpoYHOCTb Ha paspbiB MaTepuana Hecylleii

YacTW MEANLIMHCKOTO U3aenus

3HaueHue
MaTepuan MeAVMLMHCKOIO W3Lenns  [0SKeH
BblgepXkusaTe 500 nsrn6os Ha +90° 6e3 notepu
XapaKTepUCTUK.
Bbigepxusaet MuHUMYM 40 H npy nOCTOAHHOM
TAHYLLEM YCUAUn
Bbigepxunsaet mMuHumym 0,64 xoynda npu
UMMYIbCHBIX YCUMNAX HATSHKEHUSA.
JomkHa 6bITb MUHUMYM 88.96 T1.

Tabnuua 2 —ONneKTpnUyecKue XxapakKTepuUCcTUKN MeAULMHCKOr0o U3genns
Table 2 - Electrical characteristic of medical device

XapaKTepuctuka
ConpoTVBNEHNE MeXaY pa3beMamit, MefHble
MPOBOAHUKM
ConpoTHBAIEHNE MEXAY PasbemMamMut, IKpaHb!
ConpoTHBIEHNE MEXAY Pa3beMamm,
KOHCTaHTaHOBbIE MPOBOAHMKM

YTeuku wan conpoTUBIEHNE MEXAY NPOBOAaMU

[nanekTpuyeckas CTOMKOCTb, NOCTOSIHHOE
HanpskeHne

MoMnHanbHas MOLWHOCTb
HoMuHanbHas HanpsxeHue
HoMMHaNbHas YacToTa 3/1IEKTPONUTaHUSA

3HauyeHune
<5 Om

<5 Om
<58 Om

> 50 MOM npu
noct, Hanps>keHun 50 B
MeanunHcKoe un3genuve AO/MHKHO BbIAEPXUBATb
NnocTtosiHHoe Harnps>keHne 5000 B B TeyeHue 1
CEKYH/bI.
150 Bt
5,000 BonbT
480 klMyxt 1kly

MEPEYEHbL N ONMN(CAHVNE MATEPUATOB MU

HanmeHoBaHuMe

26-KOHTaKTHbIW pasbem CRS-5011
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Martepunan MU
Mapka/ obwasa popmyna

Monuacpupumung (ynbTem)

Characteristic
Flex life

Tensile strength of MD to connector joint

Tensile strength of the trunk cable material

Characteristic
Resistance between connectors. Copper
conductors
Resistance between connectors, shields
Resistance between connectors,
Constantan conductors

Leakage or Resistance between wires

Dielectric withstand, DC

Rated power
Rated voltage
Rated frequency of power supply

Value

The MD material
flexes of + 90°
performance.
Steady pull will withstand a minimum of
40N

Impulse will withstand a minimum of 0.64
joule.

Shall be minimum 88.96 N

must withstand 500
with no loss of

Value
<50

<50
<580

> 50 MegaOhms @

50 VDC

MD shall withstand 5,000 V DC for 1
second

150 W

5,000 V

480 kllz
+ 1kHz

LIST AND DESCRIPTION OF MD MATERIALS

-Name

26-Pin Connector CRS-5011
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Material of MD
Trade / Common Name

Polycthcrimide (Ultem)



HanmeHoBaHuMe

20-KOHTaKTHbIN pasbem

19-XKUNbHbIA Kabenb

3CMn3y

TepmucTop

Matepuan MU
Mapka/ o6wasa gpopmyna

Xupgkokpuctananyeckuii nonnmep (XKKIM) Vectra E130i
CtepxxeHb UNS C54400 u3 thocthopucToii 6poH3bl,

YnetemCHAS5 5011,

Hepxkasetowasa ctasb DIN 1.4301

O6onouka: CaHTonpeH 8281-65, MegULMHCKNIA

3kpaH: CnupanbHbIA NPOBOAHMK 13 NyXeHol mean 40AWG ¢
nposofom 3asemneHns 30AWG

MosicHaa nsonauma: JlieHta u3 NTP D
HanonHutenb: CTeKN0BONOKHO

MegHble npoBogHukK; 30AWG (COCTOUT M3 CeEMU NPOBOAOB
38AWG), meapb C cepebpsiHbIM MOKPbITUEM

M3onauusa: M3onaumsa rn3 (hTopmpoBaHHOro atuneH-nponusieHa (KHP)

KoHcTaHTaHOoBble MpPoBOAHUKK: 28AWG (COCTOUT M3 CEMU MPOBOLOB
36AWG)

M30nsums KOHCTaHTaHOBbIX NPOBOAHMKOB: W3onauusa u3
(hTopupoBaHHOI0 3TUNeH-NponuneHa (FEP)

KpemHueBblii Kpuctann: KpemHuii

Pamka ¢ BHelWHMMM BbiBogamu: Mefp, XXeneso, docgop, Cepebpo,
LInHK

KpenneHve Kpuctanna; SNoKcugHas cMona
KpeMHuii, nnasneHblii

TexXHNYECKUIA YTepos

Csaazytowuii nposog; 301070

CBuHU0BOe nokpbiTue; ONoBo

MpoBoaa 13 nocepebpeHHO HMKeneBoi npososokn AWG 30 ¢
nsonaumen m3 NTPI.

epmeTM3aLma aNOKCUAHON CMONOi
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Name

20-Pin Connector

19-Conductor

Cable

EEPROM

Thermistor
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Material ofMD
Trade /Common Name
Liquid Crystal Polymer (LCP)Vectra EI30i

Phosphor Bronze UNS C54400 ROD
Ultem CRS 5011

Stainless Steel DIN 1.4301
Jacket: Santoprenc TPE 8281-65 Shore Duromctcr. Medical

Grade

Shield: Spiral 40AWG Tinned Copper With 30AWG Drain
Wire

Wrap; PTFB Tape
Filler: Fiberglass

Copper Conductors: 30AWG (Composed Seven Strands Of
38AWG) Ag-Plated Cu

Insulation: FEP Insulation

Constantan Conductors: 28AWG (Composed Seven Strands

Of36AWG)
Constantan Insulation: HEP Insulation

Silicon Die: Silicon
Leadframe: Cooper. Iron, Phosphorus, Silver, Zinc

Die Attach; Epoxy Resin
Silicia, Fused

Carbon black

Bond Wire: Gold

Lead Finish; Tin

PTFE-insulated leads of silver-plated nickel wire. AWG 30.
Epoxy Encapsulation



«

AAHHBIE O MAPKHPOBKE MH H EI'O YIIAKOBKE

DATA ABOUT LABELING OF MD AND ITS PACKAGING

Tabanua 3 - 3Ha9eANS CHMBOJIOB, YKAZAHHLIX HA MAPKHUPOBKE

Table 3 - Interpretation of symbols used on the label

[Homep no karano Cataloguc number
P 24 REF ®
[Koa naptun Batch codc
Lot
HHManue! Cornacho PenepanbHoMYj| RX Only Symbol
akonogatenecTey CIIA. sT0 M3menne mMoxer 6wty
mly POAAHO TONbKO Bpady HAHK MO ero 3aKasy. Oﬂly
[Mata usroroBnenus
Date of Manufacture (YYYY-MM-DD)
Hcnoas3opars 10
[Usc-By date (YYYY-MM-DD)
MH3rotoBuTens
ranufacturcr
Hectepunbio
on-stenile
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26 KOHTAKTHBIH pazbeM 26-Pin cable connector
20-KOHTAKTHBLIA pa3beM 20-Pin cable connector
Octopoxkno! OOpaTHTeCh K  MHCTPYKUMH [0 Caution
' [IPHMEHEHHIO l
® ®
@ He ncnonp3oBath, ecny ynakoBKka OTKphITa @ Do not use if package is opened
@ [He ucmonpb308ath, €CNH yNAKOBKA NOBPEXKACHA @ Do not use if package is damaged
¢
(40, Bepeus or Baaru . ‘l‘.‘ Keep dry
\)‘4’ He nomyckarhb Bo3/IefiCTEMA COMHEYHOTO CBETA \) i > Keep away from sunlight
8 )
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5'CIrF

SXMI’Fr

MD

EC REP

O S

CE

TemnepaTypHbIiA LMana3oH

MeguunHckoe nsgenne

YNoNHOMOYEHHbI NpeacTaBuTeNb B EBponeiickom
coobulecTtse

O6paTUTECh K MHCTPYKLMW MO NPUMEHEHMIO

KonnyecTtBo

Ouvpektnea EC 06 oTxofax 3NeKTPUYeCcKoro u
3NeKTpOHHOro obopyposaHus (WEEE) —
YTUNn3npoBaTb B COOTBETCTBUU C MECTHbIM
3aKOHOaTenbCTBOM B MOpsiAKe, NpesyCcMOTPEHHOM
Tpebyembimun fupekTnsamm EC.

EBponeiickoe COOTBETCTBME

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

5 CMfF

5 CUTF

r

MD

EC REP

m
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CE

Temperature limit

Medical device

Authorized Representative in the European
Community

Consult instructions for use

Packaging unit

Waste Electrical and Electronic Equipment

Directive (WEEE) —"Dispose of in a manner

consistent with required EU Directives in
your local jurisdiction.

European Conformity



CpokK cnyx6bl n3genns

Y CTaHOB/EHHbIN CPOK FOAHOCTU MELULUMHCKOro n3genus coctaenset 3 (Tpu) roga
C patbl M3roToBneHMs. Ha MapKupoBKe wW3AeNnnsi ykKasaHbl CPOK TFOAHOCTW U
PEKOMEHAYEMbIE YCOBUSA XPaHEHKS.

dopma nocTaBku

N3pgenus nocTaBnsOTCS B HECTEPUIbLHOM BMAE W He nognexaT cTepuansayuu
nepeg MCcrnonbL30BaHUEM.

YnakoBKa COAEPXMUT 1 n3aenme n MHCTPYKLUMIO MO NPUMEHEHUIO.

MEPEYEHDb MATEPWAJTIOB XNBOTHOTIO 7 (nnwn)
YE/TOBEYECKOIO NMPONCXOXAEHWNA

He npumeHumo.

MeguuuHCKME  WU34eNus  He  COAepXaT  Ye/loBeYyeCKUX  TKaHeW,  Kposw,
COOTBETCTBYIOLWMX  MPOM3BOAHLIX  MaTepuasoB WM  TKaHEN  >KMBOTHOIO
MPOUCXOXAEHMS.

OCHOBHbIE CTAHOAPTHI, KOTOPbIM COOTBETCTBYIOT
N3AENNA

N3pgenns cootBeTcTBYIOT TpeboBaHMAM EN 1SO 13485 W3genus MeguuMHCKMeE.
Cuctembl MeHefKMeHTa KadyecTBa. TpeboBaHus AnA uenei perynuposaHus, EN
ISO 14971 Ws3pgenus MeguumHckue. TIpMMeHeHWE MeHefKMeHTa pucka K
MeguunMHCKUm n3genmam m EN ISO 10993-1 WMsgenua megmumHckme. OLeHKa
610N0rMyYecKoro AencTBus MeguUMHCKMX un3gennii. Yactb 1. OueHka w
nccnefoBaHms. MoMHbIA CANCOK MPUMEHUMbIX CTaH4AaPTOB AOCTYMEH No 3anpocy.
TPEBOBAHWNA BESOMNMACHOCTU N 3P PEKTUBHOCTUN MU
MpepynpexaeHnsa n Mepbl NPeLOCTOPOXHOCTU

1. Heobxogumo cneaunTb, 4TOObl MefUUWHCKME W34enna 6blan  NpaBuibHO
MOLK/MIOYEHbI, ANA 3TOr0 cnefyert obpawiaTb BHMMaHWe Ha MapKMpPOBKY pasbema
Ha KaXX[oM KoHLe Kabens.

2. 3anpewjaeTcd MCNONbL30BaTb MeAWLWHCKOE W3dennMe MO WUCTEYEHUU CpoKa
rofHOCTWU, YKa3aHHOT0 Ha 3TUKETKe N3fenus.

3. 3anpewaercqd norpyXatb pasbembl MeELULWHCKOTO W3Lenusa B XWUAKOCTb.
3anpewaerca nNpoTnpaTb pasbembl MeANLMHCKOTO U3fenna XXUAKOCTbo. Hannune
XMUAKOCTU BHYTPU pPa3beMOB MOXET MNPUBECTU K HeratuBHbIM MNOCMAEACTBUAM.
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Device service life

The established shelf life of medical device is three (3) years from date of
manufacture. Product labels contain the expiration date and recommended
storage conditions.

How supplied

The devices arc supplied non-sterile and not intended to be sterilized prior
to use.

Packaging contains 1 part and instructions for use.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Not applicable.
Medical devices contain no human tissue, blood, or derivatives, or animal
tissue.

BASIC STANDARDS TO WHICH THE PRODUCTS MEET

Devices meet requirements EN ISO 13485 Medical device - Quality
management system - Requirements for regulatory purposes, EN ISO
14971 Medical devices - Application of risk management to medical
devices and EN ISO 10993-1 Biological evaluation of medical devices -
Part 1. Evaluation and testing within a risk management process. A full
list of applicable standards is available upon request.

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings and precautions

1 Ensure proper medical device connection by referring to the connector
designations at each end of the medical device.

2. Do not use the medical device after the usc-by date on the product
label.

3. Do not immerse the medical device connectors in liquid. Do not wipe
the medical device connectors with liquid. The presence of liquid inside
the connectors may result in adverse effects, including improper
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KOTOpble MOryT BK/lOYaTb B Ce6s HenpaBwu/ibHOE (YHKLMOHMpOBaHue (MOmexw,
ocnabneHve WM UCKaXeHWe CUrHana) WA MOTyT Bbi3BaTb 06pa3oBaHMe
3NEeKTPUYECKOW AYyrn MexXay KOHTaKTaMy pa3bemMa/KOHHEeKTOpa, 4TO MOXeT
NPMBECTU K TPaBMUPOBAaHMIO NaLueHTa.

4. He cnegyeT nofsepraTb MefuLMHCKOE W3[enne BO3AENCTBMIO OpraHUYecKux
pacTBOpuUTeNeid, TaK KaK OHU MOTYT NOBPeANTb MeAULNHCKOE n3fenve.
5.HenpaBunbHas  akcnayaTtauus. HenpaBWUIbHOe NOAKNYEHNE nnn
NCMONb30BAHWNE MEAULMHCKOrO W3AeNns MOTFyT MNPUUYUHUTL Bped  3[40pPOBbH
nauueHTa Uam oneparopa.

6. [Ana npefoTBpaLLEHMSA MOBPEXAEHNIA XpaHUTE MeAULMHCKOE MU3AeNne B YACTOM
1 6e3onacHOM MecTe.

7. B cnyyae paspbiBa NpoBOAa MEAUUMHCKOrO W34enus WAW WHOTO HapylleHus
nepefayn 3N1eKTPMUECKOr0 CMTHaNa MOXeT NPOM30MATY 3aMblKaHWe 3N1eKTPUYECKONA
QYT Ha yyacTKe BO3BpaTa TOKa K MauMeHTy WA B aKTUBHOM LENW, 4TO MOXeT
MPMBECTMN K 0XKOTY NauueHTa WAn BO3ropaHuio.

8. ABTOMaTM3MpoOBaHHas 04YMNCTKA MeAULNHCKOTrO U3aenns He peKoMeHayeTcs, Tak
KaK XXMAKOCTb MOXET nonacTb B pa3beMbl M Ha pasdbeMax MOXeT OocTaTbCA Bfara
NN ee oCTaTKW. BO3MOXHble HeraTuBHble MOCMEACTBMA MOTYT BKAKOYaTb B cebs
HenpaBuIbHOE (DYHKLMOHWPOBaHWe (MOMEXW, OcCnabneHne UM UCKaXKEHUe
CUrHana) wunauM obpasoBaHMe  3NIEKTPUYECKON  AyrM  MeXAYy  KOHTaKTaMu
pazbeMa/KOHHEKTOpa, YTO MOXeT NPUBECTU K TPaBMUPOBAHMIO NaLMeHTa.
NMH®OPMALMA O JIEKAPCTBEHHbLIX TPEMAPATAX W (LNIN)
PAPMALUEBTUYECKNX CYBCTAHLUMNAX B COCTABE MU
MeaunumnHCKoe n3aenme He COAEPXNUT NeKapCTBEHHbIX BELWECTB U He NCNOJb3YeTCS
B COYeTaHWUW C 1eKapCTBEHHbIMM BeLLecTBamu.

OMMNCAHWE METO/A0B NMOBTOPHOW OBPABOTKM

OrpaHnyeHNs Npu OUNUCTKe U Ae3nHpeKLnn

MeguumHcKoe wu3fenne paccyntaHo Makcumym Ha 20 UWKNO0B OYUCTKM U
pesnHpekuymn. Mocne 20 UMKNOB OYUCTKM W AE3UH(EKUUN  YyTUAU3MpYIHTe
MeAULNHCKOe u3genve B cooTBeTcTBUM C pasgenom «MOPAAOK N YC/NOBUA
YTUNN3ALUNN NN YHUNUTOXEHWA MW» Huxe.

Heobxo4nMO oumnLLaTb MeLULMHCKOE U3LeNne NOC/e KaXA0ro Ncnob3oBaHus.
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functioning (such as noisy signals or signal degradation) or arcing of
electricity between the connector pins, which can lead to patient injury.

4. Do not expose the medical device to organic solvents because they may
damage the medical device.

5. Patient or operator injury may result from improper handling, improper
connection, or improper use of the medical device.

6. To prevent damage, store the medical device in a clean and secure area.

7. If a break occurs in the medical device wire or if the medical device
becomes otherwise electrically discontinuous, arcing may occur in the
patient-retum or active circuit and may burn the patient or create a fire.

8. Automated cleaning of the medical device is not recommended because
fluid may enter the connectors and leave moisture or residue in or on the
connectors. Resulting adverse effects may include improper functioning
(such as noisy signals or signal degradation) or arcing of electricity
between the connector pins, which can lead to patient injury.

INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Medical device does not contain medicinal substances and arc not used in
combination with medicinal substances.

(OR)

DESCRIPTION OF REPROCESSING

Limitations on Cleaning and Disinfection

The medical device is designed for a maximum of 20 cleaning and
disinfection cycles. After 20 cleaning and disinfection cycles, dispose of

the medical device per the “MD DISPOSAL RULES AND
CONDITIONS” section below.
Clean the medical device after each use.
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MepBuuHas 06paboTKa B MeCTe NPUMEHEHMS
Tpe6oBaHNs K NepBMYHOIN 06paboTKe B MECTE NPUMEHEHMS OTCYTCTBYIOT.

N3onaumnsa u TpaHCNopTUPOBKaA

Mocne UCNonb3oBaHMA cneayeT NOMeCTUTb MeAULMHCKOE U3[eNne B YACTbIV nakeT
ANs 6MONOrMYecKM OnacHbIX OTXOAO0B [A1s  MNOCNEAYHOLWER OUYUCTKM K
AesnHdekymn. HeobXOAMMO OYUCTUTL U NPOAE3NH(ULMPOBaTb MeLULMHCKOe
n3genve, Kak TOMbKO 3TO CTaHeT MpPaKTUYeCKW LenecoobpasHbiM  Mocne
MCNOMb30BaHNS.

MoAroToBKa K 04MUCTKe

BusyanbHo Heo6xoamMmo 06c¢neaoBaTb MeAULMHCKOE M3aenme, 4Tobbl y6eanTbes B
OTCYTCTBMM MOBPEXAEHWUIA, TaKUX KaK CAaB/fieHHble WM PacTAHYTblE Y4acTKM,
rnopesbl, MOFHYTOCTK, 3a3yOPUHbI. B cniyyae NoBpexaeHUs MeaULNHCKOro 13nenms
He cnefyeT MCMoONb30BaTb €ro W YTUAW3MPOBaTb B COOTBETCTBMM C Pasfefiom
«MOPAOOK N YCNOBUA YTUNNIAUNN NN YHUUTOXEHUA MW»,
NPUBELEHHbIM HIXE.

ABTOMaTM3NPOBaHHAA 0YMCTKa

ABTOMaTM3MPOBaHHAA OYMCTKA MEAULMHCKOrO U3aenvs He PEeKOMeHAyeTcs, Tak
KaK XWAKOCTb MOXET NnonacTb B pa3beMbl M Ha pa3beMax MOXeT ocTaTbCA Bfara
AN ee oCTaTKW. BO3MOXHble HeraTUBHble MOCNEACTBUA MOTYT BKAKOYaTb B Cebs
HenpaBWIbHOE (PYHKLMOHMPOBaHWE (MOMEXW, O0CnabneHne WM UCKaXeHue
CUrHana) wunM ob6pa3oBaHMEe  3NEKTPUYECKON AyrM  MexXay KOHTakTamu
pa3beMa/KOHHEKTOpa, YTO MOXEeT NMPUBECTM K TPAaBMUPOBAHUIO MalMeHTa.

Py4yHasa oumcrtka

1 Tpun obpaweHnn c¢
CTepUnbHbIE NepyaTku.

2.  C nomouwbt canteTkn* Heob6XoAMMO MPOTEPETb BpallalOLUM ABUXEHMEM
BCHO MOBEPXHOCTb MeAWLWHCKOTO W3Lenus, 3a WCKIKYEHWEM pa3bemoB
MeAULMHCKOro un3genns, u4Tobbl yaanuTb 3arpasHeHus. O6pawainte ocoboe
BHMMaHWe Ha 0co0Oble XapaKTePUCTUKM MeLUUMHCKOro wu3fennsa (TakMe Kak
Hernagkue y4yacTku, CTbIKOBOUHbIE YHaCTKMN U LWenn).

MEAVLUHCKUMU  U3AENNSMU  HEO06X0AMMO  HafeTb

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

Initial Treatment at Point of Use
There arc no requirements for initial treatment at point of use.

Containment and Transportation

Place the medical device in a clean biohazard bag after use for subsequent
cleaning and disinfection. Clean and disinfect the medical device as soon
as it is reasonably practical after use.

Preparation before Cleaning

Visually inspect the medical device for any damage such as crushed or
elongated sections, cuts, Kinks, or nicks. If damage is observed, do not
use the medical device and dispose of it per the “MD DISPOSAL RULES
AND CONDITIONS™ section below.

Cleaning: Automated

Automated cleaning of the medical device is not recommended because
fluid may enter the connectors and leave moisture or residue in or on the
connectors. Resulting adverse effects may include improper functioning
(such as noisy signals or signal degradation) or arcing of electricity
between the connector pins, which can lead to patient injury.

Cleaning: Manual
1.Wear sterile gloves while handling the medical device.

2. Using a wipe*, use a twisting motion to wipe the entire surface of the
medical device, but not the medical device connectors, to remove soil.
Pay particular attention to complex medical device features (such as non-
smooth areas, joints, and crevices).
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3. C nomompio eme onHoli canderxu* TMATENBHO ClCNYET MPOTEPETh
BPAlaioINM JIBHXKCHACM BCIO NOBEPXHOCTH MEAULMHCKOrO M3AENHA, 4YTOOH
YAQNHTH 3arpASHEHHNA.

4. BusyanbHo Heobxoaumo o0cnezoBaTh MEIMLUMHCKOE M3JeNHE, YTOOBI
ybeauTbcas B OTCYTCTBHM BMAMMEIX 3arpasHeHHi. MoxHo Hcnonn3oBath
AOMONHUTENbHbIC CAIPETKH AN YAANCHHR KaKUX-THO0 BUIMMBIX 3aIrpA3HEHMI.

5. Cnenyer oCTaBHTb MEAULIMHCKOE H3JENNE HA BO3AYXE B NMOMEILCHUH, NIOKA OHO
He CTaHeT CYXHM Ha BHA,

6. Korma MenMuMHCKOe H3JeiHMe BBLICOXHET. HEOOXOAMMO OCMOTPeTh BCIO
NOBEPXHOCTh MEOHUHHCKOrO H3AEIHA NPH JOCTATOYHOM OCBEIUEHHH, YTOOLI
y6eanTbca B NOSHOM YAaNeHHH BUAUMBIX 3arpA3HCHUN.

* PekoMeHIyeMBle CandeTKu:

MOXHO HCHONL3OBaTL OO CANPETKH ¢ XHMHYECKUM COCTABOM. YKA3aHHLIM B
HHXeNpHBeAeHHOH Tabanue:

3. Using another wipc®. usc a twisting motion to thoroughly wipc the
entirc surface of the medical device to remove soil.

4. Visually inspect the medical device to ensure there is no visible soil.
Additional wipcs may be used to remove any visible soil.

5. Leave the medical device in ambient conditions until it is visibly dry.

6. When the medical device is dry, visually inspect the entire surfacc of
the medical device in adequate lighting to ensure complete removal of
visible soil.

*Recommended Wipes:

any wipes with thc chemical composition indicated in the table below
may be uscd:

Xumnuecxuil cocTas % XHMHYECKOro BeiecTha Chemical Compaosition % of Chemical
Hsonponauon 172 % Isopropanol 17.2 %
Jnu3obyTiA- e HOKCH-ITOKCHITHA- 0.28 % Diisobutyl-phenoxy-cthoxyethyl-dimethylbenzyl 0.28 %
AHMETHNOLHINIAMMONHA XAOPHA AMMOHHA XA0PUA ammonium chloride

Jdesnndexnusn

I. Tpn ofpawenun ¢ MEAMUMHCKHM H3Je/IHEM HEOOXOANMO HAACBATh CTEPHIbHELE
nepuaTky.

2. llepen nposenenueM je3nudeKUBH cneayeT o0eCNEUNTh BLINOAHEHHE PYYHOH
OUHCTKH.

3. C nomomsio candeTku* cnedyeT TIMATENBHO NPOTEPETh BPALIAIOLIMM
ABWXECHHEM BCIO MOBEPXHOCTL MeEAHUMHCKOro wijlenus. OOpawaiite ocoboe
BHHMaHHE Ha OCOOBIE XapaKTepUCTHKH MEHMUMHCKOro H3AeinHa (TakMe Kak
HETJIAZIKHE YHaCTKH, CTHIKOBOYHBIC YYaCTKH H 1IENH).

4. [loBepXHOCTL MEAMIIMHCKOTO H3JENHS JODKHA OCTABATLCA BAAXHO#H Ha BUA NPH
KOMHaTHO# TemnepaType (npubausurenvto 20 °C/68 °F) B Teuenne 3 MunyT.

5. Ina obecneueHns BHAMMOI BIAKHOCTH MEJHLMHCKOTO H3AENHA B TeueHUE 3
MHHYT MOXHO HCIIO/Ib30BATh JAOTIONHATEbHBIE CANdeTKH.

6. Heo6x0AHMO OCTABHTH MEIMIMHCKOE H3e/IHE Ha BO3AYXe B NOMELIEHHH, NOKa

Disinfection
1. Wear sterile gloves while handling the medical device.

2. Ensure manual cleaning is performed before disinfection.

3. Using a wipe*, usc a twisting motion to thoroughly wipc the entire
surface of the medical device. Pay particular attention to complex medical
device features (such as non-smooth arcas, joints, and crevices).

4. Allow the surface of the medical device to remain visibly wet for 3
minutes at room temperature (approximately 68°F/20°C).

5. Additional wipes may be used to ensurc that the medical device
remains visibly wet for 3 minutcs.

6. Leave the medical device in ambient conditions until it is visibly dry.
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OHO HE CTaHET CYyXUM Ha BUA.

7. CnegyeT OCMOTPeTb BCHO MOBEPXHOCTb MEAWLMHCKOTO  W3fenus  npu
[AOCTaTOYHOM OCBeLLeHWUW, YToObl Y6eANTLCS B BUAMMONM YMCTOTE MEAULMHCKOrO
n3nenus.

PekomMeHAyeMble CangeTKu:

MOXHO Mcnonb3oBaTb Nt06Oble caneTkn ¢ XMMUYECKUM COCTaBOM, YKa3aHHbIM B
HVKENpPUBEAEHHOW Tabnuue.

Xumunyeckunin coctas

M3onponaHon

L HN306yTNA-hEHOKCN-3TOKCUITUN-
AUMETUNBEH3NNAMMOHWSA X10pUL aMMOHUSA XN0pU

Y0 XMMMUYeCcKoro BewecTsa
172 %
0,28 %

Cyuwka

CyLuKa BbIMOMHAGTCA B paMKax npouecca gesnHpekunu.

TexHu4yeckoe o6¢cnyXXnBaHve, OCMOTP U TeCTUpoBaHue

Mepen ynakoBKOW HeO6XOAMMO BM3yanbHO 06CnefoBaTb MefULMHCKOE MW3fenue.
Mpn Hanuuunm BUAUMBbIX 3arpA3HEHUn  cnefyeT MNOBTOPUTb  UHCTPYKLMMK,
npueefeHHble B pasjenax «Py4yHad ouncTka» U «[esnHipekunsa». B cnyvae
MOBPEXAEHUS MeAULMHCKOro W34eNns He UCNOMb3yihTe ero v yTUAnsupynTe

cootBeTcTBMMU C pasgenom «MOPALOK N YCNOBUA YTUNUSALNNA NN
YHUYTOXEHWA MW», npuBefeHHbIM HUXeE.

YnakoBka
Ecnn  megunuuHCKOE wW3fenne OCTaBMAKOT Ha XpaHeHWe TMoc/le OYUCTKU U
Ae3nHMeKumMn, Heob6XoAMMO MOMECTUTb €ro B BO3AYXOMPOHMLUAEMbIA MNakeT

ofo6peHHbI FDA (YnpaBneHnemM nNo KOHTPOMK 3a NPOAyKTaMu MUTaHUA WU
nekapcTBeHHbIMU cpegcTBamu, CLUA) u  (MAM) MeCTHbIMK  pery'naTopHbIMU
opraHamu. [lepef nomeuieHWeM B MakeT HeEOO6XOAMMO CBEPHYTb MefWLMHCKOe
nsgenue B popme Konbua. He cnefyet cknafbliBaTb MeAUUNHCKOE U3aeNne, TaK Kak
3TO MOXET MPUBECTU K ero noBpexieHuto. HeobXoAuMMo MCMonb3oBaTb MakeTt
[J0CTAaTOYHO 60NbLWIOr0 pasmepa 419 NPeAoTBPALLEHMA HArpy3Kn Ha LWBbI NakeTa u
4ype3sMepHoro CKpy4unBaHuA MeANLMHCKOrO n3genus. PekomeHpyeTcA
ncnonb3oBaTb Maket pasmepom 19 cm x 33 cm (7.5 groiima X 13 gloimoB) mnu
6onblle. YCnoBus xpaHeHusa cM. B pasgene «YC/10OBNA TPAHCIMOPTUPOBKHN
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7. Visually inspect the entire surface of the medical device in adequate
ighting to ensure the medical device is visibly clean.

*Recommended Wipes:

any wipes with the chemical composition indicated in the table below
may be used.

Chemical Composition

% of Chemical
Isopropanadl

17,2 %
Diisobutyl-phcnoxy-cthoxyethyl-dimethylbcnzyl 0,28 %
ammoniumchloride

Drying

Drying is performed as part of the disinfection process.

Maintenance, Inspection, and Testing

Before packaging, visually inspect the medical device. If visible soil is
present, repeat the "Cleaning: Manual™ and "Disinfection™ instructions. If
there is evidence of damage, do not use the medical device and dispose of
it per the "MD DISPOSAL RULES AND CONDITIONS" section below.

Packaging

Ifthe medical device is stored after cleaning and disinfection, place it in a
breathable pouch that is approved by the FDA and/or by local authorities.
Coil the medical device into a loop when placing it into the pouch. Do not
fold the medical device because doing so may break the medical device.
Use a pouch large enough to prevent stress to the pouch scams and to
revent excessive bending of the medical device. A pouch size of 19 cm X
33 cm (7. 5" X 13") or larger is recommended. For storage conditions,

refer to the "CONDITIONS OF TRANSPORTATION AND STORAGE"
section below.
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N XPAHEHWNA», npnBefeHHOM HUXe.

OMMNCAHWE CTEPUNN3ALNWN

HE CTEPUJIBHO

M3penne nocTaBnseTcsd HecTepuibHbIM W He MpefgHa3sHa4YeHO ANd CTepuam3auunm
nepeg ncrosb30BaHNeM.

TPEBOBAHUA K TEXHNYECKOMY OBCNYXWBAHWUIO N PEMOHTY
MU
Cwm. pasgen «OMUCAHUE METO/A0B MOBTOPHOW OEPABOTKW».

YCNOoBUA TPAHCNOPTUPOBKWN UXPAHEHNA

Tabnuua 4 —Y cnosums TpaHCNOPTUPOBKN

HanmeHoBaHue OnanasoH
Temnepatypa 0T -34°C (-29°F) po +65°C (+149°F)
OTHOCUTENIbHAA BNAXHOCTb oT 15% po 80%

ATmocepHOe gaBneHune 0T 68.9 go 1013 rlla

Tabnuua 5- Yycnosus XpaHeHUs

HanmeHoBaHue JvanasoH
Temnepatypa OT +5°C (+41°F) po +25°C (+77T)
OTHOCKTeNbHAaA BNaXXHOCTb ot 5% po 80%

ATMOC(epHoe faBfeHne 0T 68.9 no 1013 rlla

MOPAAOK NYCNOBUA YTUNUIALUNN WITN YHNUYTOXEHUA MU
MOBTOPHO MCMOMb3YiTe KOMMOHEHTbl WAN  YTUAWU3UPYIATE U34eNMe U ero
OCTaBLLUMECS 3M1EMEHTbI NMM60 0TPaGoTaHHbIe AeTannm B COOTBETCTBUU C MECTHbIMU
3aKOHaMW U HOpMaTMBa.MU.
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DESCRIPTION OF STERILIZATION

NON-STERILE

The device is provided non-stcrile and is not intended to be sterilized
prior to use.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD
See the section “DESCRIPTION OF REPROCESSING™.

CONDITIONS OF TRANSPORTATION AND STORAGE

Table 4 - Transportation conditions

Designation Ranee
Temperature -34°C (-29°F) to +65°C (+149°F)
Relative humidity I15% to 80%

JLBaromctric pressure )68,9 to 1013 hPa
| 1

Table b- Storage conditions

Designation Range
Temperature +5° C (+41°F) to + 25°C (+77°F)
Relative humidity 15% to 80%

Barometric pressure 68,9 to 1013 hPa

MD DISPOSAL RULES A:XMIDCONDITIONS
Recycle components or dispose of the product and its residual elements or
waste items in accordance with local laws and regulations.
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N3pgenuns, vMeBLUME KOHTAKT C KPOBbO W/MAM  ApYyrUMKM  BUONOTUYECKUMMU
XUAKOCTAMU, Noanexar yTuamsauuum u/mnm yHUUTOXeHuto cornacHo CanlunH
2.1.7.2790-10 (knacc b)

Heucnonb3oBaHHble wu3genns (He WMeBLIME KOHTaKTa C KPOBbHO MW/Man C
6MOIOTNYECKUMMN XKXUAKOCTAMU), B TOM YMUCNE C WUCTEKLUMM CPOKOM TFOLHOCTH,
nognexar ytunusaumm w/unu yHuWYTOXeHuto cornacHo CanluH 2.1.7.2790-10
(knacc A).

COOBWEHNA Ob MHUMAEHTAX

CornacHo pernameHTty 2017/745/EU 0 MeAMUMHCKMX W3AENMAX, ecnu AaHHoe
n3genve uUCNonb3yetcsd B cTpaHax EBponeiickoro cotsa (MM B cTpaHe ¢
WOEHTUYHBIM TNPaBOBbIM PEXUMOM) W B MNpouecce wuau B pesynbTaTe ero
MCMONb30BAHNSA BO3HWUKAET CEPbe3HbIi MHLUMAEHT, HE0OX04MMO CO06WNTL 06 3TO.M
npou3BoAuTENt0 U (MAN) ero ynoJSIHOMOYEHHbIM MNPeACTaBUTENAM, a TakXe B
KOMMNETEHTHbI OpraH Ballei CTpaHbl.

OTKA3 OT TAPAHTNIN N OTPAHNYEHWE OTBETCTBEHHOCTU

Ha onucaHHble B HacToAWeEM [JOKYMEHTE OAHO WAN HECKONbKO W3Lenuii He
[aeTCs HUKaKMX fBHbIX WM MOApasyMeBaeMblX rapaHTWii, B TOM u4ucne, 6e3
orpaHuyeHuid, n6oi nofpasymMeBaeMoil rapaHTMM TFOAHOCTWM K NpPOAaxe wnu
NMPUIOLHOCTN K KOHKPETHOW uenn. Hu npu Kakumx 06CTOATEeNbCTBAX KOMMaHUS
B10SENSE WEBSTER, INC. v ee ¢wunnanbl He HecyT OTBETCTBEHHOCTb 3a
Kakve-nnbo (akTuyeckue, Npsamble, KOCBEHHbIE, MO60YHbIE UK ApYTUe YObITKA,
KpOMe ABHO YKa3aHHbIX B MPYMEHMMOM 3aKOHOAaTe/IbCTBE.

Bes orpaHuWYeHWin ycTaHOBNEHHOro Bbiwe KomnaHus B1OSENSE WEBSTER.
INC. n ee ununansl He 6YAYT HECTU OTBETCTBEHHOCTU 3a Kakue-nnmbo peasibHble,
npsiMble, KOCBEHHble, MO60YHbIe W Apyrue YObITKW, Bbl3BaHHbIE MOBTOPHbIM
NCMONMb30BaHMEM NOObIX W3LeNUiA € MapKMpPOBKOM  «ANnf  OLHOPA30BOro

Ncnosib3oBaHnA», UM ecan NOBTOPHOE UCMOJ/Ib30BaHME 3aNpeLeHo ,D,EVICTBy}OU.LMM
3aKOHOAaTe/IbCTBOM.
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The products have come into contact with blood and / or body fluids,
disposal and / or destruction according to SanPiN 2.1.7.2790-10 (B class).
Unused products (which had no contact with blood and / or body fluids),
including expired, disposal and / or destruction, according to SanPiN
2.1.7.2790-10 (Class A).

REPORTING INCIDENTS

Per regulation 2017/745/EU on medical devices, if this device is used in
the European Union (or in a country with an identical regime) and a
serious incident occurs during the use of this device or as a result of use
of this device, report the incident to the manufacturer and/or its
authorized representative and to your national authority.

DISCLAIMER OF WARRANTY AND LIMITATION OF
LIABILITY

There is no express or implied warranty, including without limitation any
implied warranty of merchantability or fitness for a particular purpose, on
the product(s) described herein. Under no circumstances shall
BIOSENSE WEBSTER, INC., or its affiliated companies, be liable for
any special, direct, incidental, consequential, or other damages other than
as expressly provided by applicable law.

Without limiting the foregoing, BIOSENSE WEBSTER. INC. or its
affiliated companies, shall not be liable for any special, direct, incidental,
consequential, or other damages, arising out of the reuse ofany product(s)
labeled for single use or where reuse is prohibited by applicable law.
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HAMMEHOBAHWVE U HOPUANYECKUN AAPEC MPOU3BOAUTENS
MU N YITONNTHOMOYEHHOTIO NMPEACTABUTENA MPON3BOAUTENA
B POCCUIN

PA3SPABOTYUK:
Biosense Webster, Inc. (baitioceHc Bebetep MHK., CLLUA), 31 Technology Drive,
Suite 200 Irvine, California 92618 USA

MPON3BOAWNTEND:
Biosense Webster, Inc. (baitoceHc BebecTtep MHK., CLLUA), 31 Technology Drive,
Suite 200 Irvine, California 92618 USA

MECTA NMPON3BOACTBA:

1 Biosense Webster, Inc., Circuito Interior Norte 1820, Parque Industrial
Salvarcar 32574, Juarez, Chihuahua, 32574, Mexico (MeKcuka);

2. Phillips-Medisizc Costa Mesa, LLC, 3545 Harbor Blvd. Suite 150, Costa Mesa,
California, 92626, USA (CLUA).

YMNO/THOMOYEHHOW NPEACTABWUTENb MPOU3IBOAUTENA B
POCCUIW:

000 «[»0HCOH & [>O0HCOH», 121614, r. MocKBa,

yn. Kpbinatckas, g. 17, KOpH. 2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878
RA-IJNJR1J-RZNraMTS.JNJ.com
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NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:
Biosense Webster, Inc., 31 Technology Drive, Suite 200 Irvine.

California 92618 USA

MANUFACTURER:
Biosense Webster, Inc., 31 Technology Drive, Suite 200 Irvine,
California 92618 USA

MANUFACTURER SITES:

1 Biosense Webster, Inc., Circuito Interior Norte 1820, Parque Industrial
Salvarcar 32574, Juarez, Chihuahua, 32574, Mexico;

2. Phillips-Medisize Costa Mesa, LLC, 3545 Harbor Blvd. Suite 150,
Costa Mesa, California, 92626, USA.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
RA-JNJRU-RZNfa)JTS.JNJ.com
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lMepeBas, C aHTMIACKONO S3bIKa HA Py CCKN S13bIK

<Norotun: «baitoceHc BebeTep»>

"pynna KoMnaHui «PKOHCOH & JIPKOHCOH»
«BaroceHc Beberep, VIHK.»
(Biosense Webster, Inc.)
3L TexkHonomw [palis,
Oduc 200
VipauH, KanndoopHisa 92618 CLLIA
v biosensawebster.com

3AABJIEHVE O BEPHOCTW
KON AOKYMEHTA

Bcem 3aMHTEpecoBaHHbIM /IALAM,

B KayecTBe YMNO/IHOMOYEHHOrO npeAcTaBuTens kKomnaHum «bailoceHc Bebetep, WHK.»,
pacnonoXxeHHon no agpecy: 31 TekHonomxu Apaiis, Oguc 200, VpeuH, KanudopHus 92618
CLUA. 2 HacToAWMM 3a8BNAK0, YTO npunaraemas VIHCTpPYKUMA N0 NMPUMEHEHU MeAULUHCKOro
n3genns «M3genva meguunHCKue ans CoegumHeHnsa cuctemol abnsaumm cepaua ¢ HaBuraLoHHOWM
cuctemoin Carto 3, HeCTEpPUbHbIE» ABMSETCS BEPHOW 1 TOUHOWN KOMWen opurnHana.

MopnucaHo B CLLUA OT “MeHM 1 1Mo Nopy4veHnto KomnaHuy «baioceHc Bebetep, VIHK.».

<nognucaHo> 2 ceHTA6pA 2021 roga
®yoH lMapk JaTta

PyKoBOAuMTeNb OTAeNa HOPMaTUBHO-MPaBOBOr0 pPeryampoBaHus

«baioceHc BebcTep, NHK.»

HoTapuyc Wi 1HOe JO/MKHOCTHOE /L0, O(hOPMIISOLLIEE AaHHOE MMCbMEHHOE YOCTOBEPEHME, YOCTOBEPSIET UCKMOUNTENEHO
JMYHOCTb /MLA, MOAMMCABLUENO JOKYMEHT (K KOTOPOMY MPWUMAraeTcsl HacTOsLLEE YAOCTOBEPEHNE), @ He BEPHOCTb, TOYHOCTb
W BIACTBUTENBHOCTb JAHHOMO [OKYMEHTA.

LLtat KanmdopHus )

Okpyr OpuHDK

2 ceHTs6ps 2021 roga, Ko MHe, Creiicn K. BeHTAM, HOTapuycy, MYHO siBiiack ®yoH Mapk, koTopas moaTeepavna MHe Ha
OCHOBaHWM [OCTATOMHbIX [OKA3aTeNbCTB, YTO WUMEHHO OHa MOAMMCana AaHHbIA JOKYMEHT M 4TO 3TO ObUIO CAENaHO elo B
npesenax ee MofHOMOYHOM KOMMETEHLWW, & Talkoke YTO CBOEV MOAMUCHI0 Ha [aHHOM [OKYMeHTe nvuo (MM KOMMaHus, Ot
VIMEHN KOTOPOW OHa AeiACTBYET) O(HOPMIANIO HACTOSILLIMIA AOKYMEHT.

ByAyun 0CcBEAOM/IEHHOM 06 Yro/loBHOV OTBETCTBEHHOCTY 3a NPefoCTaB/IeH e 3aBEAOMO /IOXKHbIX CBeeH! B COOTBETCTBUM C
3aKOHOATE/IbCTBOM WTaTa KanmdopHus, s NogTBepX4al0 TOYHOCTh U BEPHOCTb BbILLENPYBEAEHHON VHGOpMaLmi.

CKpen/ieHo MOeii NOANMCHLIO U CNY)KeGHOI NnevaTbio.

Mognvck: <nognucaHo>
Creiicy K. BeHT/m
Hotapuyc

<Koyrras <llramT. CTEVCW K. BEHT/IN
neYaTL: HoTtapuyc - KanudopHus

BObLLEA Mevarb Okpyr OpuHax
A AJlnueHsma Ne 2320177
Kan%w [eCTB/S MOEV NIMLEH3MN UCTEKaET

30 aHBapa 2024 rogg>

© «BaiioceHc Bebetep, VIHK.» 2020
Crp. 1m3 1
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CornacoBaHo

BaioccHc BebeTep. VIHK.

OpraHvsaLys

31 1'cknonomku Apaiis. Oduc 200. MpeuH. KanugopHusa. 9261X TMTA
Anpec

PykosoanTenb 0TAefia HOPMaTUBHO-MNPaBOBOro PErynnpoBaHus
JomkHocTb

Mapk ®yoH

damunusa, Nvsa

02/09/202!
Jaraf.MM.ITIT

<nopgnwncaHo>
Moanuck

VNHCTPYKLUS MO NPUMEHEHUIO

N3nennsa meAnUMHCKME ONS COEAUHEHUS CUCTEMbI abnaumm cepaua ¢ HaBUraUWOHHOM
cuctemoinn Carto 3, HeCTEPU/IbHbIE

2021 rop
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nepeBoAYNKY

Poccuiickaa degepayns
Mopos MockBa
[ecaToro ceHTAGPA ABe ThicAUM ABajUaTb NepBOro roga

A, Mowuceesa Jlunna BnagumnpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTbL NOANMCY NepeBoAYMKa AnnosH dasuga Meopruesnya.
Moanuckb caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTbL NognucaBLLero JOKYMEHT YCTaHOB/EHA.
AN 3apeructpuposaHo B peectpe: Ne 50/995-H/77-2021-

YnnayeHo 3a CoOBepLUeHMEe HOTapuanbHOro gericteus: 400 py6. 00 kon.

J1.B.MownceeBa

Bcero npowHypoBaHo, MPOHYMepPoBaHO U CKpensieHo nedatbto 30 nncT(-a,-0B).

N.B.Mo
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