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Russian text
1 HAMMEHOBAHVE MEAVNLUMHCKOIO N3AE/TNA (MIN)
N ErO KITACCNPUKALNA
171. Habop wuvppuraumoHHbIx  Tpybok  SmartAblate
3NEeKTPOM3MO0NOTrNYeCKNX NPOLEAYP B KapAMoaorum, B COCTaBe:
1 Tpy6Ka C KanenbHULEN e Urnomn.
2. CTONOpHbIN KnanaH.
3. IHCTpyKLMA NO NPUMEHEHUIO.

ANs

[anee no TekCTy MOryT WCMONb30BaTbCA Cliefytolime HauMeHOBaHUA
MeLMLUMHCKOIO M3Aennsd: Habop MppUrauuoHHbIX TPYOOK, TPyoKM
nppuUraLmoHHble, n3genue, Habop, yctpoinctso, M.

HanmeHoBaHNsA MeANLMHCKMX U34eNNA MOTYT ObITb YNOMSHYTbI B TEKCTE
B COKpaLLeHHOW hopme 4ns yao6cTBa BOCNPUATUS MH(OpMaLUN.

MW - MeauumHckoe nsgenve

1.2.Knaccutpmkauymsa M

Knacc B 3aBUCUMOCTY OT CTENEHW NOTEHLUAILHOIO PUCKa MPUMEHEHNA B
MEeOUUMHCKMX  Uensx B COOTBETCTBUM C  HOMEHKNATYPHbIM
KaccMmnKaTopom MeAULUHCKUX U3LeNniA: 2a

2. HASHAYEHUVE . MEAVMUMNHCKOIO
MPNHUWMNbI AENCTBNA A
Ha3HayeHune

Habop NppUraLMoHHbIX TPY60K SmartAblate ans
3NeKTPOU3M0IOrMYecKMX Npoueayp B Kapanonorumn npefHasHaydeH s
31EKTPON3NONOrMYECKMX NPOLIEAYP B KapaMonormu,

MpuHUMN aencTBmS

N3OENTNA n
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English text
1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
171.  Set the Smartahlate irrigation tubes for electrophysiological
procedures in cardiology in composition:

1 Tube with a drip chamber and a spike;
2. Stopcock.
3. Instructions for use.

Further in the text, the following names of a medical device can be used:
a set of irrigation tubes, irrigation tubes, a product, a set, device, MD.

The names of medical devices can be mentioned in the text in abbreviated
form for the convenience of perceiving information.

MD means Medical Device

1.2.MD classification

The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: 2a.

2. INTENDED USE AND PRINCIPLE OF OPERATION
Intended use
Set the Smartahlate irrigation tubes for electrophysiological procedures

in cardiology is used for electrophysiological procedures in cardiology.

Principle of operation



CTepunbHas, npospayHas TpyOKa, 4epe3 KOTOPYH (hM3MON0rMyecKuii
pacTBoOp M3 MakeTa A1 BHYTPMBEHHOIO BNNBAHNA MOLAETCA K KaTeTepam
C (DYHKUMEN umppuraumm, MCNonb3yeMblX B COEAMHEHWM C CUCTEMOW

SmartAblate ans oxnaxaeHus y4acTKOB B cepAle, Ha KOTOpbIX
BbINO/HAETCA PaAMOYacTOTHas abnaLus.
3. NMOKA3AHUNHA n MPOTUBOIMNMOKA3AHWA K

NMPUMEHEHNKO MW W BO3MOXXHbIE TMOBOYHbIE
SPPEKTDI
3.1. lNoka3zaHuA
Heob6XxoaumocTb BAMBaHWUSA MPPUraLMOHHbIX (OpOLLaroLLmMX) pacTBOpOB
Npn NPOBeAEHNN 3MEKTPON3NONOTMYECKUX NPOLLEAYP B KapAMOIOrnn.
3.2.  [NpoTmBONoOKasaHUA
HeT  U3BECTHbIX MPOTUBOMOKA3aHUA K
NpPUraLMoHHbIX TPYOOK B KapAMOonoruu.
3.3.Mo0604Hble athheKTbI
Mo60YHbIE 3PPEKTBI HE BbISB/EHDI.
3.4.Mepbl NpefoCTOPXXHOCTU

NPUMeHeHNIO  Habopa

»  XpaHWTb B NPOX/1aHOM, CYXOM MECTE.

» [lepen Mcnonb3oBaHMEM MPOBEPbTE COXPAHHOCTb CTEPWUIbHOM
ynakoBKM M Habopa Tpy6oK. He mcrnonb3oBath, eciv ynakoBka
BCKpbITa UM NOBPEXaeHa.

e Habop wvppuraynoHHbix  Tpybok  SmartAblate  npoluen
TeCTUPOBaHME Ha 3KCM/yaTauuio B TeyeHue BOCbMU (8) 4acos.
Ecnv npoueaypa npoanuntca 6onee Bocbmu (8) 4acoB, U3BNEKUTE
1 3aMeHUTe Habop TPYOOK A0 NCTEUEHMS 8 YaCOB SKCM/yaTaLmun.

4. NHOPOPMALIA O NOTEHUMANBHbBLIX MOTPEBUTENAX

MU N YKASAHWUA MO NCIMOJIb3OBAHNIO

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

Sterile, transparent tube through which the physiological solution from
the package for intravenous infusion is supplied to the catheter with the
irrigation function used in the connection system with SmartAblate
irrigation pump cooling areas in the heart where radiofrequency ablation
is performed.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

The need for infusion of irrigation (cleaning) solutions during
electrophysiology procedures in cardiology.

3.2.Contraindications

There are no known contraindications for the Irrigation Tubing set in
cardiology.

3.3.Adverse effects

Side effects and risks of use have been identified.

3.4. PRECAUTIONS

» Store ina cool dry place.

» Inspect the sterile packaging and tubing set prior to use. Do not
use if opened or damaged.

» The SmartAblate Irrigation Tubing Set has been tested for up to
eight (8) hours of use. If a procedure will extend longer than eight
(8) hours, remove and replace tubing set at or before 8 hours of
use.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE



4.1. YKa3zaHus No UCMoJib30BaHUIO
Cobnogatb Tpe60BaHUA UHCTPYKLMK NO NPUMEHEHUIO 1 NMPeANUcaHns

npon3BognTeNa no UCrnoab3oBaHMIO JaHHOT0 MEANLIMHCKOI O U3aenna.

4.2. ToTeHunasbHbIe NOTpebuTenn MU
MeanuMHCKMIA pabOTHUK: Bpay Kapamoxmpypr

4.3. O6nacTb NpMMeHeHUA
NS NHTEPBEHLMOHHOI apUTMO/OT NN,

4.4. Ycnosua npumMeHeHus/skcnnyatauum MU
Ha6op NppUraunoHHbIX TPy60K SmartAblate ans
3M1EKTPOIM3NONOTMYECKNX MPOLELYpP B Kapauonorum npUMEHAIOTCA
TOMBbKO B MEAULMHCKUX YUPEXAEHUAX, MEAULMHCKUMIN paboTHUKaMK Y
MepcoHasioM onepalyioHHOMN.
Tabnumua 1

Ycnosusa npuMeHeHUsA/3KenyaTaumm

BnaxHocTb 15%-80%

Temnepatypa ot + 10°C to + 40°C

[aBneHune 101+1 kMa

PaboOTHMKN  cthepbl  34pPAaBOOXPAHEHMS  [O/MKHbI  MMETb  MO/HOe
NpeacTaBneHne O NpPeAnosaraeMoM  WCMOMb30BaHWM  MPOAYKLUMN 1
MPUMEHSIEMbBIX XUPYPrUUYECKMX TEXHUKAX, a TaKKe [OMKHbl ObiTh
KBa/IM(ULMPOBaHbI MyTeM MPOXOXKAEH19 COOTBETCTBYHOLLIETO 06YUEHMS.

S. ONMMCAHIME
SNIEMEHTOB M

5.1. O6LLee onucaHne yHKUMOHa/IbHbIX 31eMeHTOB MU

OCHOBHBbIX PYHKUNMOHAJIbHbLIX
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4.1.Directions for use

Follow the instructions for use and the manufacturer's instructions for
the use of this medical device.

4.2. Potential users of MD

Medical worker: cardiosurgeon

4.3. Application area
For interventional arrhythmology.

4.4. Use/operation conditions of MD

Set the Smartablate irrigation tubes for electrophysiological procedures
are used only in medical institutions, medical workers and operating room
personnel.

Table 1
Use/operation conditions
Humidity 15%-80%
Temperature from+ 10°C to + 40°C
Pressure 101+1 kPa

Health Care Professionals should be fully aware of the intended use of
the products and the applicable surgical techniques, and they should be
qualified by appropriate training.

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
5.1. General description of functional elements of MD
Set the SmartAblate irrigation tubes for electrophysiological procedures

in cardiology consist of a dropper with aneedle, for connection to a packet



HaGop mppuransonnsx Tpy6ok SmartAblate cocTOHT M3 KaneTBHALH ¢
HIIOH, Zif MOACOCAWHCHWA K NAKeTY JIA BHYTPHBCHRHX BIMBaHWI,
TPyOKH, NMPEAHAIHAYCHHON I HCHONBIOBAHAS ¢ HACOCOM OPOIICHAA
SmartAblate, cranzapTHOrO mITekepHOre paseeMa ¢ 3amkoM JIiospa, a
TAKKC NPHKPEIUVICHHOTO YETHPEXXONOBOTO 3alOPHOIO KpaHa I
NOACOCAHHEHHA K KATETEPY.

for intravenous infusions, a tube intended for use with an SmartAblate
itrigdtion pump, a standard plug connector with a Luer lock, and an
attached four-way shut-off valve for connection to the catheter.

$5.2. Bo3MOXHOCT: H METOAR! HHTETPANMHE ¢ APYTEMHE MeANNNECKHMHE
H3RC/IRAME

Habop 1pybox mna mppuramum SmartAblate paspaGoram mua
HCTIONb30BAHHA C HACOCOM OpomeHns SmartAblate mim HPPHraAOHHBIM
HacocoM NGEN mns mojatn AppHrauMOHHOTO PAcTBOpa ¢ 3aIAHHOMN
ckopoctsio moroxa B karerep CELSIUS THERMOCOOL, xarerep
NAVISTAR THERMOCOOL miH apyrue HppHramHoHHHE YCTpoHCTBa
IS OXNAKACHHA,

HeoGxomamo coGMONATE HHCTPYKIHHE N0 HCIONE30BAHHIO COBMECTHMEIX
HACOCOB, KATCTCPOB M APYTHX YCTPOHCTB I MppHraMH C UEIBIO
oxnaxacHHA. EcH He ykasaHO HHOe, HE PEKOMERAYETCS NPHMCHSATH
COBMCCTHO HM3AcAHA KoMnaHHH Biosense Webster, Inc. («Baiiocanc
Bebcrep, Huk, CILA) ¢ magenuamu apyrax nponspoauTenedi, Tak Kak
HMX au3aiiy, Marepuany, MEXAHHYCCKHE CBOHCTBA M KOHCTPYKIHS He
rapMOHH3HPOBaHH. IIpOMIBOZMTENF HE HECeT OTBETCTBEHHOCTH 34
JOOHE OCHOXHCHMA, BOSHHKIINE B PE3YABTETC COBMECTHOIO
NpHMCHEHHS AeTaNeli WIH B pe3y/bTaTe HCTIONB3OBAHKA H3EHI APYTHX
npoussoauTench.

S.2. The possibility and ways of integrating with other medical
devices

The SmartAblate Irrigation Tubing Set is designed for use with the
SmartAblate Irrigation Pump or the nGEN Irrigation Pump to deliver
irrigation solution at specified flow rates to the CELSIUS
THERMOCOQOL Catheter, NAVISTAR THERMOCOOL Catheter, or
other irrigated devices for cooling purposes.

Instructions for the use of compatible pumps, catheters, and other
irrigation devices for cooling purposes must be followed.Unless
otherwise noted, it is not recommended to mix Biosense Webster, Inc.
(Biosens Webster, Inc., USA) with products from other manufacturers, as
their design, materials, mechanical properties and construction are not
harmonized. The manufacturer is not responsible for any complications
resulting from mixing parts or using products from other manufacturers.

-
- -
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5.3. TexHnyecKue xapakTepuctnku M

(n)

PucyHok 1. Habop uppuraumoHHbix Tpy6ok SmartAblate
| - KanenbHMUa;
Il - urna gns BHyTPUBEHHBIX B/IMBAHWUIA;
Il - cekuymsa Tpy6OK;

5.3 Technical characteristics of MD

Picture 1. Set irrigation tubes SmartAblate
| - drip chamber;
Il - intravenous spike;
Il - atubing section;

IV - WTekepHbIii pasbem J1t03pa; IV - Luer lock;
V - YeTbIpexx0f0BOii 3aMOpHbIi KpaH. V - 4-way stopcock.
Tabnuua 2. Table 2.
XapakTepHble  Habop vppurauroHHbIX Tpy6ok SmartAblate Features Set irrigation tubes SmartAblate for
0CO6EHHOCTY ANs 3N1EKTPOU3NOIOrNHECKMX NPoLeayp B electrophysiological procedures in cardiology
Kapanoiormm
Product code SATOOQI

Kog npogykTta SATO001

O6wwas annHa 406,4+ 6,35 cm/
(160 £ 2,5 atoimoB)

Macca 891 (x10%)
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Overall length 406,4+ 6,35 sm
(160 * 2,5 inches)

Mass 89 g (¥10%)

Drip chamber



KanenbHuua

MapameTp

Pasmepbl KanefbHULbI

O6beM KanefbHULbI

OvameTp urnol
(BHeW HNIA))

AvameTp urnbl
(BHYTpeHHMWIA))

AnvHa urnsl

Ycunue Ha paspbiB

MakcumanbHoe gaBneHue

MakcuMmanbHasa CKOpoCcTb

MHGY3UNn

YTron 3aTOYKN UrNbl

3HaueHue

018,4 X 63,5 MM (£5%)
1,168 cM” (£5%)

5,2 MM (£5%)

3,4 MM (£5%)

28,5 MM (£5%)

He MeHee 40 H

He 60onee 460 MM pT. CT.

He 60nee 60 MnN/MUH

60°+2°

OcHoBHas Tpy6Ka  1/16 pioiimos (0,1587 cm) (BA) x 3/16 gtoiimos

PUTUHT Ha TPYOKY
KOHyC JTto3pa

(0,476 cm) (BA)

Pasbem J1i03p
OunameTp manoro /
OCHOBAHUSA HAPYXHOTO
KOHyca

OunameTp 60nbLIOro
OCHOBaHUS BHYTPEHHETO
KOHyca
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0,1585 (+0,002) aotimoB
4,03 (+0,05) MM

0,192 (+£0,002) potimoB
4,877 (+0,05) MM

Main tubing

Male Luer Tubing
fitting

Parameter

Dropper size

Dropper volume

Diameter of needle (outer)

Diameter of needle (iimer)

Needle length
Breaking force
Maximum pressure

Maximum infusion rate

Needle sharpening angle

1/16” ID x 3/16”0D

Connector Luer:
Diameter of small base
outer cone

Diameter of large base of
inner cone

Length of outer cone

Value
018,4 X63,5 mm (+5%)

1,168 cm” (£5%)

5,2 mm (£5%)

3,4 mm (x5%)

28,5 mm (£5%)

not more than 40 N

not more than 460 mmHg

not more than 60 ml/min

0,1585 (£0,002) inch
4,03 (£0,05) mm

0,192 (+£0,002) inches
4,877 (£0,05) mm

0,95 (£0,01) inch
24,13 (£0,254) mm



CTONOpPHbIN
KnanaH

YNaKoBOYHbIN
naker

YnakoBo4Has
KOpoOKa

Buna KOHTaKTa C
TEe/IOM YenoBeka

MeToz
cTepunusaumm
KonnyecTtso
NpPYIMEHeHWA
Cpok rogHocTH

[NVHa BHELWIHero KoHyca

LNuHa BHYTpeHHero
KOoHyca

BHewWHWii fuameTp 3aMKa

BHYTpeHHUIT fuameTp
3aMKa

4-X XO[,0BOW KpaHWK
Ycunve nosopoTa
(HenpepbIBHOE BpalLeHUe)

0,95 (£0,01) awolimos
24.13 (£0,254) MM
0,95 (+0,01) gwoiimoB
24.13 (£0,254) MM

0,432 (+£0,005) groimoB
10,97 (+0,13) MM

0,284 (+0,005) groimoB
7,21 (£0,13) MM

He 6onee 1 awoiim -
yHT (0,113 H/m)

rabapuTHble pa3Mepbl UHAVMBUIYabHOI

YMaKOBKW:
267 X229 MM (+1%)

Macca nHamsmayanbHoi ynakosku: 10 r (£10%)

CnoLHon 6enéHblii cynbdaTHbIA KapToH (SBS)
9 X9 X 1atoiimoB (22,86 x 22,86 X 2,54 cMm)
HenocpeACTBEHHbIN KOHTAKT C TE/IOM HEe/I0BKa
oTcTcTBYeT. ONo”eJlOBaHHbIN KOHTAKT Yepe3
OPOLLIAEMYHO XXMAKOCTb MeHee 24 Y4acoB.

MeTog cTepuinsaumn: pagmaLnoHHbIN

MW ofHOKpaTHOro NpuMeHeHUs

He 6onee 1roga
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Way stopcock

Packaging Pouch

Packaging carton
Kind of contact
with human body
Sterilization
method

Number of Uses

Shelf Life

Length of inner cone

Outer diameter ofthe lock

Inner diameter o f the lock

4- way stopcock
Turning Force (Continuous
Rotation)

0,95 (+0,01) inch
24,13 (£0,254) mm
0,432 (+0,005) inch
10,97 (£0,13) mm

0,284 (+0,005) inch
7,21 (20,13) mm

Not more then 1linch -
pound (0,113 N/m)

Overall dimensions of individual packaging:

267 X 229 mm (+1%)

Mass of individual packing: 10 r/g (x10%)

Solid Bleached Sulfate (SBS) 9x 9 x 17

No direct contact with the human body. Indirect
contact via irrigated liquid less then 24 hours.
Radiation sterilization method

One time use MD

Not more then 1year.



6. ONMMCAHUE COCTABHbIX UACTEWN MU

Habop nppuraynoHHbIX Tpy6oK SmartAblate cocTouT K3 KanenbHULbI
(D) ¢ LV. urnon (1) gna noacoeanHeHms K 1.V. nakety, cekuum TpyoboK
(1), npepgHasHayeHHOW [A/19 WCMOMb30BaHWS B HACOCE OPOLUEeHUs,
CTaHZApTHOro LUTEKEPHOro pasbema ¢ 3amMkom Jltospa (IV), a Takxke

NMPUKPENJIEHHOro  YeTbIPeXXOA0BOro  3anopHoro kpaHa (V) and
NOACOENHEHNS K KaTeTepy.
' ® V)
J-/
\
T

MpoKcBManbHbIA KOHel KoHeu katetepa

PucyHok 2 - Habop uppuraumoHHbix Tpy6ok SmartAblate

7. OFNMMCAHVME npuHagnexxHocTel
He npumeHnmo
8. MEPEYEHb 1 ONMNCAHNME MATEPUVAJTIOB M

Tabnmua 3
HanmeHoBaHU
e COCTaBHOWA HavmeHoBaHWe MaTepuana n3rotoB/1eHUS
yacTu i
KanenbHuua MonusuHunxnopug (MNBX)

Kpacutens: TEXTM

Nrna ABC-nnacTnk
Konnayok MoNnaTuneH HU3KOWM NOTHOCTU
Urnbl
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6. DESCRIPTION OF MD PARTS

The SmartAblate Irrigation Tubing Set consists of a drip chamber (1)
with 1.V. spike (Il) for connection to an I.V. bag, a tubing section (l11)
designed for use with an irrigation pump, a standard male luer lock (1V),
and an attached 4-way stopcock (V) for coimection to an irrigated
catheter.

. =0,

Proximal End Catheter End

Picture 2 - Set the SmartAblate Irrigation Tubing

7. DESCRIPTION OF ACCESSORIES
Not applicable
8. LIST AND DESCRIPTION OF MD MATERIALS
Table 3

Part’s name Raw material name, manufacturer

Drip chamber Polyvinylchloride PVC
Colorant: TEHTM
ABS plastic

Low density polyethylene (LDPE)

Needle n
Needle cap



OcHoBHaA
TpybKa

OTUKETKN
(cTpenku
Hanpas/ieHNs
NnoToKa) Ha
TpybKe
PUTHUHT Ha

TPYOKY KOHYC

IMoapa

1 MonusuHunxnopug (MBX)

2. AUETUIMPOBaHHBIN TpUaTUALPNPaT
(nnactugmkarop)

UepHnna 6enblii BUHWN

lNonumeTunmeTakpunaT

4-X X0[0BbI/ CTONOPHbIA KnanaH

Kopnyc
CTOMOPHOI0
KfanaHa
CronopHas
raika

PyuKa KpaHa,
Xentas ¢
KpacHoi
rneyartbto

Kpacutenb

Cwmaska ansa
KnanaHa

Monnkap6oHaTt

MynbTUNONMMEP Ha aKpPWUIOBOI OCHOBE

Matepuan pyyukun KpaHa:
MonnaTuneH BbICOKOW NIOTHOCTY
Martepuan KpacHoOM neyatu:
MNonnactep

MonunponuneH KoMnayHA

MonnanmeTnacunokcaH
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Main tubing

Labels (flow
direction
arrows) on
tubing

Male Luer
Tubing fitting

4- way stopcock

Stopcock body
Lock nut

Stopcock
handle, yellow,
printed red

Colorant

Lubricant for
valve

Hot-stamp foil

Male Luer Cap

10

1 Polyvinylchloride (PVC)
2. Acetyl Tributylcirate (plasticizer)
White Vinyl Ink

Polymethyl methacrylate

Polycarbonate
Acrylic-based multipolymer

Stopcock handle material:
High density polyethylene
Printed red material:
Polyester

Polypropylene compound

Polydimethylsiloxane
Polyester

Polypropylene



donbra ans
ropsiyero
TUCHEHWSA
KOHYCHBI#
KO/MnavoK
Niospa
[BYCTOPOHHWNIA
3aKpblBatoLLI
WNHCTPYMEHT
Knein (Tpybka K
NNacTUKOBOMY
COeANHUTENIO)
YnakoBKa

YNaKoBOYHbI
naker

YnakoBoYyHas
KOpoOKa
9. CumBOnbI

Monuactep

MonunponuneH

MonunponuneH

LinknorekcaHoH

OpHa cTopoHa:

HeTkaHHbIn MaTepuan Tyvek

BTopas cTopoHa:
HeinoH
KneeBoin cnoi:

"'epmeTk HDPE

Double Dead
Ender
Adhesive
(tubing to
plastic
connector)
Package
Packaging
Pouch

Packaging
carton

CnnoLuHon 6enéHbl™ cynbgaTHbIN KapToH (SBS)\

NCMNoJib3yeMble

Ha  MapKMUpOBKe

nppuraLmoHHbIX Tpybok SmartAblate:

Crepunusaums ¢ NpMMeHeHeM paguaLmm
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BTBWE R

Polypropylene

Cyclohexanone

First side:

Non-woven material Tyvek
Second side:

Nylon

Adhesive:

Sealant HDPE

Solid Bleached Sulfate (SBS)

Habopa 9. Symbols used on the SmartAbalte irrigation tubing set label:

Sterilized using irradiation

11



CooTBeTCTBYET TpeboBaHUAM EBponeinckon @
OunpekTtnebl 93/42/EEC

MoBTOPHOE NCMONb30BaHWNE He [OMYCKaeTcs |
cnonb3oBaHne COAEPXKIMOrO MOBPEXAEHHOI
YMaKOBKW He [0MyCKaeTcs

cnonb3oBaHve COAEPXKMMOr0 BCKPbITO YMaKOBKM
He [10MyCcKaeTcs

>SE 6 Q

BHumaHve
[Ia CMOTPU MHCTPYKLMM MO NPUMEHEHMIO!
CoaepX1Mmoe yrnakoBKW: KONMYecTBo 1 02
Kog naptum 1
LOT
LOT
IREFEI Homep no katanory A
lNpownssoguTenb 1
Jarta nponsBoacTea M |
Kcnonb3oBaTth A0 yKa3aHHOW AaThbl e
4 7
BHumaHve: degepanbHbiv 3akoH (CLUA)
only  paspelwaet npoaaky 3TOr0 YCTPONCTBA TOMBKO
Bpayam uav no nx yKasaHuto.
Y- Bepeub OT BO3E/CTBUS COMTHEYHOTO CBETA only ~
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Conforms with the requirements of the
European Directive 93/42/EEC
Do Not Re-Use

Do not use if package is damaged
Do not use if package is opened
Caution

Consult Instructions for Use

Contents: 1

Batch Code

Catalog Number
Manufacturer

Date of Manufacture
Use-By Date
Caution: Federal (USA) law restricts this

device to sale by or on the order ofa
physician



XpaHUTb B CyXOM MecTe

TemnepaTypHbIii AnanasoH

(assembledIMEXCOl  COBpaHO B MeKcuke

9.1 faHHble 06 ynakoBke MU

Kaxablii Habop uppurayMoHHbIX TPYOOK MOMELLAEeTCs B CTEPUbHBINA
ynakoBouHbIi nakeT Tyvek 26,5 x 24,0 cm (x10%), mapkupyetcs
3TUKETKOIN Ha MHOCTPaHHOM 13bIKe M 3TUKETKOM Ha PYyCCKOM A3blKe MNakeT
nomeLaeTcsi B KOPooKy 22,86 x 22,86 X 2,54 CM 1 Ha BHELLIHKOK CTOPOHY
KOPOOKM  HAaHOCUTCA  3TMKETKa.  WHCTpYKUMs MO MPUMEHEHUIO
BK/1a/iblBaeTCA B KAPTOHHYHO KOPOOKY.

9.1. CpOK roHoOCTW, CPOK C/y>K0bl
Habop wvppuraumoHHbIX Tpy6OK HeobXO0AMMO WCMOoNb30BaTh A0 AaThl
OKOHYaHMs CpoKa roAHOCTY, YKa3aHHOW Ha yrnakoBKe.

CpoK rogHocCTV cocTas/isieT He 6onee 1roga.

9.2. ®opma nocTaBkun

MocTaBWMK 06s3aH nepegatb Habilp uppuraymoHHbIX Tpy6oK B
ynakoBKe, 06ecrneyMBaoLLeili COXpaHHOCTb Habopa NpU yKasaHHbIX B
TEXHWUYECKOIN AOKYMEHTAL MW YCNO0BUAX XPaHEHWS U TPAHCMNOPTUPOBKM.

YnakoBka Habopa vppuraumoHHbIX TPy6oK fo/mkHa obecneunBaTb ero
COXPaHHOCTb MNPW TPaHCMOPTMPOBKE MpPU YC/IOBUMN BEPEXHOr0 C HUM
o6palLLeHus.
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Keep Away From Sunlight

Keep Dry
T

X Temperature Range

(assembtedMEXICOl  Assambled in Mexico

9.1 Data about packaging of md

Each set of irrigation tubing is placed in a nominal Tyvek 26,5 x 24,0 sm
(= 10%) packaging bag and is labeled with the original label bag label.
The package is placed in a nominal box of 22,86 x 22,86 x 2,54 sm and a
second label is applied to the outside of the box. The operating
instructions are enclosed in a cardboard box.

9.1. Shelflife, use by date

Set irrigation tubes must be used prior to the expiration date of the
expiration date specified on packing.
The shelf life is not more then 1year.
9.2. How supplied

The Supplier is obliged to hand over the Set of Irrigation Tubes in
packaging that ensures the safety of the set under the conditions of storage
and transportation specified in the technical documentation.

The packaging of the Irrigation Tubing Set must ensure its safety during
transport, provided it is handled with care.
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CocTaB NOCTaBKM KaXK0ro BapuvaHTa UCMOSTHEHNS BK/IHOYaeT:
Habop NPPUraLMOHHBIX Tpy6oK SmartAblate
3NeKTPOM3N0N0rNYeCKMX NPoLeLyp B Kapanonorum B COCTaBe:
1 Tpy6Ka C KanenbHULEN C Uron.

2. CTOMOpHbIV KnanaH.

3. VIHeTpyKLpLL M0 NPUMEHEHNIO.
10. MHCTPYKUWNA n o MPUMEHEHWIO

Habop nppuraunoHHbix Tpybok SmartAblate

1 BbIHbTe CTEPU/IbHBIN KOMMNIEKT MPPUraLMOHHbIX TPY6OK 13 YNakoBKM
B COOTBETCTBUM C YTBEPXAEHHbIMW B 0O0NbHULE CTaH4APTHLIMU
npaBunamn TEXHWKKU 6e30nacHOCTW. Y6eanuTecb, UTO YETbIPEXXOAOBOMN
3anopHbli KnanaH (V) HageXHO MOACOeAMHEH K LUTEKEPHOMY pasbemy
NMogpa (V). YcTaHOBUTE PYKOATKY YETbIPEXXOA0BOr0 3arnopHOro
KnanaHa (V) B Takoe Mo/IOXeHNe, YTOObI Hanpas/ieHVe NOTOKa XUAKOCTY
B KOMM/eKTe TPY6OK AN MppurawumMm cooTBETCTBOBA/IO NO3nLmMn «Off».
2. CH/AMUTE KONMAYOoK Wr/ibl ANA BHYTPMBEHHBIX BIMBAHUIA U KOMNAYKK
pasbemoB J1to3pa YeTbIPexXoA0BOro 3arnopHoro KpaHa (V) ¢ KomniekTa
TPYOOK ANs nppuraumun. BetasbTe Urny Ans BHYTPUBEHHbIX BAvBaHWiA (1)
B KOHTEHep C paeTBOPOM [/19 BHYTPUBEHHOrO BBefeHWS. [loBecbTe
KOHTENHep C pacTBOPOM [/19 BHYTPMBEHHOIO BBEAEHUA C KanenbHULER
() B BepTUKa/IbHOM TMONOXeEHUW PALOM C HAcOCOM W 3arnofiHUTe
KanenbHuyy (1) npumMepHo Ha 2/3.

3. 3anoiH1Te KOMMNIEKT TPYOOK ANs nppuraumm, nosopayneas pyKosTKy
YEeTbIPEXXOL0BOro 3arnopHOro KpaHa (V) Takmm 06pa3oM, YT0Obl OTKPbITh
MOTOK YXWAKOCTU N Le/IMKOM 3an0/IHUTL KOMIMEKT TPYOOK OpOLLAKLLEid
XNAKOCTbIO. BbITECHUTE Beeb €KOMMBLUMIACA BO3MYX, a 3aTeM 3aKpouTe

ans
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Completion of delivery for each version:

Set the SmartAblate irrigation tubes for electrophysiological procedures
in eardiology.

1 Tube with a drip chamber and a spike;

2. Stopcock.

3. Instructions for use.

12. Suggested Directions for Use
SmartAblate Irrigation tubing set

1 Remove the sterile tubing set from its paekage using standard safe
hospital praetiees. Ensure that the 4 way stopcock (V) is securely
eonneeted to the male luer lock (IV). Position the 4 way stopcock (V)
handle so that the fluid pathway of the tubing set is “Off’.

2. Remove the 1.V. spike cap and luer caps from the 4 way stopcock
(V). Insert the 1.V. spike (I1) into an I.V. solution container. Hang the 1.V.
solution eontainer with the drip chamber (1) in a vertieal position near the
pump, and fill the drip ehamber (1) about 2/3 full.

3. Prime the tubing set by rotating the handle of the 4 way stopcock
(V) so that the fluid pathway of the tubing set is open and eompletely fill
the tubing set with irrigation fluid. Remove all trapped air and then close
the 4 way stopcock (V) by rotating the handle so that the fluid pathway
of the tubing setis “Off’.

14



YEeTbIPEXXOA0BOIN 3aropHbIin KnanaH (V), noBopaymsas PyKOSTKY Takum
06pa3om, YTO6bI Hanpas/ieHVe MOTOKa XUAKOCTU B KOMMJEKTe TPYyOOK
418 MppyraLumn cooTBeTCTBOBa/10 No3uumm «Off».

4. YcTaHOBUTE Habop TpybOK B HAcoc, kak onucaHoO B PYKOBOACTBE
nosib30BaTeNs s Hacoca.

5. [1ns noAroTtoBKM K MppuraumMm OTKPONTE YeTbIPEXXOL0BOM 3arOpHbIil
KpaH (V), NOBEPHYB PYKOATKY TakMm 06pa3om, 4Tobbl 6OKOBON MOpT
Haxoaunca B Nonoxexnumn «Off».

6. MpomoiTe Habop TPY6OK, Kak OMMcaHO B PYKOBOACTBE NOJ/b30BaTens
Hacoca. MpoBepbTe KOMMEKT TPYOOK A/ nppurauum, 4tobbl yoeamTbCs
B OTCYTCTBUM MPOTeYeK 160 JeeKTOB, a Takke Ny3blpbKOB BO3AyXa B
Habope TpyboK. [MNpn HaMuMKn Bo3ayXa NPOLO/HKaNTe NPOMbLUIAHME, NOKa
BCE My3bIPbKWN He BbINAYT U3 TPY6OK.

7. besonacHo nogknunTe pasbeM J1o3pa YeTbIPpeXxo[40BOro 3aropHoOro
KpaHa (V) vnu wTekepHblid pasbem Jltospa (IV) Ha KOHUEe TPyoKu K
NppUraumoHHoOMy KateTepy. Mcnonb3yiite nomny, 4tobbl CNYCTUTL BECb
BO3JyX M3 KaTeTepa nepes Tem, Kak BBECTU KaTeTep B NauueHTa.

\ /

y /

MpoKXBManbHbI KOHeL, KoHeL, KateTepa

PucyHok 3 - Habop wuppuraumoHHbIX Tpy6ok SmartAblate ans
3/1IEKTPOIM3NO/IOTNYECKMX MPOLELYP B Kapauosnoru
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4. Install the tubing set in the pump as described in the User Manual
for the pump.

5. To prepare for irrigation, open the 4 way stopcock (V) by rotating
the handle such that the side port is “Off’.

6. Flush the tubing set as described in the User Manual for the pump.
Verify that the tubing set is free of leaks or defects and that all bubbles
have been flushed from the tubing set. If bubbles are present, continue
flushing until they are passed through the tubing set.

7. Securely connect the male luer on the 4 way stopcock (V) or the
male luer lock (IV) on the end of the tubing to an irrigated catheter. Use
the pump to flush all air from the catheter before inserting the catheter
into the patient.

) © ©

+"h4 0"

Proximal End Catheter End

Picture 3 - Set the SmartAblate irrigation tubes for electrophysiological
procedures in cardiology
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11. MNEPEYEHb MATEPVAJIOB >XMBOTHOIO W1 (N1N)

UE/TOBEYECKOI'O NMPONCXOXAEHNA

JTOT pa3fen He NPUMEHUM K U3Le/INI0, TaK Kak OHO He COLEPXMUT TKaHM

YXMBOTHOIO NMPOUCXOXAEHMS.

ATOT paszfen He NPUMEHUM K W3LE/NNK0, MOCKO/bKY OHO He COLePXUT

MPOLYKTOB KPOBU W/ NPOU3BOAHBIX KPOBM Ye/iOBEKA M HE M3rOTOB/IEHO

C MUCMO0/Ib30BaHNEM TKAHEN Ye/I0BEYECKOrO NMPOUCXOXAEHNS,

12. CCbIJTIK/ HA MPEALIAYWLWNE MOANDPUNKALNN M NTTN

MNOAOBHbLIE MOANDPUKAUNA MU, HAXOAALWUMXCA B

OBPALLEEHNI

He npumeHnmo

13. TPEBOBAHUA BE3OMACHOCTUN N 3PPEKTUBHOCTW

MW

MpepynpexaeHns

e 3anpewaertcqd nogsepratb  Habop  mppurauvoHHbIX
BO3/eMCTBMI0 OpraHNYeCcKnX pacTBOpUTENEN.

» Habop vppuraumoHHbIX TPY6OK NpeAHas3HayveH Ans sKcnayaraumm ¢
Hacocom opowleHus SmartAblate nav Hacocom umppuraymoHHbIM
nGen. JononHuTensHble npegynpexaeHuns n Mepbl
NPesoCcTOPOXKHOCTM  CMOTPU B PYKOBOACTBE  NO/b30BaTENA
MNPPUraLmMoHHOro Hacoca.

* PekomeH[0BaHHble NapaMeTpbl NPOLeaypbl CMOTPU B UHCTPYKLMAX
Nno MPUMEHEHWNIO, BXOAALWMX B KOMMMIEKT MOCTaBKM KaTeTepos
CELSIUS THERMOCOOL, NAVISTAR THERMOCOOL wunu
APYTUX NPPUTaLMOHHBIX KaTeTpoB.

* [aHHOe YCTPOMCTBO YMakoBaHO W CTEPWUIM30BAHO TONbKO ANA
04HOPa30BOro 1CNOJb30BaHNA. 3anpeLuaetcs MOBTOPHOE
1CMo/b30BaHKe, NOBTOPHaA 06paboTka 1 ctepunmsayms. NMoBTOpHOE
1cnonb3oBaHve, 06paboTka WAN CTEPUNM3aLMA MOTYT HapyLuWTb
CTPYKTYPHYIO LIe/IOCTHOETb YETPOCTBA U/MN NPUBECTU K MO/IOMKE

Tpy60K
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M. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
ORIGIN

This section is not applicable to the product as the devices do not contain
tissue of animal origin.

This section is not applicable to the product as the they do not incorporate
blood products or human blood derivatives and are not manufactured
utilizing tissues of human origin.
12. REFERENCES TO PREVIOUS MODIFICATIONS OF MD OR
SIMILAR MODIFICATIONS OF MD IN CIRCULATION

Not applicable

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

* Do not expose the tubing set to organic solvents.

* The tubing set is designed for use with the SMARTABLATE
Irrigation Pump or the nGEN Irrigation Pump. Refer to the User
Manual for the pump for additional precautions and warnings.

» Refer to the instructions for use provided with the CELSIUS
THERMOCOOL Catheter, NAVISTAR THERMOCOOL Catheter,
or other irrigated catheter for recommended procedure parameters.

» This device is packaged and sterilized for single use only. Do not
reuse, reprocess, or resterilize. Reuse, reprocessing, or resterilization
may compromise the structural integrity of the device and/or lead to
device failure that in turn may result in patient injury, illness, or
death. AlsOj reprocessing or resterilization of single use devices may
create a risk of contamination and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
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YCTPOWCTBA W, B CBOK O4epelb, K MPUUMHEHWUIO Bpela 340PO0BbIO,
0ONe3HN UM CMepTW NaupeHTa. Takxe NMoBTOpHas 0bpaboTka wm
cTepunmn3aums  yCTpPoOCTB OLHOPA30BOr0 WCMO/b30BaHUA MOXET
CO34aTb PUCK 3apaXXEHUs W/MIM NPUBECTU K WH(ULMPOBAHUIO
nauyeHTa, N1Mbo nepekpecTHOMY UH(MULMPOBAHWIO, BK/KOYas, HO He
OrpaHuyMBasich, nepefadein MHPEKLMOHHOro 3a60/1eBaHUSA OT O4HOIO
nauveHTa gpyromy. 3apaxeHue yCTPOMCTBA MOXET NPUYNHUTL BPe/
300POBbIO, MPUBECTUN K BONE3HN UM CMEPTM MaLMeHTa.

13.1. 3aABneHne oTHocUTeNIbHO MPT
He npumeHnmo
14. NTHPOPMALUNA O JIEKAPCTBEHHbLIX TIPEMAPATAX U
(M) PAPMALUEBTUYECKUNX CYBCTAHUMNAX B COCTABE
MW

He npumeHumo. MeauumHCKOe W3LeNie He COAEPXKUT B COCTaBe
NeKapCTBEHHbIX NpenapaToB 1 PapmaLeBTUUeCKNX CyOCTaHLUMIA.

15. ONMMCAHNME METOOA CTEPUNN3ALNN

Habop mppuraumoHHbIX TPYOOK A/ Npouesyp 3M1eKTpogusnonormm B
KapAnOnorum nocTaBnseTcs CTePUIbHbIM B NIOTHO 3aKPbITOW YMaKOBKE.,
YCTPOMCTBO ~ CTEPUNM3YIOT  C  MOMOLLbIO ramma-u3sny4veHuns
Ba/IMAMPOBaHHbIM  METOAOM, Npu MUHUMYM 25 KIp ¥ YpOBHEM
cTepunbHocTM (SAL) 10® T[lpouecc cTepunusaumm yTBepXAaeTcA B
COOTBETCTBUU c TpeboBaHs]|in ISO 11137-1:2006.
Tonbko Ansa OAHOPa30BOro MCMo/b30BaHWA. He cTepunusoBaTb M He
MCNONb30BaTb U3AeNne NOBTOPHO.

CsefieHns 0 BaMaaumm npouecca crepunmsaumm MW npefacTtaBfieHsbl B
CleflytoLLleM OTYeTe:

3aKnoumnTeNbHbIA OTYET O pesynbTatax Banngaumun/ Bepudmkaummn/
KBanmukaumn. Mpotokon Ne V 1844,
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infectious disease(s) from one patient to another. Contamination of
the device may lead to injury, illness, or death of the patient.

13.1. MRI statement

Not applicable

14. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

(OR)

Not applicable. The medical device does not contain any medicinal
products or pharmaceutical substances.
15. DESCRIPTION OF STERILIZATION METHOD

Irrigation Tubing Set for electrophysiology procedures in cardiology is
supplied sterile in a tightly sealed container. The devices are gamma
sterilized via validated methods with a minimum of 25 kGy and are
certified tas sterilized to a Sterility Assurance Level (SAL) of 10-6. The
sterilization process is validated in accordance with the requirements of
ISO 11137-1:2006.

For single use only. Do not resterilize and reuse.

Information on the validation for medical device sterilization process is
presented in the following report: Validation/ verification/ qualification
final report. Report Ne\V1844.
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16. TPEBOBAHNA K TEXHNYECKOMY OBC/TY>XXBAHNIO 1 16. REQUIREMENTS FOR TECHNICAL SUPPORT AND

PEMOHTY MW REPAIR OF MD

MeamnumHCKoe n3fenve He NOANIEXMNT TeXHUYecKoMy obcnykusaHuio U The medical device is not subject to maintenance and repair.
PEMOHTY.

17. YCNNIOBUNA TPAHCITOPTUPOBKWM N XPAHEHUNA 17. CONDITIONS OF TRANSPORTATION AND STORAGE

TpaHcnopTMpoBKa  Habopa  vppurauvoHHbIX — TpyBokK — MOXeT Irrigation Tubing Set for electrophysiology procedures in cardiology is
OCYLLIeCTBNATLCA BCEMW BUAMW TpaHCMopTa B KPbITbIX TpaHCMOPTHbLIX transported by all means of transportation in covered vehicles in
CpeAcTBax, B COOTBETCTBUW C MpaBuiaMu MNepeBO3KM Tpy3oB And accordance with rules for carriage of goods for the specific type of

KOHKPETHOro BMAa TpaHcnopTa. transportation.
Tabnuua 4. Ycnosus TPaHCMOPTUPOBKMU: Table 4. Transportation conditions:
HavnmeHoBaHWe JnanasoH Designation Range
Temnepatypa -40°C po +60°C Temperature -40°C po +60°C
OTHOCUTeNbHasA 15-80%. Relative humidity 15-80%.
B/TXKHOCTb
ATmochepHoe gasneHne 101 klMa Barometric pressure 101 hPa
Tabnuua 5. Ycnosus xpaHeHus: )rage conditions:
HavmeHoBaHMe [mnana3oH Designation Range
Temnepatypa +5  po+40 °C Temperature +5°C po +40 °C

Relative humidity 15 - 80%.

Barometric pressure 101 hPa

y
OTHOCUTENBHAS BNaXXHOCTb 15-80%.
ATMOoc(epHoe aasneHne 101 klMa

tore in I, dry, dark place.
XpaHnTb B MPOX1aAHOM, CyXOM, TEMHOM MeCTe Store in a cool, dry P

18. MNMOPAAOK W YCnoBndA  YTWINSALUMN NI 18. MD DISPOSAL RULES AND CONDITIONS
YHUUTOXEHNA M

18
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Hewncnonb3oBaHHbIE U3AeNNS, KOTOPbIE HE UMEN KOHTaKTa C BHYTPEeHHEN
Cpefioi, OMONOTUYECKUMI  XKMAKOCTAMM U KPOBbHO,  MOANexar
YyTUAM3aLUMM B COOTBETCTBMM C MNpaBUIaMU  0OpallgHMs Kak ¢
6e30NacHbIMM 0TX0A4aMU, MPUHATLIMA B MEANLIMHCKUX YUPEXAEHUAX U
rocyjapcTBeHHbIMU TPeGOBAHMAMM.

cnonb3oBaHHble W3[eNMs, KOTOPble WMMEN KOHTAKT C BHYTPeHHEei

Cpefoi, OMONOTUYECKUMI  XXMAKOCTAMU U KPOBbH,  MOAJEXaT
YyTUAU3aLMN  COrMlacHO C MpaBUnaMi 06palleHMsi Kak C  OMacHbIMM
oTX0faMW,  MPUHATBIMU B MEAULMHCKMX YUPEXAEHUsX "

roeyaapCTBEHHbIMM TPEOOBAHUSIMU.

19. TAPAHTUNA N PEKJTAMALNA

OTKa3s oT rapaHTUi 1 orpaHNYecHMe OTBETCBEHHOCTU

Hukaknux ABHbIX WAX NOApPasyMeBaeMblX rapaHTUi, BK/IOYas 6e3
orpaHu4YeHns 6o noapasymeBaeMOil rapaHTUN  KOMMEPYECKOW
LLEHHOCTW UM NPUTOAHOCTM KOHKPETHOW Lie/In Ha U3genne, ornmcaHHble
3necb. Hu npu kakmx ob6ctoaTenscTBax Bisence Webster Inc. nnn ee
annmMpoBaHHble KOMMAHUW He HeCeT OTBETCTBEHHOCTU 3a /HOble
0cobble, NPUMbIE, CyYaiiHble, KOCBEHHbIE UK Apyrue YObITKW, He SBHO
npeayCcMOTPEHHbIE NMPUMEHVMbIM 3aKOHOAATE/IbCTBOM.

Be3 orpaHuyeHus BbllwensnoXxeHHoro Biosense Webster Inc. nnu ero
annmMpoBaHHble KOMMaHUM He HeeT OTBETCTBEHHOCTM 3a /HOble
cneumanbHble, MPSAMble, CMy4aiHble, HO3CBEHHbIE WNWN ApYrue YObITKN,
BO3HMKalOWMe B pe3y/nbTaTe MOBTOPHOINO MCMO/b30BaHMA /11060ro
npoaykrta (oB), npefHasHa4yeHHOro A14 OAHOKPATHOro MPUMEHeHWS,
MOBTOPHOE  WUCMOMb30BaHME KOTOPOro  3anpelieHo  AeliCTBYHOLLMM
3aKOHOAaTe/Ib,CTBOM.

OnwucaHua 1 cneundukaummn, npeacTaBneHHbIe B NMevaTHbIX MaTepuanax
Biosense Webster, Inc., Bknouad [faHHyt0 nyb6nauMKaumio, HOCAT
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Unused products which had no contact with the internal environment,
biological liquids and blood, are subject to utilization with rules according
to the rules of non-hazardous waste handling in medical institutions and
according to the state requirements.

The used products which had contact with the internal environment,
biological liquids and blood are subject to a utilization according to the
rules of hazardous waste handling in medical institutions and according
to the state requirements.

19. WARRANTY

Disclamer 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 Bisence
Webster, Inc., or its affiliated companies, be liable for any special, direct,
incidental, consequential, or other damages other thaen as than as
expressly provided by applicable law.

Without limiting the foregoing. Biosense Webster, Inc., or its affiliated
companies, shal not be liable for any special, direct. Incidental,
consequential, or other damages, arising out of the reuse of any product
(s) labeled for single use or where reuse is prohibited be applicable law.
Descriptions and specifications appearing in Biosense Webster, Inc.
printed matter,'including this publication, are informational only and
meant solely to generally describe the product(s) at the time of
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NCKNIOYNTENbHO  MH(OPMALMOHHBIN  XapakTtep W npefHasHauYeHbl
NCKNIOYMTENbHO N8 00Lero onucaHus npogykra (0B) BO Bpems
NMPOV3BOACTBA M He MPOU3BOAATCA U He MpefoCTaBNAOTCA B KayecTse
rapaHTMK NpeanucaHHoro NPoaykra (0B) 06bIM CNOCO6OM.

20. HAMMEHOBAHVE W  OPUANYECKUA  AOPEC
NMPON3BOONTEA M n YMNOJIHOMOYEHHOIO
MNPEACTABUTENA MPOUN3BOONTENA B POCCUA

PA3SPABEOTUUK:
«BIOSENSE WEBSTER, INC.»
31 TekHonomxku apaiis VipsuH, Cotont 200, KanudopHus 92618, CLUA

NMPON3BOAONTE/b:
«BIOSENSE WEBSTER, INC.»
31 TekHonomxu apais VpsuH, Cbiont 200, KanudopHus 92618, CLLIA

YMOJIHOMOYEHHOW
NMPON3BOONTENA B POCCUN:
00O «[DKOHCOH & [XOHCOH», 121614, r. MockBsa, yn. Kpblnarckas, [,
17, kopn. 2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878

E-mail: RA-JNJRU-RZN(0)JTS.JNJ.com

NMPEACTABUTEJIb
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manufacture and are not made or given as a warranty of the prescribed
product(s) in any way.

20. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:
«BIOSENSE WEBSTER, INC.»
31 Technology Drive, Suite 200, Irvine, CA 92618, USA.

MANUFACTURER:
«BIOSENSE WEBSTER, INC.»
31 Technology Drive, Suite 200, Irvine, CA 92618, USA.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson EEC,

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

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

E-mail: RA-JNJRU-RZNOITS.JNJ.com
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MepeBoj C aHTNMNCKOTO A3bIKa Ha PYCCKU I A

<Jlorotun: «baitoceHc BebcTep»
"pynna koMnaHuin «XKOHCOH & [PKOHCOH»>

31 TekHonopxu Apaie, Ocpuc 200, MpBuH, KanndopHusa, 92618, CLUA

CTapwuit pyKoBoAUTeNb NpoOrpamMm
perynupoBaHus, oT4e HOPMATUBHO

MHCTPYKLUMN MO NPUMEHEHUIO HA MeAULLMHCKOE n3aenne

Habop nppuraynoHHbix Tpy6okK SmartAblate gnsa anekTpodmnsnonornyecknx npoyeayp B Kapanonorunm

2021 rop,

® baltoceHc BebeTep, UHK. 2022 rog,
CtpaHuua 1mn3 2
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<NoroTun: «baitoceHc BebcTep»
"pynna koMnaHuin «XKOHCOH & [KOHCOH»>

HoTapuyc W 1Hoe A0MKHOCTHOE /L0, O(hOPMAISHOLLIEE AAHHOE M CLMEHHOE YA0CTOBEPEHIE, Y0CTOBEPSET UCKHOUMTENLHO MYHOCTb NNLIA,
MOAMMCABLLENO [AOKYMEHT (K KOTOPOMY MPWNaraeTcsl HacTosLLee YAOCTOBEPEHME), a He BEPHOCTb, TOUHOCTb WM ACTBUTENBHOCTb faHHOMO

[JOKYMEHTA.

LLITaT KanndopHus

Okpyr OprHDK

27 aHBapsi 2022 roga, ko MHe, Puuapgy I. Mepecy, HOTAPUYCY, nnuHo siBunack Huk6axT Maxwumg, KoTopas NoATBepAMIa MHE Ha OCHOBAHWM AOCTAaTOMHbIX AOKa3aTe/bCTB, YTO
VIMEHHO OHa MOANMCana faHHbI JOKYMEHT M UYTO 3TO OblN0 CAEMaHO eto B Npefenax ee NoHOMOYHON KOMMETEHLMM, & TakKe YTO CBOEN MOAMMCHI0 Ha JaHHOM [I0KY
KOMMaHMsl, OT UMEHM KOTOPOI OHa IeCTBYET) OPOPMIAIO HACTOALLINIA AOTAMMEHT.

Byayun ocseOMAEHHbIM 06 YT OJIOBHOW OTBETCTBEHHOCTM 3A MPELOCTABNEHWUE 3ABEAOMO NNOXXHbIX CBEJEHWI B cOOTBETCTBUM C 3aKOHOAATENLCTBOM WTaTa
KanudopHus, 8 NoATBep>KAald TOYHOCT b W BEPHOCT b BbILLENPUBEEHHO MHG OpMaLnK.

CKPEMJIEHO Moeii nognucsio u cny><ebHoii neyaTbio.

Moanmek: <noan1caHo>

<Kpyrnas <LWTtamn; PUYAPA . TIEPEC Pyuapa . Mepe
neyatb: HoTapnyc —KanndgopHns Hotapuyc
Bosbluas neyathb Okpyr OpuHDK
JinuyeHsunsa Ne 2342069
wTaTta -
Cpok geiicTBNA MOei NULEH3NN NCTEKAET
KanunhopHua>

18 xirBapy 2025 roga>

© BaitoceHc Bebetep, VHK. 2022 rog
CtpaHuya2 3 2
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MepeBosl /aHHOIO TEKCTa BbINO/HEH MEepeBOAHMKOM Kpan/nHbiv AeHNCOM ANEKCaHIP. oguen

M

Poccuitickas degepaums
"opog MockBa
BocbMoro eBpans fBe TbiCAUK ABajLaTb BTOPOro roga

- :
A, I_|IOOKOL“e"”(OBalE”eJJ"’1 areH] :apnyc ropoga MOCKBbI, CBUAETENLCTBYHO MOAMHHOCTL
noanuncu nepesoay: [excaHapoBUya.

Moanwuck caenalu

JlnyHocTb nogncasr

3apernctp”oBaH"" 12022

YnnayeHo 3a co 0 fiericteums: 400 py6. 00 Kon

E.E. lNpokoLueHKoBa

[MpoLuHypoBaHo [eHo neyatblo X,Z- UCT(-a,-0B)

E.E. NpokolueHkoBa
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