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HACTPYKUHA NO NpHMEHSARI0 Instruction for use
Jsynanpasiaennstii naTpoabiocep CARTO VIZIGO anx obecnestiennn | The CARTO VIZIGO Bi-Directional Guiding Sheath for provide access and
AOCTYNA B MaHHGyASnHi B cepaue manipulation to the heart
(ang mpumenenns B Poccutickoit Geacpauu) (for use in the Russian Federation)

1. HAUMEHOBAHHE MEJUIMUHCKOIo H3AEJINA, | 1. MEDICAL DEVICE NAME, DESCRIPTION
OIIKCAHHUE The CARTO VIZIGO Bi-Directional Guiding Sheath for provide access
Jipyranpasnenusii  gutpoabiocep CARTO VIZIGO ana obecneuenun | and manipulation to the heart:
AOCTYNA U MaHKNYAALMi B cepaue: Variations:
BapuaHTbl HCNONHEHHA: 1. Bi-Directional Guiding Sheath - SMALL

1. JsyranpasneHnstit uuTpoasiocep SMALL B coctase: - Bi-directional guiding sheath, deflection curve span — small (1.7 cm) - 1
- IsyHanpaBnenHsit HHTpoAblocep, THN KpuBM3HE — Manas (1.7 cM) — 1 [ pe;
wT.; - Dilator - 1 pc.;
- Pacuumpurens — | wr.; - Guidewire — 1 pc.;
- NMposoanuk — 1 wr.; - Instructions for Use — 1 pc..
- HucTpykums no npumereruio — 1 wrr.. 2. Bi-Directional Guiding Sheath - MEDIUM
2. ipyuanpasnentunii untpoasiocep MEDIUM e cocrase: - Bi-directional guiding sheath, deflection curve span — Medium (2,2 cm) -
- IiByHanpaseHHpI# WHTPOABIOCED, THIT KPHBM3HBI ~ cpeaman (2.2 eM) — 1 | | pe.;
wr., - Dilator - 1 pc.;
- Paciaupurens — 1 wr.; - Guidewire - 1 pc.;
- [poeoaunk — 1 wr.; - Instructions for Use — 1 pc..
'3 “ﬁ*c;ﬁz:p“::n';ﬁ :g;“::f;‘:::;lp"&ll GE » cocrase 3. Bi-Directional Guiding Sheath — LARGE

.. - AP s g .
. T\ByHaNpaBeHHEIH HHTPOAMIOCED, THN KPHBH3HM — Gobias (5,0 cm) — 1 | - B'l-dlrectlonal guiding sheath, deflection curve span — Large (5,0 cm) - 1
INT.; pe.;
- Pacuumpurens — 1 wr.; - Dilator — 1 pc.;
- Tlporoanux — 1 wr.; ; -Guldew.lre— I pe:;
‘M - exenmo — 1 urr - Instructions for Use - 1 pc..

HCTPYKIIAA IO IipyM ’ Further in the text the following names of the medical device and its

Jlanee 10 TEKCTY MOTYT MCMONbL3OBATHCH ;ncmomuc HaWMCHOBAHHS comporients can be yacd:
MEIMIAHCKOND M3AANA K €0 COCTABIIN. HasxeH: the CARTO VIZIGO Bi-Directional Guiding Sheath for provide access
asyuanpanneassill wirpoltiocep CARTO VIZIGO ana oGecneseliu® | oy manipulation to the heart: guidewire (sheath), device, VIZIGO
DOCTYNA W MaHEUYXSUME B cepaue: MPOBOAHMK (MHTPOABIOCED), | 4 o VIZIGO Stecrable Sheath, CARTO VIZIGO;
ycTpoiicTo, HuTpoastocep VIZIGO. ynpasnaemuiii matpoasiocep VIZIGO,
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CARTO VIZIGO; dilator: dilator:

PACIIMPHTENb: JUNATATOP; guidewire: stylet, guidewire, dilator sheath;

NPOBOAHMK: CTHNET, TOHKHIi NPOBOJAHHK, NPOBOAHHKOBLIA AUNATATOP; stopcock with Luoer fitting: three-way stopcock stopcock, three-way;
Kaanan ¢ zamxom THma "Jloop": Tpexxomosoit 3anopHH KoHHeEKTOP, | three-way stopcock;

3aMOPHbIt KOHHEKTOP, TPEXXOAOBOH 3AMOPHMIA KIANAH; sideport: sideport;

Soxopoe yeTpoiicreo BBoAa: Goxosoil nopr; hemastasis valve: hemostasis valve;

KPOBeOCTAHABNMBAIOMEY  KJMANAN: KNanaH KOHTPONS  remocrasa, [ radio-Opaque marker band: platinum / iridium marker band; radiopaque
remMoCTaTHYECKU# KnanaH; marker;

PeHTTeHOKORTPACTHAS MapxepHas nojoca: nonoca | catheter hub: standard taper with luer connection.
NJIATHHOBOTO/HPHAHEBOTO MApKEPa; PEHTICHOKOHTPACTHAA METKaA;

coefeHNTEeNLHAN BTY/IKA: CTAHAAPTHI KOHYC ¢ pe3nboit Jliospa. The names of medical devices can be mentioned in the text in abbreviated

HaumeHOBAHHS MEAMUMHCKHX w3enuii MoryT 6mTs ynomaHyTl B Tekcre B | form for the convenience of perceiving information.
cokpatleHHoH gopme Ana yaoOeTBa BoCNpUATHR HHPOpMALIHA.
pa bop Y P op ¢ STERILE. Sterilized with ethylene oxide gas.

« CTEPIUILHO. CTepnin3oBaH0 3THACHOKCHAOM. * For single use only.
¢ ToabKo AR OTHOPAIOBOre HCMOAbLIOBAHNUA. * Do not use if the paclmge is open or damaged.
» Hcnoan3oBamme 38OPEIICHO, €CIM  YNAKOBKA BCKPHITA WM
noBpexaena.
DEVICE DESCRIPTION
ONUCAHHE H3IETHS The Biosense Webster CARTO VIZIGO 8.5F Bi-Directional Guiding

JiBynanpasnennmi mirpoasiocep CARTO VIZIGO xomnammu Biosense Shegth is designed to provide access'ibilty and_ maneuverabil'ity in the
Webster pazpaGorau ans ofecnedeHus A0CTYNa ¥ MaHKNyAdLuH B cepaue. cardiac anatomy. The stecrable sheath is fitted with a hemostasis valve to
Vipasnsemuiii HHTPOABIOCEP ¥ FeMOCTATHYECKHil Knana MMeioT cxoxue | Minimize blood loss during catheter introduction and/or exchange. A
pasMepst B OKDYXHOCTH, YTO MHHHMH3NDYET NMOTEPIO KpOEH BO BpeMS sudepor? \&fl(h t!’lrce-way stopoock is pﬂ)\"lded for air or blood aspiration,
3aBe/ICHNS KaTeTepa W (MIW) ero 3ameHsl. OCHalleH GOXOBHM TIOPTOM ¢ and fluid n'lfusnon. A handle equipped wn}h a rotating collar to deflect the
TPEXXOROBKIM 3aTNOPHEIM KATIAHOM /IS ACTIMPALMM KPOBM M BO3NYXa, a tip clock\u.rlse < 180° and comtgr_clockw:ge 3 180°. The §te;rable :shefath
TaKoKe BAMBAHHA XHAKOCTH. PyKoATKa CHAGXKEHA BPAIMAIOLUIMMCA KOSBLIOM features Ehstal vent holes to facilitate aspiration a.nd minimize cavitation
A M3MEHEHWHS HANPABNCHMA KOWSHKA N0 uacosoli ctpenke < 180° u | and a radiopaque tip marker to allow fluoroscopic visualization. .
NpoTHB uacoodl crpenku < 180°. Ynpaensemuiii MHTPOABIOCED HMeeT The shgath has electrodes on tht_s outer sul:faocf to allow interface with
AMCTANLHHE APEHAKHBE OTBEPCTHA, CMOCOGCTBYIOMME ACMAPAUMM M compatible CARTO 3 Electrophysiology Navigation Systems.
MHHUMH3MPYIOmHE OOpasoBaHue KaBEpH, @ TAKKE HA KOHUHKE OCHAUIEH
PEHTIEHOKOHTPACTHOH MeTKOH anA ofecreweHUR PEHTreHOCKONWYeCKod
BHIYANH3ALHH.

Ha BHElHEH ROBEPXHOCTH HWHTPOABIOCEPE HMEIOTCA 3NCKTPOAB IR
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OCYUIECTBIEHUS B3aMMOCBA3H C CHCTeMO#  anekTpodH3nOnorudeckoi
Hasurauuontoit CARTO 3.

Hodezomoexa x ucnoab3osaniio

UuTpoabiocephl  NPEAOCTABAAIOTCA CTEPHABHEIMH ¥ HE  moAnexar
NOBTOPHOR cTepunmu3auuy. OHW nNpeaHa3HAYEHBI TONBLKO A4 OAHONO
NAUHEHTA ¥ OAHOPA30BONO HCNONG30BANMA.

Texnuxa / Memoo ycmanosxu

YpecKOXHBIH TPAHCBACKY/APHEIH NOCTYN MHTPOALIOCEPA K  UCACBBIM
BHYTPHCEPACUHBIM CTPYKTYpPaM.

Tpumenenue 6 coomeememenu ¢ HazHayenuem

» Habop 13 uHTpOabIOCEpa / PACHIMPHTENA NPOABHIACTCA TIO APOBONOMHOMY
APOBOJAHHKY B BEPXHIOIO NONYIO BEHY.

« [TpoBOAHMK YAAMAETCA, W TPAHCCENTaNbHAs MIJIa BBOAMTCA B y3sen
UHTPOAbIOCEpa / pacluBpUTENs.

+ HaGop u3 HHTPOAbIOCcEpa / pacilMPHTENS 38UCNNACT OBANLHYIO AMKY.
» TpaHccenTanbHag HIAA NMPOKANBIBAECT OBAAbHYIO AMKY.

«HaGop n3 HMHTpoablocepa / pacUIMpHUTENS NPOABHraeTcs
TpaHCCENTanbHON HINoH.

* UnTpoabiocep NPOABHTacTCA tHepe3 (PHKCHPOBARHBIA paciu¥pHTeNnh B
REBOE NpeEACEpAnE.

¢ PacligpuTens H TPaHCCENTANLHAS HINA YAMNAIOTCA M3 HHTPORBIOCEPa, H
BBOAUTCS KaTeTep.

» UHTpOabIOCEp MOXHO HCHONB30BaTh, HYTOOH HOMOYL  PACNONOXKHUTH
KATETEP B HKEAACMOM MECTE.

» KaGens BH3yanu3aunu MOXHO NOAKMIOYHTD K cHcTeMe
anekTpoduanonorudeckoii Hasurauponnot CARTO 3 ana susyanusawmun
u3rnba HHTpoAsiocepa B MOOOH MOMEHT BO BpEMA NPOLIEAYPHI.

Hpunyun deticmeus

BuyTpucepacuHblii NpeacepAHbIA M KEMyAOMKOBWH (MpaBuil M NeB)
JOCTYN.

Hurpoastocep VIZIGO paspaGoran ana ofnerveHna BBEACHHS Pa3iHyHBIX
CEPAEYHO-COCYUCTLIX KATETEpOB B CEPALC, BKMOYAA TPAHCCENTANLHLIA
[OCTYNl K NEBHIM OTACHAM CEPAUA. JTH OAHOPA3ZOBHE HMHTPOALIOCEPH!,
APEAHAZHAYCHHBIE JUIS  ORHOrO  MALHEHTA, YCTaHABIMBAIOTCH uepes

Han,

Preparation for Use

Sheaths are provided sterile and should not be re-sterilized. They are for
single-patient, single-use only.

Technique / Deployment Method

Percutaneous transvascular access of the guiding sheath to the targeted
intracardiac structures.

Application Consistent with Intended Use

» The sheath/dilator assembly is advanced over the guidewire into the
superior vena cava,

+» The guidewite is removed and the transseptal needle is advanced into the
sheath/dilator assembly.

» The sheath/dilator assembly engages the fossa ovalis.

* The transseptal needle punctures the fossa ovalis.

» The sheath/dilator assembly is advanced over the transseptal needle.

» The sheath is advanced over the fixed dilator into the left atrium.

» The dilator and transseptal needle are removed from the sheath and the
catheter is inserted.

» The sheath can be used to help position the catheter to the desired
location.

« The visualization cable can be connected to the CARTO 3
Electrophysiology Navigation to visualize the sheath curve anytime during
the procedure.

Mode of Action

Intracardiac atrial and ventricular (right and left) access.

The VIZIGO Guiding Sheath is designed to facilitate the introduction of
various cardiovascular catheters into the heart, including transseptal access
to the left heart. These single-use, single-patient sheaths are deployed via
percutaneous transvascular access to reach the desired intracardiac
structures. Four platinum/iridium electrodes, embedded on the outer surface
of the sheath, allow an interface with compatible CARTO 3
Electrophysiology Navigation for sheath visualization.
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UPECKOXKHOIA TPAHCBACKYNAPHEIA JAOCTYN ANS JAOCTIDKEHWS JKENaeMbiX
BHYTPHCEPACYHBIX CTPYKTYP. UeThipe NNATHHOBLIX/HPHANEBHIX 3NEKTPOAA,
BCTPOCHHBIE Ha BHCILHIOIO MOBEPXHOCTE MHTpOAbIOCEPA. 00ecneuHBaOT
untepdeiic ¢ coBmecTHMmoOlf  cHCTEMOH  INEKTpOdHIHONOrHUECKOH
HasuraupoHHo#t CARTO 3 ans BH3yan#sallii HHTPOALIOCEPA.

2. HASHAYEHHE MEAHIHHCKOr O H3IETHA 2. INTENDED USE

TlpeanasHaueHo ANA BECHACHWA B CEpALE PasiMYHBIX KaTeTepos, BKMO4aA | is intended for introducing various cardiovascular catheters into the heart,
AOCTYN B ACBbiE KAMEPH CEPALA HEPES MEXNPEACEPAHYIO NEPETOPOAKY. including the left side of the heart through the interatrial septum.

3. IOKA3ZAHHMS H APOTHBOIIOKA3ZAHHUA K NPUMEHEHHIO | 3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
MH H BO3ZMOXXHBIE IOBOYHBIE 3®PEKTHI AND POSSIBLE ADVERSE EFFECTS

3.1. Iloxazanun 3.1. Indications

Jeynanpaenekustii untpoasiocep CARTO VIZIGO xomnanun Biosense | The Biosense Webster CARTO VIZIGO Bi-Directional Guiding Sheath is
Webster npenuashadeH ANA BBSACHHS B CEPAUE Pa3fMYHBIX KaTeTepos, | indicated for introducing various cardiovascular catheters into the heart.
BKAIOYas JOCTYN B8 JieBbie KaMepH cepua uepes Mexnpeacepanyto | including the left side of the heart through the interatrial septum.

neperopoaky.
PerppolRy The sheath curve can be visualized when used with compatible CARTO 3
Maru6i1 NpoBOAHMKE MOXHO BH3YATHIDOBATE, cciii u3aciie npumenserca | Electrophysiology Navigation Systems.

¢ cucTEMO# anexTpodnsuonoruyeckoit vasuraunHonHoi CARTO 3.

3.2. [IpoTRBONOKA3AHNR 3.2. Contraindications

3anpeiaerca HCNONL20BaTL AAHHOE YCTPOACTBO, €C/IH MMEIOTCA: * Do not use this device when there are:

» BHyTpUnpeacepAHas CenTaAbHaA 3annara. » Previous intra-atrial septal patch.

¢ H3pecTHas uin npeAnonaracMas MUKCOMA Npeacepans. * Known or suspected atrial myxoma.

o WHgapkT MHOKap/ia, NPOM30INEAIUHIA B TEYEHHE TIOCIEAHUX ABYX Heaens. | « Myocardial Infarctions within the last two weeks.

¢ HecTaGunbHas CTEHOKapAWA. « Unstable angina.

o HepasHO NpOM3OLICALINA HHCYABT. ¢ Recent Cerebral Vascular Accident (CVA).

» TlaunenTsl, He NEPEHOCAUIHE AHTHKOATY IALHOHHYIO TEPANHUIO. « Patients who do not tolerate anticoagulation therapy.
¢ JTanuenTs ¢ aKTHBHOH uHpeKUHel. o Patients with an active infection.

e TpucyTcTBHE aTPHANBHONO TpoMOa. ¢ Presence of atrial thrombus.

» Mcnons3oeaHue B YCROBHAX HANHYHA CHCTEMB Stereotaxis wan MarHuToB |  Environments with Stereotaxis Systems or Niobe magnets.
Niobe.
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3.3. [loGounnie ppexTnl

Bo Bpemsi NPHMEHEHHA AAHHOTO H3AENHA MOTYT NPOH3OHTH CaeayloLHe
HeXenareNbHble PeaKiuu:

3.3. Adverse effects

The following adverse reactions may occur during the use of this device:
e Air embolism

e Infection
¢ BO3AYHIHAA SMOouA; e Intimal tear
o pHpUUHPOBAHHE; * Hematoma
® pa3pbLiB HHTHMBI; e Perforation
® reMaToMa; ¢ Thrombus formation
* nepdopanus; * Bleeding
¢ o6pazosanue Tpomba,
KPOBOTEYCHHE.
4. CNnocos NNPHMEHEHHA H YKA3ZAHHA MO | 4. METHOD OF APPLICATION AND DIRECTIONS FOR USE
HCNOJbL30BAHHIO 4.1. Directions for use

4.1. YKa3zaHuA N0 HCNOAbL30BAHAKI0

BuuMaTennHo npounraire HHCTPYKUMIO NO NPHMEHEHWIO JaHHOIO
YCTPOICTBA, 3TO NIOMOXKET YMEHLLIHTE MOTEHLHANBHBE PHCKH, CBA3AHHEIC C
ypecneperopoaHo#t Meroaukoli NPoseNCHHA MPOLCAYPHl. KaK, Hanpumep,
BO3AYLIHAR 3MOONHE MK nepopalHa aOPTH MAM NEBOro npeacepaus. Jns
TPAHCCENTANBHOTO NPUMEHEHHS RAHHOE M3ACIHE MOTYT HCMONL30BAThH
TOALKO BPAYM, CNELHANLHO COYHEHHBIC NPOBEACHHIO TPAHCCENTANLHAIX
npoueayp.

e JIns NOATBEPKACHHA MONOKEHHA YCTPORACTBA BO BpeMd NPOUCAYPHI
CNEAYET MWCNOJIL3OBATh PEHTTCHOCKOMMIO W (MAM) HMHTPAKApPAHANLHMLINA
yAbTpasByK. TpaHCCENTAALHBIE NPOLCAYPH CAEAYET BHIMOAHATH TONLKO B
YMPEAKACHUAX, OCHAUICHHHX COOTBETCTBYIOUIKM  oOopyaosaHWeM M
HMEIOWMX NEPCOHan COOTBETCTBYIOWEH KBannduxauun. Iloaaepxusaiite
HaGmoaeHHE 32 MOKA3ATEAAMH KHIHECHHO BOKHBIX QYHKIMIA.

* [Tepen ucnonb30BAHHEM OCMOTPHTE BCC KOMNOHEHTLL.

* [IpUMEHATL TONLKO C COBMECTMMON TpanccenTanbHod Mrnoil. Cnmcox
COBMECTHMBIX TPAHCCENTAABHBIX WIJI MOXHO MNONY4HTH, OOpaTHUBIIHCL B
cnyx6y NOANEPKKH KINHEHTOB MW K MPEACTaBHTENO Komnanun Biosense
Webster.

* BolHbTe WHTPOABIOCEP M3 YNAKOBKH, HCNOAB3YR CTAHAAPTHLIC METOALI

Carefully reading the Instructions before use of this device will help to
reduce the potential dangers associated with the transseptal technique such
as air emboli or perforation of the aorta or left atrium. Only those
physicians who are specially trained in transseptal procedures should use
this device for transseptal use.

+ Fluoroscopy and/or intracardiac ultrasound should be used to confirm
positioning throughout the procedure.

+ Transseptal procedures should be performed only in facilities
appropriately equipped and staffed to perform such procedures. Maintain
monitoring of vital signs throughout the procedure.

* Inspect all components before use.

+ Use only with compatible transseptal needle. For a list of compatible
transspetal needles, contact your

*Customer Support or Biosense Webster representative.

» Using standard aseptic technique, remove the sheath from the package.
Visually verify that the sheath is not damaged. Place the sheath in a sterife
work area.

* Prior to inserting the device into the patient, pre-assemble sheath,and
dilator and stylet on the table. Advance the needle through the dilator and
check for excessive resistance as the tip of the needle advances through the
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acenTkd. OCMOTpeB HHTpoAbiocep, ybeaurech, YTO OH HC MOBPEXIEH.
TMomecTHTe NPOBORHHK B CTEPHILHYIO 30HY pabouero NpoCTpaHCTaA.

» [lepen BBegcHMEM YCTPOHCTBA B COCYAHCTYKO CHCTEMY INAlUHCHTa
HeoDXOMMMO MpPERBAPHTENLHO Ha CTode CODpaTh  MNTPOABIOCED,
pacuipuTens ¥ ctuaer. [poBenute HEAY CKBO3L AMnaTaTop U ySeaurecs B
OTCYTCTBHH YPEIMEPHOTO CONPOTHBREHHA TNPH NPOBEACKUH UIALI CKBO3b
H3rKHGLI HHTPOALIOCEPA K annaTaTopa B cbope.

» Tlepen eBeACHMEM UWHTPOABICEPA B COCYA NALMEHTA NPOMONTE
MHTPOABIOCEP M JMNATATOP TeNAPNHU3HPOBAHHLIM  QUIHONOrHYECKHM
pacTBOpOM, 4TOOR YAanuTb BCe MY3bIpbkH  BoaAyxa W mobwie
NOTCHIHANbHME YacTHlpl. Tlocae Toro, KaKk MHTPOABIOCEP AOCTHI JIEBOTQ
NpeacepAMs NAlUHEHTA, JUIA  MHHUMHM3AUMH  DHCKA  BOSHWKHOBEHHS
BO3AYIIHON amGonuu noaaepxneaitte MOCTORHHYIO nopavy
renapUHH3HPOBAHHOTO GPHU3HONOIHUECKOrO PACTBOPA HA HHTPOABIOCEP.

» MoazepxHBaIiTE NOCTOAHHOE NPOMLIBAHHE (FH3HONOrHYECKHM PaCTROPOM.
» TMopcoeaunurte uHTPOAbIOCEp X HaBuraumounoit cucreme CARTO
COOTBETCTBYIOLMMH uHTepdeiichbiMH  kabenaMu. Hcnonesyiite Tonbko
nurepdeiichnie kabenu Biosense Webster.

« Bo BpeMa BBeACHHA ucpe3 TOHKHA MPOBOJHHUK IPHMHTE MEPHI
NPEAOCTOPOKHOCTH, 4TOOB HE CO3AaTh UPE3MEpHBE H3TMOBI JAHHOrO
YCTPOHCTBA. 3TO MOXET BHI3IBAThH 3ATPYAHEHHE MPOABUXCHHA HINLI H CTAThH
NPUYHHOR HENPEARAMEPSHHONO NMPOKONa NrAoH AUNATaTOpPa/HHTPOABIOCEPA
B cOope.

» Bo BpeMa BBORA AAA OONErHEHHA NPOXOAA MLl CKBO3b NPOBOAHHKOBLIA
Jaunaratop B cGope Bceraa ucnoabayiite CTuner.

» Kak TONbKO HHTPOABIOCED BBEACH B COCYAMCTYIO CHUCTEMY, a AHNATATOP
M3BNCYCH, MNEPEN WPOMBIBAHHEM HAH BNUBAHHEM NpUCTynalite K
BHIMOJHEHHIO ACMHPALMH W BHITONHANTE ee [0 TEX NMOP, ROKA HE NOCTHIHYT
cTabuNbHLIA KPOBOTOK.

» BausanKe Bcex KUAKOCTEH AOIKHO NPOUIBOAHTECA Yepes Goxosol nopr.
» Kak TO/bKO MHTPOABIOCEP BBEACH B ManMeHTa, 06eCneybTe HENPEpLIBHOES
NPOMBIBAHHE reNapHHHU3HPOBAHHLIM QPHIHNONOTHYECKHM PACTBOPOM C LICAbIO
MHHMMM3IHPOBATE PHCK BO3AYIHOH 3MBonnn.

« BoiHHMAITE HAN BBOAHTE AXIATATOP WAH ADYTHE YCTPOHCTBA MEAICHHO.

curvature of the sheath/dilator assembly.

+ Before inserting the sheath into the patient, flush the sheath and dilator
with heparinized normal saline to remove air bubbles and any potential
particulate. After the sheath is in the left atrium of the patient, maintain a
constant flow of heparinized normal saline to the sheath to minimize the
risk of air emboli.

» Flush and maintain continuous saline.

= Connect the sheath to the CARTO navigation system with the appropriate
interface cables. Use only Biosense Webster interface cables.

» During insertion over the guidewire, use caution not to create excessive
bends in this device. This may inhibit advancement of the needle and may
result in inadvertent needle puncture of the dilator/sheath assembly.

« During insertion, always use the stylet to facilitate needle passage through
the dilator sheath assembly.

» Once the sheath is inserted into the vasculature and the dilator is removed,
aspirate until steady blood return is achieved prior to flushing or infusion.

+ All fluid infusion should be through the sideport.

* In order to minimize the risk of air embolism provide a continuous
infusion of heparinized saline solution once the sheath is inserted into the
patient.

» Slowly remove or insert the dilator or other devices.

» Following completion of the procedure, proper precautions should be
taken prior to and during removal of the sheath, including but not limited to
careful monitoring of clotting time and baseline vital signs. Apply clinical
guidelines to minimize the risk of bleeding from the puncture site following
removal of the sheath.
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» Mo 3aBepuwIeHHy MPOLEAYPH ClICAYET NPEANPHHATH HAANCKAMHE MEPhI
NPEAOCTOPONHOCTM A0 M BO BPEMA H3BACYCHHA HHTPOALIOCEPA, BKMNOMA
TIMATENBHOE OTCAECKHBAHHE BPEMEHH KOAryJAUMM M KHIHCHHO BANKHLIX
noxazarencii. NpuMensiiTe KIHHWYECKHE PEKOMECHIALWH ANA MHHHMHK3AUHK
PHCKA KPOBOTEUEHHA H3 MECTa BBECACHHA MOCAE H3BNEUEHUA HHTPOABIOCEPA.
4.2. Cnocol npuMeneHns

TMpeanonaraeMoe WCNONL3OBAHME NPH TPAHCCENTARBHHIX MpPOUERYPax:
TMepen HCNOALIOBAHHEM H3BJICKHTE BCC KOMMOHEHTHLI M3 YNAKOBKH M
OCMOTPHUTE HX

1. Tepea HCNONB3IOBAHHUEM MPOMOATE BCE KOMTIOHEHTEL.

2. Moarotosste W cobepute 06OpYAOBaAHHE, YOCAHBIUIHCH B COBMECTHMOCTH
BCEX YCTPOHRCTB.

3. Ilpx nOMOIIH COOTBETCTBYIOMHX KaGeneil MOAKAIOYHTE NPOBOAHWK K
CHCTEME HaBMraupoHHoil anextpoduanonornyeckoi CARTO 3.

4. BeeauTe TOHKKHA NPOBOAHHK.

5. TlpoaeuraiiTe WHTpOALIOCEP W AMNATaTOp B cGOpe CKBO3L TOHKHHA
NPOBOAHMK B BEPXHIOIO TIONYI0 BEHY M OTBEAMTe Hazan B mpasoe
npeacepaue.

6. MeanenHo npopswraiite yctpoiicTbo 8 cOope BAONL cenTansHON CTEHKN,
4100 BBECTH €10 B OBANLHYIO AMKY.

7. U3BAEKHTE TOHKHI! NPOBOAHHK H BCTABLTE TPAHCCENTANLHYIO MCAY, KaK
yKa3aHO BHILIC,

8. Ilpu nomowmx TpaHccenTANbHOH UK NYHKTUPYATE OBANBHYIO AMKY.

9. TllpoasuHeTe wuHTpoAblocep ¥ Aunatatop & cbope CkBo3b
TPAHCCENTANLHYIO HITTY.
10. TlpoaeuHbTe MHTPOABIOCEP B  /ICBOE  Npeacepaue  uepes

3ahUKCHPOBAHHBIN AUNATATOP

11. Hapnexure U3 HHTPOABIOCEPA ANIATATOP K UIIY.

12. Beeaute kaTeTep ¢ HABUTALHOHHBIM JaTYHKOM, YTOGE €O3AaTh B KAMEpe
BH3YAJIH3AHHOHHYIO MaTpHILY CHCTEMB HaBUTAUMOHHOHA
anexrpodusuonornyckoit. CARTO 3 (kax  sapuant, OnicTpylo
AHATOMMYECKYIO  KapTy), 95T0 MO3BOAMT  BH3YANH3HPOBaTH  H3ruWb
HHTpOALIOCEpA. CM. pYKOBOACTBO NONLIOBATENA  HABHraUMOHHOH
anekTpodusuonornueckoi cicremul CARTO 3.

4.2. Method of application

Suggested Use for Transseptal Procedures: Remove from packagiag
and inspect all compoments before use

1. Flush all components before use.

2. Prepare and assemble equipment and ensure compatibility of all devices.
3. Connect the sheath to the CARTO 3 Electrophysiology Navigational
system using appropriate cables.

4, Insert guidewire.

5. Advance sheath/dilator assembly over the guidewire into superior vena
cava and pull back into the right atrium.

6. Drag assembly along septal wall to engage fossa ovalis.

7. Remove guidewire and insert transseptal needle as indicated above.

8. Puncture the fossa ovalis with the transeptal needle.

9. Advance sheath/dilator assembly over transeptal needle.

10. Advance sheath over fixed dilator into left atrium

11. Remove the dilator and needle from the sheath.

12. Insert a sensor-based catheter to create a CARTO 3 Electrophysiology
Navigational system visualization matrix (fast anatomical map optional} in
the chamber; this will allow for visualization of the sheath curve. Refer to
the CARTO 3 Electrophysiology Navigational system user guide.

NOTE: Typical variations may occur within these steps, depending on
available capabilities and operator preference.
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NIPHMEYAHHE. Bo BpemMf BLINOAHCHHS THX 3TANOB BOIMOKHLI
paznAnvHbie BAPHAKTH WPOTEKAHHN NPOUCAYPH! B 3aBHCHMOCTH OT
ROCTYMHBLIX  BO3MOXKHOCTERR ©  npeancITensit  onepmEpyomero

nepconana.

8. MOTEHIIHAJBHBIE HIOTPEBHTEIM 5. POTENTIAL USERS

Mafenue MOTYyT HCNONLIOBATL TOMBKO Bpauw, cneunansuo obyuenubie | Only those physicians who are specially trained in transseptal procedures

NPOBEACHHIO TPAHCCENTANBHEIX MPOLEAYD. should use this device for transseptal use.

6. YCJIOBUSA IPHMEHEHHA / JKCIUITYATAILIHH 6. OPERATION/APPLICATION CONDITIONS

Ycnosus npumernenun Application conditions
Temnepatrypa or + 32°C a0 +42°C Temperature from + 32°C to + 42°C
BaaxHocTh 80-100% Humidity rate 80%-100%
ATtmochepHoe napneHue Ot 700 rlla a0 1060 rila Atmospheric pressure from 700 hPa to 1060 hPa

TNpumMenaloTca  TOABKG B YCnoBuAX  JeweOumix u  neveGHo-

NPOPUNAKTHYECKHX MEABLIMHCKHX YUpeXACHNi, It is used only in medical and preventive health care institutions.

7. BHEIIHHHA BM], POTOTPAOHUA WM U3OBPAXXEHHE 7. APPEARANCE, PHOTO OR IMAGE

Jsyuanpaniennsiit untpoasiocep CARTO VIZIGO nas obecnevwenus gocryna u mannnyasiunfi 8 cepane / The CARTO VIZIGO Bi-Directional
Guiding Sheath for provide access and manipulation to the heart:

Riosenss Webstier, Inc. 2022
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- liposoaunk / Guidewire;
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8. OIIHCAHHE OCHOBHBHX ®YHKIITHOHAJIBHBIX SJEMEHTOB MH | 8. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD

O6mee onucanue HYRKUUOHATERIX IRENEHMOE General description of functional elements

P 1. H3oGpaxeHue asyHanpasneHHoro nurpoasiocepa CARTO
HEYHOK A GO pa Figure 1. Image of CARTO VIZIGO Bi-Directional Guiding Sheath

OdexTHBHAY ATHEA NByHANDARICHHOrO MHTpombiocepa CARTO VIZIGO The usable length of the CARTO VIZIGO Bi-Directional Guiding Sheath is 71 cm
cocrasnger 71 cM (710 MM), 4TO JOCTATONHO AJA TOrO, 4TOGH KATETepH NS (710 mm), which is long enough to enable mapping and ablation catheters to reach
kaprorpadun u aGnAuMM MOrAR  JIOCTHraTh CIEAYIOUHX AHATOMHYECKHX the following anatomical locations: all pulmonary vein ostia, left atrial floor. left
DONOMKENNil: BOE YCTEA NIETOMHOM BEHb), AHO JIEBOTO NMPEACEPANA, BEPXHAS YaCTb atrial roof, left atrial septum, left atrial posterior wall, across the mitral and
JICBOrO NPEACEPIA, NEBas MpEACepANaR NEPEropoaKa, AMMAA CTEHKA NEBOro tricuspid valves. The 8.5F outer lumen also accommodates passage of a variety of
NpeACepAHA, Yepes MUTPaNbHbli # TPHKYCINARNLHEIN Knanany. Buewmnuit npocser catheters.

8.5F Taioke obecneuusaeT NPOXOKACHHE PA3IHYHBIX KATCTEPOB. A sid with three-way k is provided for air or blood aspiration as well

J1na acuMpaiiy BO3AYXa WIH KPOBH IpeaycMoTpeHo Gokopoe ycTpolicrso BBoga ¢ | 85 fluid infusion and pressure monitoring. As shown in Figure 1, the stopcock
TPEXXOOBbIM 3ANOPHBIM KOHHEKTOPOM (K1aNaH ¢ 3aMKOM THNa "J1i02p™), a Tawke connector is located on the bottom of the devtoe The proximal .eud of the
AN MHQYIHH KMAKOCTH W KOHTPONA Hasnenms. Kak nokasamo Ha pucysse 1, steerable sheath has a hemostasis valve to minimize blood loss during catheter
3anopHelil KOHHexTOp (KnanaH ¢ 3amMkoM Tuna "Jhiosp™) pacnonoxed Ha HHXKHEH introduction and/or exchange.

4acTH yctpofictea. [IpoXCHMAansHIA KOHEI{ YNIPABAACMOO HHTPOALIOCEPA UMEET |y . CARTO VIZIGO 8.5F Bi-Directional Guiding Sheath is equipped with an
Knanmay KOHTPONS remocrasa / KpOBCOCTAHABAUBAIOWKA KnamaH (remMo A
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MHHUMH33UHH KPOBONOTEPK NPH BBEACHUH W/HIH 3aMEHE KaTeTepa.

Haynanpasnenusiii  untpoasiocep CARTO VIZIGO ocHalieH BCTPOCHHBM
PYNIEBBIM MEXAHN3MOM, O0CCTCUHBAIOIIUM JBYHaNpasneHHoe oTknoxenue. Ilpy
MAHHITYIUPOBAHMK pykoaTkol (cM. Puc. 1) spamalotngsca pyuka Gyzaer OTKNOHRTE
JHCTANBLHBA KOHYHK no yacosol ctpenke go 180 ° n npotus yacopoli cTpenaxu
Takxe g0 180 °. JleynanpasneHHoe oTxnonenue 180 ° / 180 © nossonser Bpauy
ROCTHYL OTKnoHeHua 180 ° B nobom nanpasneHHu uwtTpoasiocepa. pyrumu
CNoBaMH, Bpay MOXKET JOCTHYL ORMHAKOBONO OTKIOHEHHA, HE3ABUCHMO OT €ro
HanpapAeHuA.

Jsynanpaeaeuusiit mutpoasiocep CARTO VIZIGO umeer (4) anexktpona Ha
BHewHel NOBepXHOCTH, KOTOpbEe BIAHMOACHCTBYIOT C COBMECTMMON cucTemoil
naBHrannonnolik CARTO 3, 410 RO3BOAAET OCYLICCTRIATE BUIYANHIALMID
HHTpOAbIOCEpa HA OCHOBE HMMneAaHca ©Oe3  HCMoAL30BaHun  OOBIMHLIX
HHCTPYMEHTOB, TAKHX KAK PEHTTEHOCKOMHA KIH yAbTpaseyk. Heckonexo xaretepos
OT xOMnaHnH «Biosense Webster» B HacToaLiee BpEMA HCTIONBIYIOT OAHY H TY XKe
rexHonormo CARTO. B 3aBicuMOCTH OT NpeANOYTeRRH Bpada, AByHanpasneHHbIl
unTpoasiocep CARTO VIZIGO moxHo HCHONb30BaTh ¢ HAW 6e3 AONOAHUTeNLHOH
$yHKLUHMH BR3yanuiauuu Ha ocHoee Busyanuisaunu CARTO.

Kpome Ttoro, kabeav/kortextop k unrepdeiicy CARTO, nokazan wa pucyske 1.
coaepauT EEPROM (21¢KTpOHHO CTHPAEMOE NPOTpaMMHpYEMOE MNOCTOSHHOS
JANOMMHAIOWEE YCTPOHCTBO) ANS (YHKUMN ABTOMATHYSCKOH HACHTHOHKAUWH
ycrpoiicTBa.  ABToMariuecknl  waeHTMOUKATOP ANS  ABYHANPAaBACHHONO
untpoasiocepa CARTO VIZIGO nenons3yer Ty ke TEXHONOTHIO, YTO H BCE ApyrHe
ycrpoiicTBa  womMmaHWH  «Biosense = Webster»» ¢ aBTOMATH%ECKHM
uaeHTHOHKATOPOM, BKItoHas katetep Webster CS ¢ rexnonoruedi EZ Steer . Tlpu
noaxmodenus Kk cucreMe HapurainoHtolf CARTO 3 ycTpolicTBo pacniosHaeTcs W
BNOCNEACTEBAH BU3YANU3IUPYETCA B cHcTeMe HasuranuonHoit CARTO 3.

Jsyuanpasnennnit untpoasiocep CARTO VIZIGO noctynen B Tpex (3) pasmepax
ANA Pa3MEINEHUA B PasiuiHbIX AHATOMHYECKHX CTPYKTYPaX natueHra:

integrated steering mechanism allowing for bi-directional deflection. By
manipulating the handle (refer to Figure 1), the rotating collar will deflect the
distal

tip clockwise up to 180° and counterclockwise up to 180°. The bi-directional
deflection of 180°/180° allows the physician to reach 180° deflection on either
direction of the sheath. In other words, the physician can achieve the same amount
of deflection regardless of deflection direction.

The CARTO VIZIGO Bi-Directiona! Guiding Sheath has (4) electrodes on the
outer surface of the sheath that interface with the compatible CARTO 3
Navigation System, thereby allowing for impedance based visualization of the
sheath without relying on conventional tools, such as fluoroscopy or ultrasound.

Several catheters from Biosense Webster currently use the same CARTO
technology. Depending on physician preference, the CARTO VIZIGO Bi-
Directional Guiding Sheath can be used with or without the added feature of
CARTO-based visualization,

In addition, the cable / connector to the CARTO interface is shown in Figure 1,
and houses the EEPROM (Electronically Erasable Programmable Read Only
Memory) for the auto 1D functionality of the device. Auto ID for the CARTO
VIZIGO Bi-Directional Guiding Sheath includes the same technology as all other
Biosense Webster devices with auto ID, including the referenced Webster CS
Catheter with EZ Steer Technology. When connected to the CARTO 3 Navigation
System the device is recognized and subsequently visualized on the CARTO 3
Navigation System.

The CARTO VIZIGO Bi-Directional Guiding Sheath is available in three (3) sizes
to accommodate various patient anatomies:

» Small Curve — 17 mm

* Medium Curve — 22 mm
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» Tun xpueusnb: Manas - 17 MM
* THN KPUBU3HBI: CPEIHAA - 22 MM
» Tun xprBU3HbY: Gonbluad - 50 MM

Paznnunbie KPHBBIE MHTPOBIOCEPA H HX HIMEPEHHA NIOKA3aHLI Ha PUCYHKE 2.

Pucynok 2. H3oGpaxenne pasnHYHLIX TUNOB KPHBH3HLI JABYHANpaBAeHHOTO
untpoastocepa CARTO VIZIGO

Kax mokasano Ha pucyHke 3, palioM ¢ OUCTIBHBIM KOHYHKOM pacrionoxeHa
nofoca NAATHHOBOTO/MPHAMEROIO Mapkepa (PeHTICHOKOHTPACTHAA MapKepHas
nonoca), KOTOpas  obOecneuusaeT  PEHTTEHOCKOMHYECKYI)  BU3YANW3ALMIO
uuTpoaiocepa. Kpome Toro, ynpaeasemuili uutpoasiocep VIZIGO umeer (2)
JMCTANBHBIX JAPEHAKHLIX OTBEPCTHA, KOTOpbiE OONETHAlOT acmupauuio
MUHHMH3HDPYIOT KaBUTaLMIO.

+ Large Curve - 50 mm

The different sheath curves and their measurements are shown in Figure 2.

Figure 2. Image of Different CARTO VIZIGO Sheath Curves

As shown in Figure 3, there is a platinum / iridium marker band located near the
distal tip that enables fluoroscopic visualization of the sheath. Additionally, the
VI1ZIGO 8.5F Steerable Sheath has (2) distal vent holes that facilitate aspiration
and minimize cavitation.

Figure 3. Image of Radio-Opaque Marker Band at Distal Tip of CARTO VIZIGO
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Sheath

PucyHok 3. V306paxeHne peHTTeHOKOHTPACHON MapKepHOIA Mosiockl Ha
OMNCTa/IbHOM KOHLIE ABYHanpas/ieHHoro nHtpogstocepa CARTO VIZIGO

CxemaTuyeckoe n3obpaxeHune pykoaTku/ Schematic imagine of the handle
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CxemaTunyeckoe n3obpaxeHve obwero suga AByHanpasneHHoro nHtpogbtocepa CARTO VIZIGO / Schematic imagine ofthe CARTO VIZIGO
Bi-Directional Guiding Sheath

LWad T/Shaft 22124 gcCMTIMC LBNGTH

N

B _ 1 1_ * * * Kkk
Neo KoMnoHeHT Component
PyKOATKa, HUXHAS 4acTb Handle, bottom
2 PyKoATKa, BEpXHAS YacTb Handle, top
3 Bpatlaemaa pyuka Knob
8 Xab Hub, hemostasis
9 Konbuesasa npoknagka Friction ring
10 emocTaTMyecknii(KpoBeOCTaHaBIMBAKOLLMIA) KnanaH Hemostasis valve
1n [femoCTaTMYECKMIA KOMMAYOK Cap, hemostasis
12 HuTeBo 3amMoK Cord lock
13 BHYTpeHHAsS onopa HUTei Cord inner support
15 OnnéTka Wave spring
17 MpoBOAHNK KOHHEKTOopa Extrusion
19 KoHHeKTOp Connector backshell
21 Apnresns (KneeBoe BeLLECTBO) Adhesive
22 CunuKoHoBas agucnepcus Silicone dispersion
24 Kcunon Xylene
25 CwmasblBatoLLee BeLecTso Lubricant
Tpexch)l,qOBbw'll 3anopHbIA KpaH (K!\'I‘aI'IaH C 3aMKOM Tuna Stopcack, three-way
26 Nto3p™) ¢ 60KOBLIM YCTPOCTBOM BBOJQ)
27 TepmoycagoyHas Tpyboka Tubing Heat Shrink
28 MpY>XWUHHbBIA WTUPT Spiro! pin
29 YHuBepcanbHO: WadT KaTeTepa, 8.5f, TN Kpuem3Hbl: Manas  Subassy, catheter shaft, 8.5f, small curve
29 YHuBepcanbHO: WwadT KaTeTepa, 8.5f, TMN KPUBU3HbI: Subassy, catheter shaft, 8.5f, std curve
cpeaHas
29 Y HusepcancHo: ma¢T6KoanT:LTueaF;a’ 8.5, TMn KpBY3HL: Subassy, catheter shaft, 8.5f, large curve
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CxemaTnueckoe H3o0paxensne obmero suaa wagra / Schematic imagine of the shaft

C ——
{ L z \
i . \ § [l ==
c ~.b
D] a
Ay L
T
DETAIL B
Ne KoMnRonenT Component
7 Markuii crepxkens: IMoauasdpupbnaokamup | Extrusion: Pebax (Polyether block amide)
Pebax 3533 SAQ0] MED * 3533 SA01 MED *
20 Masarkuii cTepikeHs: Extrusion: Pebax (Polyether block amide)
[MonnadupGnoxamun Pebax 3533 SA0! | 3533 SA01 MED, Pebax (Polyether block
MED, Monuadpupbaoxamua ([I36A) amide) 4533 SA01 MED *
Pebax 4533 SA0]1 MED *
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5 Msrkuii crepxens: [Monusdupbnokamua | Extrusion: Pebax (Polyether block amide)
Pebax 5533 SA01 MED* 5533 SA0I MED*
4 Msrkuit crepxens: [Moausdupbaokamua | Extrusion: Pebax (Polyether block amide)
Pebax 6333 SA01 MED * 6333 SAOI MED*
3,6,16 | Markuii crepxxeHb: Bectamna Extrusion: Vestamid (nylone/polyamide)*
(Heinon/nonuamun)*
11 BcnoMmorarenbHbiit kabenb Sub Assembly Pull Wire
12 DEKTPOAb Electrode
13 [1poBoaa 3nekTponoB Electrode wires
8 PentreHokoHTpacHas MapkepHas nojoca | Marker Bands
2 Onnérka Braid Wire
1,9,10 | Tpy6kxa PTFE Tubing, Liner PTFE
14,15 | TepmoycanouHas TpyOka Heat Shrink
18 I"emocTaTHYECKHI KOINAYOK Cap, hemostasis
*Yka3an npeo6aanaownii matepuai. loapoGree cMm. Tabauuy matepuanos. / The predominant material is indicated. See table of materials for
details
JlsyHanpaenennbiii  unTpoastocep CARTO  VIZIGO  ochawen | The CARTO VIZIGO Bi-Directional Guiding Sheath is equipped with a
pacummputenem ¥ 0.032-m0iiMoBHIM  npoBoaHukoM. Pacumpurens | dilator and a 0.032-inch guidewire. The dilator and guidewire are accessory
IPOBOAHMK  ABAAIOTCH  BCMOMOraTeNbHbIMM  YCTPOHCTBaMM,  KoTopsie | devices that facilitate percutaneous transvascular and transseptal access of

061er4aloT YpeCKOKHbIA TPAHCBACKYNAPHLIA ¥ TPaHCCENTaIbHBIR A0CTYN K
ynpaBiseMOMY HHTpoAblocepy. Paclumpurens HMEET CTaHAAPTHBIA KOHYC C
pe3s60ii Jlio3pa (coeacHUTENbHAsA BTY/IKA) M NpeAHa3Ha4YeH Ana Qpukcauuu
Ha  ynpasnseMoM  uHTpoabtocepe.  M3obpaxenue  pacumpurens
NpeACTaBNeHO Ha PHCYHKe 4.

Coeacunremuns BTYRKR

Pucysok 4. U3oOpaxenue paciumpurens
Kak noka3aHo Ha pHCyHKe 5, pacluuputens HMeeT «pebpo», koropoe
(HKCHpYET CBOIO OpPHEHTALHIO OTHOCHTEJIBHO HHTpoAblocepa. Taxas
KOHCTPYKUHA NPOTHB BPALICHHA NpenoTBpawaeT cBoboaHoe BpaileHHE
M3OTHYTOrO  pacliMpHTeNs  BHYTPH  WHTpoabiocepa. B pesynbraTe

the steerable sheath. The dilator has a standard taper with luer connection
threads and is designed to snap onto the steerable sheath. A picture of the
dilator is provided as Figure 4.

—

Figure 4. Image of Dilator
As shown in Figure 5, the dilator has a “fin” that locks its orientation
relative to the sheath. This anti-rotation design prevents the curved dilator
from freely rotating within the sheath. As a result, the dilator and the
sheath’s orientation,
relative to each other, remain constant.

.\

Catheter bub
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OpPHEHTALHA PACWIHPHTENS H WHTPOABIOCEPA OTHOCHTENBHO ApYr Apyra
OCTaEeTCA MOCTORHROMN,

Figure 5. Image of Dilator, complete.

e The Guidewire, shown in Figure 6, facilitates the exchange of various
Pucynox 5. Msobpaxetine pacuinpnrens, & cGope. devices during Electrophysiology procedures.

MpoBoAHKK, NOKA3AHHMIA Ha pucynke 6, obneriaer B3amMmoaeiHcTHE

YCTPOWHCTB BO Bpema anekTpodusnonornueckux (3P) npoueayp.
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9. BO3MOXHOCTh H METOABI UHTEIPAUHH C APYIHMH
MEJHIIHHCKHMH H3AEJTHSMH
JeyHanpasnenuntit waTpoaptocep CARTO VIZIGO ana ofecneyenus
AOCTYNa H MABHOYNAUMA B cepaue moxer paboTate ¢ Apyrdumu
ycTpo#icTBaMu Bo BpeMa npoueayp P (3neKTpodHINONOrUK).
e Cucrema anexTpodusnonorutieckas Hed0OpoCKONUYECKan
HasuraunoHHas CARTO 3 (PY Ne ©C3 2010/06274)

Mo TexkcTy MOTYT HCTIONIb30OBATHCH CICAYIOUIME HAUMEHOBAHHMA Ans
«Cucrema INeKTpodHIMONOrUICcKas HedmoopocKonHYecKan
nasurauuonHas CARTO 3»:

cucrema snexTpodusnonoruveckan Hasuraunonwas CARTO 3, cucrema
napuraumonnas 3 EP CARTO, mnasurauwonnas cHcrema CARTO,
NEKTPODUIHONOIHMECKAA  HABHFAIIHOHHAA  CHCTEMa CARTO,
anexktpoguznonorHyeckas HasuraunonsHas cucrema CARTO 3 EP, cucrema
nasurauuonnas CARTO 3.

Jisysanpasncunpii  Hutpoabiocep CARTO VIZIGO aas obecnevenns

AOCTYNAa M MaHWNyJauHit B cepaue MoxeT paGoTarh ¢  HrJamm
TPAHCCENTANBHBIMH CO CNEAYIOIUMMH XaPAKTEPHCTUKAMH:

- AnuHa 98 cM.;
- Hapyxusitt anametp 1,3 MM (18-19ga).

Taxxe co cnexyromumn MH:

«Karerep anekrpodnsnonornueckni THERMOCOOL ans aMarHocTvku
neuexna zaGonesauuii cepauar», PY Ne ©C3 2012/12684;

«Karerep naBuraumonnnit ThermoCool ans pamnouacToTHO# abnaumu
cepaua», PY Ne P3H 2017/6660;

«Karerep HasuraumoHHull An% 31CKTPOPU3IHONOTHYECKONO HCCIEAOBAHUA
cepaua», PY Ne P3H 2018/6732;

«A3nenus MeAHUHHCKHE KADAUOXHPYPIHHMECKME JAAA AMATHOCTUKH M
aeuyeHus 3aGonesanuii cepauar», PY Ne P3H 2015/3497;

Karerep-anektpoa ACUSON AcuNav ans auarsoctuxu 3aGonesanuti

9. THE POSSIBILITY AND WAYS OF INTEGRATING WITH
OTHER MEDICAL DEVICES
The CARTO VIZIGO Bi-Directional Guiding Sheath can function with
other devices during EP (electrophysiology) procedures.

e CARTO 3 EP Navigation System (RC Ne FSZ 2010/06274)

In the text, the following names can be used for «CARTO 3 EP Navigation
System »:

CARTO 3 EP Navigation Systems, CARTO Navigation Systems, CARTO
EP Navigation Systems, CARTO 3 Navigation Systems

The CARTO VIZIGO Bi-Directional Guiding Sheath can function with
transseptal needles with next characteristics:

- Length 98 sm;

- Outer diameter 1,3 mm (18-19ga).

Also with the following MD:

Catheter electrophysiology THERMOCOOL for diagnostic and treatment
of heart diseases, RC # FSZ 2012/12684;

Catheter navigation ThermoCool for radiofrequency heart ablation, RC #
RZN 2017/6660;

Catheter navigation for electrophysiology heart research, RC # RZN
2018/6732;

Medical devices for cardiac surgery for diagnostic and treatment of cardiac
disease. RC # 2015/3497;

Catheter-electrode ACUSON AcuNav for diagnostic of heart diseases: size
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cepaua: pasvep 8F, 10F, PY Ne ®C3 2010/06987 8F, 10F, RC # FSZ 2010/06987;

«Katetep SoundStar 3D ans ynbTpa3ByKOBOW AuarHocTuku, PY Ne ®C3 Catheter SoundStar 3D for ultrasound diagnostic, RC # FSZ 2011/09050:
201 [/09050»; Medical devices for cardiac surgery for diagnostic and treatment of
«M3penns MeUUMHCKNE KapAnOXPYpruyeckne Ans AMarHoCTUKKM 1 nieveHns  cardiac disease, (cables) RZN 2015/3497.

3aboneBaHuii cepgua.», (Kabenun) PY Ne P3H 2015/3497.

KOHCY/IbTALMIO O COBMECTUMbIX — WHTEP®ENCHbIX cONSULT THE LOCAL DISTRIBUTOR OR MANUFACTURER FOR
KABE/TAX MOXHO TONYUNTb ¥ MECTHOTO ANCTPUBLIOTOPA  THE APPROPRIATE INTERFACE CABLES. REFER TO THE
nnn — NPOUIBOANTENA  YCTPOUCTBA.  OBPATUTECb K  ApPpROPRIATE CARTO 3 ELECTROPHYSIOLOGY NAVIGATION

PYKOBOACTBY MONB3OBATE/IA . CUCTEMbI sysTEM USER MANUAL FOR DETAILS ON SYSTEM SETTINGS
3NEKTPO®U3NONOMMUYECKON HABUFALWIOHHOW CARTO 3 AN RELATED TO THE SHEATH.

MNONYYEHNA UHDPOPMALIMKA O HACTPOMKAX CWUCTEMbI [N
COOTBETCTBYOLWENO NPOBOAHUKA.
10.TEXHNWYECKUVE N ?YHKUWNOHAJNIbHBLIE XAPAKTEPUNCTUKWN / TECHNICAL AND FUNCTIONAL CHARACTERISTICS

wmctukn | Si ations HeHHe / Value
JlonycTmoe 0TKNOHEeHMe cocTaBnseT = 5% Ans BCex 3HAYEHWUI, YKasaHHbIX HUXKe, ecnin He yKasaHo nHoe / Tolerance is = 5% for all values below, unless
otherwise noted
[ByHanpaBneHHbIn nHTpoabtocep / Sheath

23X24)03AhNCLEHIS?H
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AdgekTnBHAA AnnHa, mm / Usable Length, mm (B) 710

BHyTpeHHulA guameTp, mm / Inner Diameter, mm 2.8-3.0
Hapy>xHbIi gnameTtp, mm / Outer Diameter, mm 4,19
- 36+
G. mm / G, mm (JnuHa oT nepeoro Ao 4eTtBépToro anektpoga / (Length Manaﬂ// Smg!l 36‘21;5
from 1 to 4 * electrode) Cpeanan / Medium - 42+1,5
Bbonblias / Large - 90+1,5
H, mm / H. mm (PacnonoxeHne peHTreHOKOHTPaCHOW MapKepHOW Mosochl 5 (+ 2) (OT AUCTaNbHOTO KoHuMKa/from distal tip)

/ Marker Band Location)
Manasa / Small - 10,5+2

g, I;IM / JI rr;md(,u,nMHa OT MepBOro /0 BToporo anekTpoga/ Length from 1 Cpeansis / Medium - 1242

o electrode) Bonbliasi / Large - 28+2
Manas / Small - 21+3

K, MM / K, mm (OnvnHa oT BTOPOro Ao TpeTbero anektpoga / Length from CpegHsisi / Medium - 2543

2nd 3 Selectrode
) Bonbluas / Large - 563

L, mm / L, mm (4nuHa OT nepBoro A0 AWUCTaNbHOr0 KOHLA 4eTBEPTOro Manas / Small ~ 31,5+3
, ) A p Ao 4 4 p CpegHsasa / Medium - 38+3

anektpoga / Length from the first to the distal end of the 4 * electrode) Bonbiuas / Large - 84+3

0, vm / 0. mm (AnmMHa OT KOHYMKa J0 nepBoro snektpoda / Length from 12 0+1.0

tip to first electrode)
Manas / Small - 6
OnuHa mexay anektpogamu, Mm / Length between electrodes, mm: CpegHsaa / Medium - 8
Bonblag / Large - 22
Manasa / Small - 4,5

[OnunHa anekTpoga, Mmm / Electrode length, mm: CpegHsasa / Medium - 4
bonblias / Large >6

Yron narnba nHtpogetocepa / Flex Shaft Deflection [ByHanpasneHHbIn (180°/180°) / Bi-directional (180°/180°)
Manas / Small - 17£2

[nuHa yyactka n3rmnba, mm / Deflection Curve Span, mm CpegHas / Medium - 22+2

bonbwas / Large - 50+3
K Y /Shaft t MuHMManbHbIA KpyTAWMA MOMeHT 0,1 H*M npu BpalleHun 14 ° Ha MeTp
PYTALUI MOMEHT (wiaipTa/Shaft torque AnnHbl / 15 0z-in minimum torque when rotated 14° per inch of length

ConpoTUB/EHNE NEKTPOAA MEXAY KaX/bIM 9N1EKTPOAOM U €ro

AnekTpunyeckoe conpoTtueneHne/Electrical Resistance
COOTBETCTBYHLUMM KOHTAaKTOM B COeAMHUTENE AO/MKHO ObITh < 20 OM 0fHO
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YCTPOHCTBO HE MOXXET HMETh HECKOJIBKO HEHCTIPABHBIX 2AEKTpOaos /

Electrode resistance between each electrode and its corresponding contact
within the connector shall be < 20 € single device may have multiple failed
electrodes

Mcnuitanne Ha HaTHUMe YTEYKH HHTpoabtocepa / Sheath leak:

Cooteercrayer / Pass

ICHIDKeHHe Bakyyma / Vacuum decay

Cooteercteyer / Pass

MaxcuMmanbHas yTeuka BakyyMa 5 MM pr. cT. yepes |0 cexyna wau
OTCYTCTRUE BUAMMBIX NY3KIPbKOB BO3AYXa/ SmmHg maximum vacuum leak
after 10 seconds, or no visible air bubble

MunumManssas cunia paspuiea, H/ Tensile, N >15N
KK nana reMocTasa i HHTPOILIOCEP He AOMKHLI npotexats / The hemostasis Cooreercreyer /
valve and sheath must not leak Pass

Tox yreuxkn/Current Leakage

Tok yTeuxn a0mkeH coOcTaBIATh < | MKA MEXY BCCMH MPOBOIHHKAMH H
HAPYXHOH NOBEPXHOCTHIO KaTeTepa NpH ucnbiTalky Ha 230 B nocroanHoro
TOXA B TeMeHHe 60 cexyHa /

Leakage current shall be <1 pA between all conductors and catheter exterior
when tested to 230VDC for 60 seconds

[Azonaums / Electrical Isolation

INEKTPOAB! AOIKHL OLITH INEKTPHYECKH HIOMPOBAHBI OT APYIHX
3NexTpoAoB. CONMPOTUBIICHHE MEXKAY NCKTPOAAMH, He NPEAHAZHAYCHHBIME
AnA noaxmoveHua (wsonauua); > 2 MOm (cyxoit), > 20 kOm (Braxuurit;
cOnoHYaK) /

Electrodes must be electrically isolated from other electrodes. Resistance
between electrodes not intended to be connected (Isolation); >2 MQ (Dry),
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>20 kI (Wet; saline)

O6uwasn gnvHa, mm /Overall Length, mm (C) 910+0,5

Konunuectso anektpogos / Number of Electrodes 4 anektpopa/ 4 electrodes

3nekTpofHas nposonoka/ Electrode Wires OgaunH npoBog Ha anekTpos / One wire per electrode
KonnyectBo gpeHaxHbix oteepctuin / Number of Vent Holes

MonoxeHne gpeHaxxHoro otsepctusa / Location vent hole 2.5£0,5 MMorT ancTanbHoro KoHumka / 2.5+0.5 mm from distal tip
[dunameTp ApeHaxHbIX 0TBepCcTUn, Mm / Diameter vent hole, mm ,016+0,127

LLInpnHa peHTreHOKOHTPacHO MapKepHoi nonockl, MM / Width of Marker

Band, mm 0,9906d"0,127

TonwmHa pPeHTreHOKOHTPacHOl MapkepHoi nonocbl, MM / Thickness of
Marker Band, mm

O6uan anvHa pykosatku, cm/ Overall handle length, cm 20

MpncoeaMHUTENbHbIE  pasMepbl  «KnanaH € 3aMKOM  Tuna  JH03p»/ o it / Outer 7,83 (+0 / -0,1): BHyTpeHHuii / Inner 4,315 (+0 / -0,005)
Connecting dimensions "valve with luer lock",
Avnametp, Mm / diameter, mm:

0,0254+0,0127

Managa / Small - 93

Macca, 1/ Mass, ¢ CpegHsisi / Medium - 93
Bonblias / Large - 93

Pacwuputens / Dilator

HapyHblin gnametp, MM/ Quther diametr, mm 2,8-2,9
BHyTpeHHWIA gnameTtp, MM/ Inner diametr, mm 0,8-0,9
Obuiaa gnuHa pacwuputens (G). mm/Dilator overall 96045

Length (G), mm
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K (aththekTnBHas gnuHa / effective length), mm/mm 935
MpucoeanHNTeNbHbIE pasMepbl «pasbém Jltoapa»/ Connecting dimensions " Hapyswbiii / Outer 7,83 (+0 / -O,1); BHyTpeHHuiA / Inner 4,315 (+0 / -0,005)
luer connector ", gnameTp, Mm / diameter, mm:

|_|_pOHHOCTb_COG,CI,I/IHEHVIFI.Coe,qI/IHI/ITeﬂbHOI/I BTYNKM C pacwuputenem, H ! MuH 15/ min 15
Dilator to dilator hub tensile, N
Macca, r/ Mass, g 7
MposoaHuk / Guidewire
O6w,as gnuHa, mm / Overall Length, mm 1800
HapyXHbii guametp, mm / Outher diametr. mm 0,83
Macca, r/ Mass, g 17
N. ONNCAHUE MPUHAONEXHOCTEW 11. DESCRIPTION OF ACCESSORIES
He npumeHumo. Not applicable.
12. NTEPEUEHb N OMNCAHWE MATEPUANOB MWN/LIST AND DESCRIPTION OF MD MATERIALS
Material Percentage/ Bua koHTakTa/
Device’s components / Material and brand name / Matepuan u Sunplier / MpoueHTHoe  Body contact type
KoMnoHeHTbl ngenuns Toprosas Mapka PP COAepXaHme
MponssoanTens
maTtepuana

PykosaTka / Handle

Handle / PykosTka (Hapy>kHas Cononuadmp, kpacutens pantone cool gray 1 Eastman Chemical 100% KpaTKoBpeMeHHbIi
MOBEPXHOCTb) pet mevopur / Copolyester, color pantone cool ~ Company, CUIA/USA KOHTaKT (< 24 4)
gray 1pet mevopur HEMOBPEXAEHHO
KoXein/

Eastman Tritan MX711
Limited contact (<

24 h) with
undamaged skin

Knob / Bpaluaemas pyyka ABC (akpnnoHWUTpun ByTaaueH cTmpon), INEOS Styrolution 100%
KpacuTtenb pantone cool gray 1 pet mevopur / Group GmbH,
ABS (Acrylonitrile butadiene styrene), color "epmaHms/Germany

pantone cool gray 1pet mevopur

Lustran 348 Natural PL 100-02,

0
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Clariant Blue-Grey PMS 646C

2363-80AE

TepmonnacTuueciuit anacromep (1113), Polyone Corporation, 100 %
KpacuTess pantone 144¢ orange CUHIA/USA
unmmevopur / Themmoplastic Elastomer (TPE),
color pantone 144¢ orange unm mevopur
GLS Versaflex OM 1040X-1 Natural PL150-
012
Spirol Pin / [pyxunnnii nrrudr Hepxaeetoman crans / Stainless Steel UNS Spirol International 100 %
$30200 Corporation,
CUIA/USA
Cord Lock / Hureroli 3amox Cononuadup, kpacuTens pet mevopur pan Eastman Chemical 100 %
{44c¢ orange / Copolyester, color pet mevopur | Company, CIHA/USA
pan 144¢ orange
Eastman Tritan MX711
Cord Inner Support / Buytpennsa | Cononuadup, xpacHrens pet mevopur pan Eastman Chemical 100 %
onopa HUTeH 144¢ orange / Copolyester, color pet mevopur | Company, CLHIA/USA
pan 144¢ orange
Eastman Tritan MX711
Extrusion / ITposoaunk TepmonnacTuuHEIL NORHYPETaH, KPACHTED Lubrizol Advanced 100 %
KOHHEKTOpA Clariant Blue-Grey PMS 646C / Materials, Inc.,
Pellcthane (thermoplastic polyurethanes), color | CLUA/USA
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Tubing, Heat Shrink / INonumepHbi#i cnnae, cononumep akpunar- InsulTab, Inc, 100 %
Tepmoycanouxas Tpy6ka onedun, kpacutens Carbon Black / Irradiated | CHIA/USA

Polymeric Alloy Tubing, Acrylate -olefin

Copolymer, color Carbon Black

HS 714 3/16
Connector backshell AxpHnonuTpun-6ytanuen-crupon, ABC, RTP Company, 100 %
REDEL / KonxekTop Kpacurens cepbifi / Acrylonitrile-butadicne- CHIA/USA

styrene terpolymer, ABS, color gray

RTP 600 Z HB Z-883620
Friction Ring / Konbuesas Cunukonosuiit anactomep / Silicone Elastomer | Dow Comning, 100 % KpatkospemeHHbIi
npoknajaka Q7-4840 CIUA/USA KOHTaKT (<24u) ¢

UHPKYJHpYIOLLte A

Cap, Hemostatsis / Cononnadup, kpacuTens pet mevopur pan Eastman Chemical 100 % KpOBbIO/
emocTaTHyecknit KOANAYOK 144c orange / Copolyester, color pet mevopur | Company, CHIA/USA

pan 144c orange Limited contact (<

) 24 h) with

Eastman Tritan MX711 circulating blood

Hub, Hemostasis / Xa6 Cononus¢up / Copolyester Eastman Chemical 100 %
Company, CUIA/USA

Eastman Tritan MX711
Lubricant / Cma3siBatousee Cunnkou xuaxmii / Silicone fluid MED-460, Nusil, CLIIA/USA 100 %
BELECTBO 12,500cP
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MOAROKCHMETINEH, KPACHTENL MEVOPUT-pom
6ennii / Polyoxymethylene, color mevopur-
pom white

Hemostasis valve / 90 % CunuxonoBuii xayuyx / 90% Silicon DuPout, CLLIA/USA 100%
TemocTaruyeckuit knanau( rubber Q7-4720,
KPOBLOCTAHOBMHBRIOUIHA KNANANH)
10% oxcuxnopua sxcmyTa / 10% Bismuth
Oxychloride Cas 7787-59-9 BASF,
Tepmanns/Gesmany
Adhesive / Kneepoe semectso Dymax 208-CTH-F: Dymax Corporation, 100 %
CIIA/USA
25 — 50 % Onuromep ypetaH
metakphnara / 25-50% - Urethane
{Meth)Acrylate Oligomer;
25-50 % Hzobopsunaxphnar CAS: 5888-33-
5) 7 25-56% - Isobomy| acrylate (CAS: 5888-
33-5),
15-25 % - anmeTwnaxpunamua (CAS: 2680-
03-7)/ 15-25% - N ,N-Dimethylacrylamide
(CAS: 2680-03-7)
Three way stop valve / Kepnyc / Body: TRINSEO LLC, 100 %
Tpexxonosslt 3aNOPHEIR KPaH CLUA/USA
(xnanan ¢ samxoM Tuns "Mioap® ¢ nonukapfonarsas cmona CALIBRE
GoxoskM ycTpolicToM BBona) MEGARAD 2081-15 TC030004
Cuazsisawinee semrectso / Lubricant: DOW CORNING, 100 %
TONMHAMMETWICHIOKCAHOBAN AXHAKOCTD CIDAMUSA
polydimethysiloxane fluid DOW CORNING
360 Medical Fluid, 12,500 cSt
Pyxontica / Handle: DuPont, ClIIAAUSA 100 %
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WagpTt/Shaft Assembly

Soft rod / MATKUIN cTepXeHb

A
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DELRIN 500PNCO10

BokoBoe ycTpoiicTBo BBOoAa / Side input

device:

MonusuHuunxponual/ polyvinyl chloride, CAS
NO:9002-86-2

59 % - Monunapupbnokamupg (MIBA)/ 59% -
Pebax (Polyether block amide) 3533 SAOI
MED;

40% - Cynbat Bapusa Blanc-Fixe /40% -
Barium Sulfate Blanc-Fixe XR-HN (CAS
7727-43-7);

0,2 % - AHTUOKcupgaHT MpraHoke (acpup 3,5-
ANTPETBYTUN-4-TMAPOKCU DEHUANMPONNOHOBOIN
KWCNOTbl W NeHTaspuTputa) 1010/ 0,2% -
Antioxidant Irganox (ester of 3,5-ditertbutyl-4-
hydroxyphenylpropionic acid and
pentaerythritol) 1010 (CAS 6683-19-8);

0,2% -4-rngpokcmn-2,2,6.6-tetpametun-1-
nunepuanioTaHon-anbT-1.4 6ytangnosas
kncnota (HALS)/0,2% - 4-hydroxy-2,2,6,6-
tetramethyl-1piperidineethanol-all-1,4-
butanedioic acid (HALS) Tinuvin 622 SF
(CAS 65447 -77 -0):

0,6% - kpacutenb / color Pigment Black
Monarch 4750

49,7985% Monunacdupbnokamug (MIBA)/
49,7985% Pebax {Polyether block amide) 3533

Colorite, CLL A/USA

Compounding Solutions,
LLC, CW A/USA

Compounding Solutions,
LLC, CWWA/USA

100%

100%

100%

KpaTkoBpeMeHHbl ii
KOHTaKT (<24u4)c
LUPKYNUPYIO LW e

KpoBbto/

Limited contact (<
24 h) with

circulating blood



SA01 MED

49,7985% HonmsmpOnoxamun (TISBA) /
49,7985% Pebax (Polyether block amide) 4533
SA01 MED:

0,2% - Asrnokcupast Hprasoxc (adup 3,5-
anTperbyTin-4-ruapoxci PEHHANPONHOHOBOH
KMCAOTBE M ReuTadpHTpuTa) / 0,2% -
Antioxidant lrganox (ester of 3.5-ditertburyl-4-
hydroxyphenylpropionic acid and
pentaerythritol) 1010 {CAS 6683-19-8);

0,2 % - 4-ruapoxck-2,2.6,6-rerpamernn-1-
nunepuaMIITaHOR-anbT-1,4 OyTaHaAROBan
kucnora (HALS)/ 0,2% - 4-hydroxy-2.2,6.6-
tetramethyl-1 piperidinecthanol-alt-1.4-
butanedioic acid (HALS) Tinuvin 622 SF
(CAS 65447 -77 -0)

0,003% -xpacurens / color Pigment Blue
EX1655

59% - Nomodupbnoxasua (I13BA) / 59% -
Pebax (Polyether block amide) 5533 SA01
MED;

40% - Cynedar Bapus Blanc-Fixe / 40% -
Barium Sulfate Blanc-Fixe XR-HN (CAS
7727-43-7);

0.2% - Aurnoxcugaut Upranoxe (3¢up 3,5-
AMTPeTEY TRA-4-rapoKcH HEHHANPONHOHOBOR
KHCJIOTR H neHTIOPHTPHTS) / 0,2% -
Antioxidant Irganox (ester of 3,5-ditertbutyl-4-
hydroxyphenylpropionic acid and

Compounding Solutions.
LLC, CUIA/USA

100 %
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pentaerythritol) 1010 (CAS 6683-19-8),

0,2 % - 4-mapoxcu-2,2,6,6-TeTpameTn-1-
NUACPHAKHITAHO-ATLT-1,4 GyTaHAHOBAR
kucnora (HALS) / 0,2% - 4-hydroxy-2.2,6.6-
tetramethyl-1 piperidineethanol-alt-1.4-
butanedioic acid (HALS) Tinuvin 622 SF
(CAS 65447 -77 -0);

0,6% - kpacureas / color Pigment Black
Monarch 4750

59,5881% - [MonuadupGnokamua
(FI3BA) / 59,5881% - Pebax 6333 SA(G1I MED;

40% Cynvdar Bapus Blanc-Fixe / 40% Barium
Sulfate Blanc-Fixe XR-HN (CAS 7727-43-7);

0,2% - Aurnoxcunaur Upranoxc (3¢up 3.5-
ATperGyTIN-4-rHapokcH HEHRANPONHOHOBO#H
KHCTIOTHE W REHTIOpHTPHTa) / 0,2% -
Antioxidant lrganox (ester of 3,5-ditertbutyl-4-
hydroxyphenylpropionic acid and
pentaerythritol) 1010 (CAS 6683-19-8);

0,2 % - 4-ruapokc-2,2,6,6-reTpameTva-1-
nMnepUan3TaHoNn-ansT-1.4 Gy TananoBas
xncnora (HALS) / 0,2% - 4-hydroxy-2,2.6,6-
tetramethyl-1 piperidineethanol-alt-1,4-
butanedioic acid (HALS) Tinuvin 622 SF
(CAS 65447 -77 -0):

0,0119% - xpacurests / color Pigment Black
Monarch 4750

Compounding Solutions,
LLC, CHIA/USA

100 %

$9% - Becramun (Heinonw/'noanamnun) / 59% -
Vestamid (nylone/polyamide)

Compounding Solutions,
LLC, CILIA/USA

100 %
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Care ML21;

40% - Cynuar Gapua Blanc-Fixe 40% -
Barium Sulfate Blanc-Fixe XR-HN (CAS
7727-43-7);

0,2% - AnTioxcuaant Upranoxce (adwp 3.5-
anTpeTCyTHA-4-rHAPOKCH GEHRNNPONHOHOBOH
KMCAOTH H NEHTAOPHTpHTa) / 0,2% -
Antioxidant Irganox (ester of 3,5-ditertbutyl-4-
hydroxyphenylpropionic acid and
pentaerythritol) 1010 (CAS 6683-19-8);

0.2 % - 4-rugpokcu-2,2,6,6-rerpameTvn-1-
nUnepUANHITAHOA-anbT-1 .4 Gyrannuonan
wcnora (HALS) / 0,2% - 4-hydroxy-2.2,6.6~
tetramethyl-1 piperidineethanol-alt-1,4-
butanedioic acid (HALS) Tinuvin 622 SF
(CAS 65447 -77 -0);

0,6% - xpacurens / color Pigment Black
Monarch 4750

Meas / Copper C1253-4ST01-VM

Sub Assembly Pull Wire / Hepxaseiowas crans / Stainless Steel 316 Ulbrich Specialty Wire | 100%
BenomoratensHiii xabens Products, LLC,
CILA/USA

Electrode / Inexrpoap Mnarsua Cas 7440-06-4 - 90,123% / Upuanit | Lake Region Msdical, 100 %

Cas 7439-88-5 - 9,852%; CLIA/USA

Platinum Cas 7440-06-4 - 90,123% /Iridium

Cas 7439-88-5- 9,852%;
Electrode wires / ITposoaa Ofonouxa: KME Mansfeld GmbH, | 100 %
aneKTpoaa TepMannn/Germany
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(ASTMB187/2016) - 99,99%;

Fipumecn / Impurities 0.01%

Fluorinated ethylene propylene (FEP) HS

Cepaeunnx: 100 %
Hepxanetomsas crans / Stainless core 316L Dunrink Specialty Steel,
LLC, CHIA/USA
Marker Bands / Mnatuna Cas 7440-06-4 — 90,123% Mpuanit Lake Region Msdical, 100 %
PentrenokonTpacTHas mapkepuan | Cas 7439-88-5 - 9,852% / CIIA/USA
nonoca
Platinum Cas 7440-06-4 — 90,123% /Iridium
Cas 7439-88-5- 9,852%;
[Mpumecu / lapurities — 0,025%.
Braid Wire / Onuiérea Hepxaseiowan crans / Stainless steel 3161 Ulbrich Specialty Wire | 100 %
Products, LLC,
CIIA/USA
Tubing, Liner PTFE .120" liner/ Monsrerpadroprtunen / Zeus, Kuraii/China 100 %
Tpyb6xa PTFE Polytetrafluoroethylene
Extruded Sub-Lite-Wall@ Etch, Natural
Tubing, Heat Shrink / Tpybxw H3 NOMUMEPHOTO CIAABA, InsufTab, Inc, 100 %
Tepuoycanovunan Tpybxa CONONKMEP aKpunaT-onedut / CLIANUSA
Irradiated Polymeric Alloy Tubing, Acrylate-
olefin Copolymer
HS 714 3/16
DTOPHPOBAHHLIA FTHNECHOPONHIICH / Zeus, Kurait/China 100 %
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Silicone Dispersion / CnnnkoHoBas

aucnepcus

Dilator / Paclumputens

Dilator / Pacwwuputens

CoefunHuTenbHaa BTynka/ Hub

Lubricant/ Cma3biBatouee

BelWwecTBo

Guidewires / MpoBOAHMK
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special; .200; .125; .009 +1-.002; Natural;

CUNNKOHOBAA XMAKOCTb C KCUNONOM ANA
ancnepruposanusa / Silicone fluid with xylene
for dispersion MED-4162;

KcuneH (opto-, MmeTa-, napa- nsomepsl) /
Xylenes (0o-, m-, p- isomers) (CAS-No.) 1330-
20-7, UunknoTteTpacnnokcaHoktameTunn / -
Octamethylcyclotetrasiloxane (CAS-No.) 556-
67-2

59,9869% - MonNmMaTuneH BbICOKOIA
nnotHocTn / High density polyethylene

SCLAIR 19A;

40% - cynbdat 6apua / barium sulfate Blanc-
Fixe XR-HN (CAS 7727-43-7);0,0131% -
kpacutensb / color Pigment Black Monarch

4750

98% - MoNnMaTuNeH BbICOKOM
nnoTtHocTu / High Density Polyethylene

SCLAIR 19A;

1.9858% - kpacutenb/color Pigment white

Tioxide TR23;

0.0142% - kpacutenb/color Pigment Black

Monarch 4750.

CunukoHoBaa xupakoctb / Silicone Fluid
MED-460, 12,500cP

Nusii, ClLA/USA 100%

Compounding Solutions, 100%
LLC,CW A/USA

Compounding Solutions, 100%
LLC,CWA/USA

Nusii, ClLA/USA 100%

KpaTKoBpeMeHH bl i
KOHTaKT (<24u4) c
LUPKYNUpYyto e
KpoBbiO/

Limited contact (<
24 h) with

circulating blood



3600-124 Primer Green:

®ypdypunossii cnupr / Furfuryl alcohol

Benbrua/Belgium

LDPE Dispenser Clip / LDPE [MonwsTunes MDPE: noawatunes HDPE Advant Medical, 100 % KpatkoBpeMeHHbii
3axuM ans NpoBOAHHKA Marlex HHM/Lotrene Q 5202BN and/u Hpnanaus/ KOHTaKT (<24 u) ¢
(ynakoBOHBIi 31E€MEHT) nonuatien LDPE Westlake EN1817, HEMOBPEXAEHHOA
kpacutenn/color Primary Colors Light Blue Ireland Koxeil/
4P767
Limited contact (<
24 h) with
undamaged skin
Dispenser Tubing / Tpy6ka 1-rexceH, nonumep c yteHom / t-Hexene, Advant Medical, 100 % KparkospemeHHbI#
3aiMTHaR (YNakoBOYHBI nement) | polymer with ethene (CAS 25213-02-9), Hpnanaus/ KOHTAKT (< 24 4) c
HENOBPEKAEHHON
Moaunponunen/Polyproplyene, Pro-fax 6523 Ireland Koxeil/
Limited contact (<
24 h) with
undamaged skin
Straightener Profax / Buinpamutens | Fomononumep noannponunexa, kpacurens Advant Medical. 100 % KpatkoBpemerHbif
(ynakosouHblii 3neMeHT) Clariant PP00766039 White / polypropylene Hpnanaus/ KOHTaKT (< 24 u) ¢
homopolymer (CAS 9003-07-0), color Clariant HETOBPEXKACHHOR
PP00766039 White Ireland KoXeit/
Profax 6523 Limited contact (<
24 h) with
undamaged skin
Stainless Steel Wire with Primer Mposoaxa i aapo / Wire and core: Fort Wayne, Upnanans/ | 100 % KparxospemeHHbiit
Green + Top Coat / [Iposonoka u3 KOHTaKT (<244) ¢
HepXaBetowLed cTanu (23po H Hepxkagerowas crans / Stainless steel 304V Ireland UMKy HpYtoLLedi
06onouxa npoBOAHHKKA) € 3€NEHON KpOBbIO/
TPYHTOBKO# + BEepXHHA CNOH
. Limited contact (<
3enenan rpynToska / Primer green: Chemours, 100 %

24 h) with
circulating blood
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{CAS 98-00-0),

N-Merun-2-nupoanaon / N-methyl-2-
pyrrolidone (CAS 872-50-4),

Tpaamnamun / Triethylamine (CAS 121-44-
8),

2-NnyTHanaMHHOBBE CORMPT
/ 2-Diethylaminoethanol (CAS 100-37-8),

S-xnop-2-merun-4-nzoTHazonnn-3-on (CAS
55965-84-9) u 2-methn-2H-u30THEON-3-0H
(CAS 613-167-00-5) / 5chloro-2-methyl-4-
isothiazolin-3-one (CAS 55965-84-9) and 2-
methyl-2H-isothiazol-3-one (CAS 613-167-00-
5

Oxcua xpoma / Chromium oxide (CAS 1308-
38-9)

Top coat / Bepxuuii caoli: Chemours, 100 %
Bensrus/Belgium
2,68 - Tpumerun-4-
HOHANOKCONOAHITIWICHOKCO3TARON 2,6,8-
Trimethyl-4-nonyloxypolyethyleneoxyethanol
(CAS 60828-78-6)

852G-200

Luer / XaG TNonnnponunex / polypropylene Reflex Medical, Knraii / | 100%
China
Profax 6523

13. JAHHBIE O MAPKHPOBKE MH H ET'O YIIAKOBKE [ 13. DATA ABOUT LABELING OF MD AND ITS PACKAGING
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YnaxoBka DATA ABOUT LABELING OF MD AND ITS PACKAGING
WuTpoablocep, paciuMpuTens W MPOBOAHMK ynakoBaHsl B JjoTok w3 | Packaging

NOAM3THIIEHA BLICOKO# IUIOTHOCTH. The steerable sheath, dilator, and guidewire are packaged onto a HDPE
Usnenns v noTok 3anevaras! B nakeT Tyvek H nomeweHsl 8 kopobky | card.

MENIOBAHHbIM KapTOHOM M3 GeneHoii cynbarHoit uenmonossl (SBS). | The devices and packaging card are sealed in a Tyvek pouch, and placed in
Kopobku (SBS - 6enenas cynbarthas ueanmonosa) SBS nomewatorcs 8 | a Solid Bleached Sulfate (SBS) box. The SBS boxes are placed into a
kopo6Ky M3 roppHpOBaHHOrO KapTOHa I TPAHCHOPTHPOBKH. corrugated cardboard box for shipping.

MaTtepHaibl HHAHBHAYAJILHOH YNIAKOBKH: Individual package materials:

KoMIIOHEHT YNAKOBKH MaTtepuan
Bepxuss uacts ynakosku | Tyvek 1073B. npoussoncrsa Oliver Healthcare
Packaging

Package’s component Material
Pouch, top Tyvek 1073B, mnf Oliver Healthcare
Packaging

HukHAR yacTb yNaKOBKH

Heition 100 GA BIAX /0.0007 LDPE
(nonan3THNEH Hu3KoA naoTHocTw) / 0.002 HDPE
COEX (nonusTHNEH BLICOKOH  IUIOTHOCTH),
npoussoactsa Oliver Healthcare Packaging

Pouch, bottom

100 GA BIAX Nylon/0.0007 LDPE/ 0.002
HDPE COEX. mnf Oliver Healthcare
Packaging

Ynakoeka ans TpyGok

HDPE (non#>THNEH  BBLICOKOW  IUIOTHOCTH)
Petrothene LR734001 win HDPE (noanstunen
Bhicokoit muotHocrn) Marlex HHM 5202BN,
npoussoacTsa CONTECH Medical, Inc

Tube packaging

HDPE Petrothene LR734001
Or HDPE Marlex HHM 5202BN. mnf
CONTECH Medical, Inc

TMoanoxka

Dren-6yreHossiii  cononumep—Alathon L5440,
npoussoacrea LyondeliBasell, xpacurens Genmii
11022-50, mnf Consolidated Polymers & Colors
Company, Inc.

Packaging card, hoop
insert
1007057

Ethene-Butene copolymer Alathon L5440,
mnf LyondellBasell

Ink White 11022-50, mnf Consolidated
Polymers & Colors Company, Inc.

Jepxarens

Iren-GyTeHonniit  cononumep—Alathon L5440,
npomnssoacrea LyondeliBasell, kpacutens Genwlii
11022-50, mnf Consolidated Polymers & Colors
Company, Inc.

Retainer strap, packaging
card
1007056

Ethene-Butene copolymer Alathon L5440,
mnf LyondellBasell

Ink White 11022-50, mnf Consolidated
Polymers & Colors Company, Inc.

Label printed pouch:

Paper Fasson Trans-Therm
2C/S246/404CK, mnf Avery Dennison

OTHKEeTKA

bymara Paper FassonTrans-Therm
2C/S246/40#CK, npoussoacrea Avery Dennison
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Vcnonb3osath o / Use by

[Jata nsrotosnenus / Date of manufacture

85F 8.5F (npocseT / lumen)

8.5F (npocBeT / lumen)

LARGE Bonblas / Large ( Tun kpmsmsHbl / deflection curve span)

(b COOTBETCTBMW C BapUaHTOM MUCMoIHeHNs) / (in
accordance with the execution version)

SMALL Manas / Small ( Tun kprsK3Hbl / deflection curve span)

(B COOTBETCTBUM C BapWaHTOM MCMonHeHus) / (in
accordance with the execution version)

MEDIUM CpegHss / Medium ( Tun KpvsusHbl / deflection curve
span)

(B COOTBETCTBUM C BApPUAHTOM MCNOHeHKMs) / (in
accordance with the execution version)
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Tpeaynpexaenue /
Caution

He nenons3o0BaTs, eciiu ynaxoeka oTkpbita / Do not use

opened

use if package is damaged

O6paTurech K KHCTPYKIHH Nno npuMenennio / Refer to the
instructions for use

L
A\
®
@ He HCMIONB308ATS NPH NOBpEXAEHNH yraxoskn / Do not
(1]
@

3anper Ha noeroproe npameHerne / Do not Re-Use

Bepeus ot enaru / Keep Dry
‘_:;'-“";:. He nonyckars posgeHcTaus conseunoro caera / Keep
o \ Away from Sunlight

Warorosntens / Manufacturer
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YNONHOMOYEHHbI NpeacTaBuTeNb B EBpOneiickom
LL"_I I coobuectse / Authorized Representative in the European
Community

IEIECMODES |EA| 4 4 (konn4ecTBo 3nekTpogos / number of electrodes)

LLTpmx Kog,/ Bar code

(» COOTBETCTBUM C BapUaHTOM UCnonHeHus) / (in

ttifesoa accordance with the execution version)
14. CPOK TO4AHOCTW, CPOK CNYXbbl, CPOK C/TY)XXbEbI 14. SHELF LIFE, SERVICE LIFE, DEVICE LIFETIME /
N3QENNA /MPOOAONXKXNTENABHOCTb NCMNONTb3OBAHNA DURATION OF USE
CpOK rofjHOCT U, CPOK CNY>K Obl Shelflife, service life
CpOoK rogHOCTM cocTaBnseT 1rof ¢ MOMEHTa CTEPUAN3ALMN YNAKOBKN. Shelf life 1year from the date of sterile packaging.

YCTPOWCTBO A0/MKHO 6bITh MCMONL30BaHO A0 AaThl «USE BY» (okoHuaHus Use the device prior to the “Use By” date on the package label.

CpOKa FoAHOCTH), YKa3aHHOW Ha yMnaKoBKe. e . L
P A )y y Service life is not applicable, device is single-use.

Cpok cny>6bl He NPUMEHUM, U3[eNne 0OfHOKPATHOTO MPUMEHEHUS.

15. ®OPMA BbIMNMYCKA, KOMMNEKT NMOCTABKW 15. REALISE FORM, HOW SUPPLIED

®opma Bbinycka Realise form o .
[IByHanpaBneHHblil MHTpoaslocep CARTO VIZIGO, aunararop u The Biosense Webster CARTO VIZIGO Bi-Directional Guiding Sheath,

: Sheath Dilator, Guide Wire are supplied in a card tray contained within a
MPOBOAHUK KOMMaHMKn Biosense Webster nocTaBnsoTCs B IOTKE, chevron pouch

KomnnekT noctaBKu The Biosense Webster CARTO VIZIGO Bi-Directional Guiding Sheath for
[ByHanpaBneHHblin uHTpogbtocep CARTO VI1Z1GO pgns obecneveHus provide access and manipulation to the heart, variation:
[JOCTYNa ¥ MaHUNYNSALMIA B CepALe, BapuaHT UCMONHEHUS: Bi-Directional Guiding Sheath - SMALL
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Jsyuanpaenesnnifi nutpoasiocep SMALL 8 cocrase:

- [iByHanpasneHHbl HHTPOABIOCEP, THII KpHBH3HB) — Manas (1,7 cm) — 1 wr.
: Pacwwupurens - 1 wit.;

- Mpoeoauuk ~ | wr.;

- HHCTpYKUMR No npUMEHEHUIO — | 1.

DNeyxanpasnentsil untpogpiocep CARTO VIZIGO ana obecneuenus
AOCTYHa W MRHHNYASUUH B CEpAUE, BAPHAHT UCMIONHEHHA:
Jleynanpasnennntii urtpoasiocep MEDIUM & coctase:

- ApyHanpaBneHHbifi HHTPOABIOCEP, THN KPHBH3HE — cpeanas (2,2 cm) - 1
WT.;

- Pacwmpurens - 1 wr.;

- fIporoannk - 1 wir,;

- UHCTPYKUNA 1O NMPHMEHEHNIO - | 1T,

Jeyuanpasnenustii uutpoavtocep CARTO VIZIGO ans ofecneuenna
AOCTYTia W MAHHIYISUAHA B CepAUe, BAPHAHT HCTIOTHEHKS:

BapHaHTB! HCTIONHEHHA:

JNaynanpasnenusiii uatpossiocep LARGE 8 cocrase:

- JlpyHanpaBneHHbiii KHTPOALIOCED, THI KPUBH3HLL — Gonbwas (5,0 cm) - 1
mT.;

- Paciupurens- | wit.;

- Mpogoanuk - 1 wir.;

- UncTpyxuusa no npumeHenuio - 1 WT.

- Bi-directional guiding sheath, deflection curve span — small (1,7 cm) — |

12
- Dilator - 1 pc.;
- Guidewire — 1 pc..

- Instructions for Use — 1 pc.

The Biosense Webster CARTO VIZIGO Bi-Directional Guiding Sheath for
peovide access and manipulation to the heart variation:

Bi-Directional Guiding Sheath - MEDIUM

- Bi-directional guiding sheath, deflection curve span — Medium (2,2 cm) —
1 pc.;

- Dilator - 1 pc.

- Guidewire - | pc.

- Instructions for Use - 1 pc.

The Biosense Webster CARTO VIZIGO Bi-Directional Guiding Sheath for
provide access and manipulation to the heart variation:

Bi-Directional Guiding Sheath — LARGE

- Bi-directional guiding sheath, deflection curve span — Large (5,0 cm) - 1
pc.;

- Dilator — 1 pc.;

- Guidewire - | pc.;

- Instructions for Use — 1 pc.

16. TIEPEYEHL MATEPHAJIOB XHBOTHOI'O H
YEJIOBEYECKOI'O TIPOMCXOXIEHHS
Jeyuanpasnenui#i nurpoastocep CARTO VIZIGO ana obecnevenus
JOCTYNA K MAHAMYJIAUME 8 CEPALIE HE COACPXKUT NPOAYKTOB XKHBOTHONO WK
HENOBEHECKOTO NPONCXOMKACHHA.

Heyuanpaenennniit  unTpogstocep CARTO VIZIGO ana ofecnedenus
JOCTYNa W MaHUNYNAUME B Cepaue He COACPMHT NPOM3BOAHMIX

(HJIH)

16. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
ORIGIN

The CARTO VIZIGO Bi-Directional Guiding Sheath for provide access
and manipulation to the heart does not contain animal or human origin.

The CARTO VIZIGO Bi-Directional Guiding Sheath for provide access
and manipulation to the heart does not contain any human blood
derivatives.
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HENOBEYECKOH KPOBH.

17. METOJBI H CPEJACTBA JE3UH®EKIUH H |17. METHODS AND APPARATUS FOR DISINFECTION AND

NMPEACTEPWIH3ALIUOHHOH OYHCTKH STERILIZATION CLEANING

He npumeHumo. Not applicable.

18. TPEBOBAHMSA BE3OINNACHOCTH 18. SAFETY REQUIREMENTS

Hpedocmepesncenun Warnings

e 3anpemaerca Kakum-niuGo obpazoM  moanpuumposats  aauHoc | @ Do Not alter this device in any way.

YCTpOicTBO. ¢ Do Not immerse the proximal handle or cable connector in fluids;

¢ 3anpemaercs NOIPYXaTh NPOKCHMANBHYIO PYKOATKY MaM kaGenbHuiil | electrical performance could be affected.

pasheM B JKHUAKOCTH; 3TO MOXET NORIMATL Ha pabory anextpuueckohi | e Do Not expose the sheath to organic solvents such as alcohol. Doing so
CHCTEMBI. may compromise the structural integrity of the device and/or lead to device
e 3anpemaeTca AONYCKaTh BOIACHCTBHE Ha MHTpoOAbIOCEp oprannueckux | failure.

pacteoputeneif, Hanpumep, cnupta. HeBumonHenue nanHuiX MHCTPYKWHA { @ The sheath is intended for single use only. Do not resterilize and reuse the
MOXET HapYWIHTh KOHCTPYKUMOHHYIO UEJIOCTHOCTH ycTpofictea B (mm) | sheath. Reusing, reprocessing or resterilizing this device may compromise
NPUBECTH K NIONIOMKE YCTpoiicTsa. the structural integrity of the device and/or lead to device failure.

o UuTpoasiocep NpeaHa3HAYEH TONBKO s OAHOPA3’oBOro HCMomb3osaHuA. | « Do Not route pacing to the electrodes of the sheath.

[TobTOpHas CTEPHAM3IAUMA ¥ NOBTOPHOE HCMONB30BAHWE MHTPOALKCEPA | ¢ Each physician must apply the information in these instructions according
Janpewiensi. [OBTOpHOE HCNOAL3OBaHME, TNOBTOpHAs obpaGoTka waM | to professional medical training and experience when using the device for
MOBTOPHAaA CTCPHAW3AUMA JAHHONO YCTPOHCTRA MOFyT HapywHTsb | transseptal accecss.

CTPYKTYPHYIO LENOCTHOCTh YCTpOiCTBA ¥ (HAM) MPUBECTH K MONOMKE | o Before using the CARTO VIZIGO sheath, completely read and
ycTpo#cTBa. understand these Instructions for Use.

¢ JanpewaeTcx HANPaBNIEHHAS HA 3MCKTPOAB! CTHMYIAUMA UHTPOABIOCEPA. | o Maintain continuous hemodynamic monitoring throughout the procedure.
* [lpu scnons208aHUH AAHHOTO YCTPOACTEA ANA TPAHCCENTANLHOMO IOCTYRA | o Always observe acceptable hemodynamics prior to advancing the dilator
KX AR Bpay obszan NPHMCHATDL umbopuauulo, coacpxamyioca B | or any other componcnt‘

MHCTDYKUHH, B COOTBETCTBMM C MPOPECCHOHANEHON MEAHUMKCKON | o Always withdraw components and aspirate slowly to minimize the

kBanKHdukauueh H ONHITOM. vacuum created during withdrawal.

o llepen mpumenenuem untpoasiocepa CARTO VIZIGO sHuMatenbo | o From the sideport only, aspirate all air prior to fluid infusion.

npounTaiite BCI0 HHCTPYKUMIO NO NPHMEHENHIO JAHHOTO H3JENHA.  Provide continuous heparinized saline infusion while the sheath remains

e [Toaaepxneaiite HenpephiBHOEC HAONIOACHHE 3a MOKAIATEAAMH WH3IHEHHO | in the vessel.

BAXHLIX TEMOABHAMMICCKHX PYHKIMHA. Precautions

o Mepes NPOABHXEHHEM AMNETATOPA MM MOBOTO APYTOr0 KOMIOHEHTA | « Carefully reading the Instructions before use of this device will help
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BCErZa NMPOBEPANTE NrCMOAHHAMHMECKNE NOKA3ATENH.

o [Ipy w3BnCUEHMH KOMMOHCHTOB M acnMpaltiW BLINONHARTE NpOUCAYPY
MCAIEHHO, YTOOM MHHMMM3HpPOBaTh OOpa’OBaHHE BAKYYMA NpPH AaHHBIX
AclicTBHAX.

o IpoBOANTE ACTHPAUHMIO BCErO BO3AYXE A0 BAMBAHHA KHAKOCTH TONBKO
yepe3 60koBol NOPT.

o ObecneysTe  HEMPEPHIBHOC  MPOMBLIBAHHE  TEMAaPHHWIHPORAHHBIM
$PU3UONOrHUECKHM PACTBOPOM, NTOKA NPOBOAHHUK OCTAETCA B COCYC.

Mepw IIpedocmopoxcnocmu

+ BunmarebHo nipounTaiite HEcTpYKitHio no npuMeneHuio JaAHHOIO
yCTpo#icTBA — ITO MOMOMET YMEHLUINTL HOTEHUHATLHbIC PHCKH H
OCROKHEHNH.

« He nsiTaiiTech BBECTH KATETEP ¢ Pa3MEPOM AUCTANLHOIO KOHYHKa HIH
macdTa Karerepa Gonee 8,5F, kak 3TO yXa3aHO Ha 3THKETKE M3JCNHA.
Hesrinonxenue JasHOro YKa3aHHA MOXET HapYIWHTD
KOHCTPYKLMOHHYIO UENOCTHOCTL MHTPOALIOCEPA WIH MPHMEHACMOIO
ycTpoiictea M (MIM) OpMBECTM K MOAOMKE  HCNONBL3YEeMOro
UHTPOASIOCEPa WM YCTPOHCTBA.

» JlpyHanpaenentbiii narpoastocep CARTO VIZIGO xomnanun Biosense
Webster pazpaGoTan A3 COSAMHEHHA TONBKO ¢ AWIATATOPOM, KOTOPhIH
HaxoAuTca B NaHHOH ynaxoBke. HempaBibHOE NMPHMEHEHHE MOXET
MPHBECTH K CEPLEIHBIM OCTOKHEHUAM.

+ He nuiTalitechb NPUMEHATL C MOCTABACHHHIM AWNATATOPOM TOHKHHA
nposoaHuUK aHameTpom Gonee 0,081 cm (0,032 mofima). Hesninonnenue
BAHHOTO YKA2aHHA MOXKET HAPYUINTh KOHCTPYKUHOHHYIO LENOCTHOCTb
AUNATATOPA MAH TIPOBOAHMKA ¥ (MNH) NpPUBECTH K ONOMKe
HCNONB3YEMON0 HHTPOABIOCEPa MK NIPOBOAHUKA.

e flepen BBeacHneM yCTpo#icTea B COCYAMCTYI0 CHCTEMY DIALHEHTA
Heobxoaumo NPeABAPHTENBHO cobpatb  ABYHanpaBNCHHBIA
HHTPOABIOCEP ¥ AUNATATOP.

» Hcnons3yire peNTreHOCKOMMIO ¥ (M) WHTPAKApAHANBHEIA YALTPasByK
/1A HaBRIOACHHA 32 NPOABHXCHHEM KATETEPA M H3BNCYCHUEM KaTeTepa
H3 MuTpoAblocepa. Heofxoaumo OCTOPOXHO — MaHHNYANMPOBATH
KaTeTepoM BO HibexKaHHe MOBPEKACHHS, nepgopauny UAH TAMOOHAAL

to reduce the potential risks and complications.

«» Do Not attempt to insert a catheter having a distal tip or body size larger
than 8.5F as indicated on that product label. Doing so may compromise
the structural integrity of the sheath or the device being used, and or
lead to the failure of the sheath or device being used.

« The Biosense Webster CARTO VIZIGO Bi-Directional Guiding Sheath
is designed to interlock only with the dilator included in this package.
Misuse may result in serious complications.

« Do Not attempt to use a guidewire larger than 0.032 inches in diameter
with the dilator provided. Doing so may compromise the structural
integrity of the dilator or the guidewire, and or lead to the failure of the
sheath or guidewire being used.

« Prior to inserting the device into the patient, pre-assemble the steerable
sheath and dilator.

»Use fluoroscopy and/or intracardiac ultrasound to monitor the
advancement of the catheter and removal of the catheter from the
sheath. Move the catheter carefully to avoid cardiac damage,
perforation, or tamponade. If resistance is encountered, do not use
excessive force to advance or withdraw the catheter through the sheath.

« Use fluoroscopy to monitor the devices exiting the sheath to minimize
the risk of cardiac perforation or tamponade.

» Follow the manufacturer’s recommended instructions for use for any
device used with the CARTO VIZIGO Bi-Directional Guiding Sheath.

+ During insertion, use caution not to create excessive bends that may lead
to crimps in this device.

» Use best practices for inserting or retracting any device at the hemostatic
valve. Monitor any potential air entrapped, and completely aspirate any
observed air out of the side port.

* Use best practices for irrigation to minimize the potentiai for thrombus
formation.

« Do Not remove dilator or catheter rapidly. Damage to hemostatic valve
may occur.

» indwelling percutaneous sheath should always be supported with a
catheter. The sheath is not recommended to dwell in intracardiac space
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cepaua. [pH HanWuuH conpoTHRNEHHA He nMpunarafite MIGLITOUHYIO
CHAY JJTA NPOABIKEHHA MU YAANCHHA KaTeTepa Yepe3HHTPOABIOCED.

* [Ipu HCNONBE30BaBHK MOOKX YCTPOACTE COBMECTHO ¢ ABYHANMPaBACHHHIM
untpoabtocepom  CARTO  VIZIGO—<cneayiire  peKOMCHOALMAM
NPOM3BOAMTENA, H3N0XCHHBIM B UHCTPYKLHM 110 MPHMEHEHHIO.

«Bo BpeMs BBEAEHMA MPHMMTE MEpH TNPEAOCTOPOKHOCTH, 4TOGH He
CO3/aTh 4Ype3MepHble H3rnObl JAHHOrO YCTPOHCTBA, KOTOPHIC MOryT
NPUBECTH K MEPEKATHAM.

o [pumensiite Ny4luHe NPAKTUKW BBEACHHA MW UIBACHEHHA MOOHX
yCTpoHcTB  uYepe3  remMocTaTWueckmit  knanai.  Orcaexueaiite
NOTEHIHANLHOE MOABNEHHE MNY3HIPLKOB BO3AYXa M APOBOANTE WX
NOJHYIO aCTIHPauUAIo Yepe3 Gokoroit Nopr.

» Ucrionb3y#ite HaunyvnWe METOAN MpPpHraldM Uil MHHHMH3aUHB
NOTeHUHMANBHOFO 00pasoBaHus TpomGoB.

* Janpemaerca GLICTPO H3BNCKATH KATCTSp AW AMNATATOP. ITO MOXET
CTaTh NPHYHHOA NOBPEKACHUS MEMOCTATHYECKOTO KNlanaHa.

* [IpebsiBanne  4PeCKOXKHOIO  MHTpOALIOCEpA  Beeraa  chaeayer
noaacpxuBaTh  KarerepoM. He  pexoMengyerca  laaepxwearsh
UHTPOABIOCCP B  HHTPAKAPAMANLHOM MPOCTPAHCTBE B TEYEHHE
NPOACIKKHTERLHOTO NEPHOAA BpeMeHH §e3 NOAACPKKA AHAATATOPA HIH
CepACYHOro KaTeTepa.

* Hencnons308aHWe CTHAETA A4 TPAHCCENTaNLHOA HWINIBI MOXET BH3BaThL
3aTpPyAHEHHE  NpPOABHXEHMR MM W CTaTh  NpUYMHOH
HEMPEAHAMEPEHHOTO NPOKONA MINOH AMNATATOpPa M MpPOBOAHMKA B
cBope HAN cpe3aHue cioA ¢ BHYTPEHHEH NOBEPXHOCTH AWAATaTOpa.

oI5 MHMHMMH33LUMM  TIOTEHUMANLHOrO OOpasoBaHHA Bakyyma B
NPOBOIMKKE H3BNEKAHTE KOMINOHEHTH ¥ 3aMCHSITE KaTeTEP MEIVICHHO.

» [TpoBOAMTE aCNHPALMIO MEANICHHO H TONLKO Yepe3 GokoBoH NopT.

» Heo6xonMMO XpaiiHe OCTOPOXKHO MaHWAYAHPOBaTh YCTPOWHCTBOM BO
u30exaHue NOBPEXACHHA, Nephopatld HNH TAMIOHAOH CEpAuA.
[TpoABIDKEHHE KATETEPa YEPE3 MHTPOALIOCED W pasMellleHHe €ro
CNEAyeT OCYIIECTBAATH, INpHMEHNA  KOMOMHAWMIO  NOCTYNHBIX
BUYANILHBIX CPEACTB HaOMOACHHA, PEHTTEHOCKONWH M {Min)
HHTPaKapAUaNsHOrO  yneTpassyka. MHTpakapananbHble CHrHanbkl He

for extended periods without a supporting dilator or cardiac catheter.

» Failure to use the stylet for transseptal needle may inhibit advancement
of the needle and may result in inadvertent needle puncture of the
dilator/sheath assembly or skiving of material from the inner surface of
the dilator.

+ To minimize the potential for creating a vacuum in the sheath, remove
components and make catheter exchanges slowly.

« Aspirate slowly, only from the sideport.

« Careful manipulation must be performed in order to avoid cardiac
damage, perforation, or tamponade. Catheter advancement and
placement through a guiding sheath should be done using a
combination of visual aids available, fluoroscopic guidance and/or
intracardiac ultrasound. Intracardiac signals are not recorded from
clectrodes placed on the sheath. In addition, extra care should be taken
while inserting, aspirating, and manipulating the guiding sheath.

« The sheath should not be manipulated in the heart without a device
extending from its distal tip.

» Inject or saline flush only from the sideport.

« Centain conditions may require special consideration when using this
product. These may be, but are not limited to enlarged aortic root,
small left atrium, marked right atrial enlargement, marked distortion of
the thorax configuration (i.e., kyphosis or scoliosis).

+ STORE IN A COOL AND DRY PLACE. STORE AWAY FROM
SUNLIGHT.

* Product should be stored in an area that is 5°C to 25°C.

« This device is intended for one time 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. Also, 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 infectious disease(s) from one patient to
another.

« Contamination of the device may lead to injury, iliness, or death of the
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3aNKCHIBAIOTC ¢ MEKTPOAOB, Pa3MEWICHHBX Ha nposoaHuke. Kpome patient.
Toro. cneayer cobmoaats ocobyio octopoxsocTs npu 8eeacHun, | * Ultrasound images may have visual noise in certain viewing angles when
ACMIMPALIMH ¥ TPOABHXEHUH HHTPOABIOCEPA. aimed to the sheath.

+ 3anpeimaeTca NPOBOAMTE MAHHIYJALUMH WHTPOALIOCEpOM B cepaue Ges
YCTPOHCTBA, BHCTYNAIOWICTO K3 €10 AHCTANBHONO KOHLA.

» BeinofKaiiTe HHBEKUNH WIH TPOMBIBAHHE PUIPACTBOPOM TONKKO Hepes
Goxosoil nopT.

»[lpu npUMeHeHUM AAHHOTO M3JENHA ONPEACNEHHLIC YCIIOBHA MOIYT
notpeGosarth ocoboro BHUMauua. B uncne npouero 310 Moryt 68iTs:
YBEJIMMEHHBI KOPCHb Q0PTH, MANCHLKOE JIeBOE  MpeAcepane,
BLIDAXXEHHOE  YBE/HMEHHE TIPaBOro  MPEACEPAMA.  BLIPaKeHHAA
AedopMauns rpyaHOTo oTAeNa (HANp., KH(O3 UK CKONNO3).

* XPAHUTH B CYXOM MPOXJAJHOM MECTE. BEPEYL OT
BO3JAEACTBHA COJIHEYHOI'O CBETA

* Usnenue cneayeT XpaHnTs npu remnepatype or 5 °C ao 25 °C.

« lanHoe HM3AeNME  NPEAHA3HAYEHO TOABKO ANA  ORHOKPaTHOIO
npumenenua. [losTopHoe ucnoabiosanue, nopTopHas ofpaborka u
MOBTOpHaA CTepwiM3aipia sanpeniesni. [loBTOpHOE HCNOML3OBaHHE,
o6padoTKa WNH CTEPHAH3ALWA MOTYT HapyLIMTh KOHCTPYKUHOHHYIO
LEAOCTHOCTS YCTPOHCTBA WITH IIPHBECTH K MONOMKE YCTpOHCTBA, YTO, B
CBOIO OYEpeab, MOXKET CTaTh NPHUMHOH Tpasmul, 3abosiesaHna Wau
cMepTH nauuenTa. Taxke mnosTopHas 00paboTka MAH NOBTOpHAs
CTEPHIM3AUWA  YCTPOACTB OAHOPA3OBOrO HCTIONB3OBAHHA MOXET
CO3RaTH PUCK 3apaxeHMA M (MIW) NPHBECTH K KHOHMUMPOBAHWIO
nauMeRTa Mbo nepexpecrHoMy HHGUUMPOBAHHMIO, BKTIOYAN, HO HE
orpaHMuueasch, nepepaucii wHdexunonnoro 3abosiesaHua OT OAHOrO
NaLHEHTa APYroMy.

* 3arpasHeHHe yCTpoHicTBa MOXET CTaTh MPHYHHOH TPaBMBbl, 3a00NEBaHHA
WIH CMEPTH NALACHTA,

* VAbTPa3BYKOBHE CHHMKH MOMYT CTaTh NMPUMHHOH BH3YANbHBIX NOMEX
NoA ONpefeNCHHBHIME YINaMH PacCMOTPEHHA APH HANPABICHHM Ha

HHTPOABIOCEP.
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19. COBMECTUMOCTb C MPT

He npumeHumo. [ByHanpaBneHHbll nHTpogbtocep CARTO VIZIGO gns
obecneyeHns pocTyna W MaHMNynauuMidi B Ccepaue He  ABNseTcs
UMNNAHTUPYEMbIM YCTPOMNCTBOM, UM €ro Mcrnonb3oBaHue B cpege MPT He
npegnonaraeTcs.

20. U H®OPMAUWMA O NEKAPCTBEHHBIX MPEMAPATAX U
nnn) eAPMALEBTUYECKNX CYBCTAHUMAX B COCTABE

MU

He npvmMeHumo. W3genvie He COAepXWUT NeKapCTBEHHbIX MpPenaparoB Wau
(hapMaLeBTUYECKNX CYBCTaHLMA.

21. OMNCAHWME METOOA CTEPUNN3ALNN

MeTog cTepuin3aunn: r3TUIeHOKCUA,

dta Ba/mpaums 6blna NpoBefeHa B COOTBETCTBMM €O CTaHgapToMm ISO
11135; ANS1/AAMI/ISO 10993-7 n [EeMOHCTPUPYeT, 4YTO YCTPONCTBO
CNOCO6HO CTepunM3oBaTb KOH(Urypauuio MakcuManbHON Harpysku (6
nogAoHoB) ans Vizigo 4O MUHUMAIbHOTO YPOBHA rapaHTUM CTEPWUIbHOCTU
(SAL) 1 X100

22. YC/IOBWA TPAHCIMOPTUPOBKW N XPAHEHNA

Ycnosusa XpaHeHnA

Temnepatypa OT1 +5°C pgo +25°C

ATMmOC(epHoe faBfieHue 1010+10rMa

BnaxHocTb 20-60%
Ycnosnsa TpaHCNOPTUPOBKM

Temnepat>'pa OT1 0°C po +40°C

ATMOC(epHOe aaBneHme 1010%10rMa

BnaxHocTb 20-60%

23. MOPALOK 7 YCNOoBUN4A YTUITN3AUUN nnn
YHUNYTOXEHUNA mn

Heucnonb3oBaHHbIe W3[eNUs, a TaKKe YMNakKoBKa, KOTOpble He UMenu
KOHTaKTa C BHyTpeHHel cpeaoii, 6MON0rMYecKUMm XUAKOCTAMIU 1 KPOBbIO,
nognexar yTUIM3auMM B COOTBETCTBMM C MpaBMiamMu 00palleHus Kak ¢
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19. MAGNETIC RESONANCE IMAGING (MRI) COMPATIBILITY

Not applicable. The VIZIGO Guiding Sheath is not an implantable device
and use within an MRI environment is not anticipated.

20. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Not applicable. MD does not contain medicines and (or) pharmaceutical
substances.

21. DESCRIPTION OF STERILIZATION METHOD

Sterilization method: ethylene oxide.

This validation was conducted according to 1SO 11135; ANSI/AAMI/ISO
10993-7 and demonstrates that the facility is capable of sterilizing a
maximum load configuration (6-pallet) for Vizigo to a minimum sterility
assurance level (SAL) of 1x 10

22. CONDITIONS OF TRANSPORTATION AND STORAGE

Conditions o fstorage

Temperature from +5°C to +25°C
Atmospheric pressure 1010+10hPa
Humidity rate 20 - 60%
Conditions oftransportation

Temperature From OT to 4-40T
Atmospheric pressure IOI0ilOhPa
Humidity rate 20 - 60%

23. MD DISPOSAL RULES AND CONDITIONS

Unused products, as well as packaging, 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.



6e30NacHLIMH  OTXOJaMH, TNPUHSTHIMH B MEAHLIHHCKHX YUPEKACHHAX H
rocyAapCTBEHHbIMH TPEOOBAHHAMM. The used products, as well as packaging. which had contact with the
Mcnonb3oBaHHbie W3IENHs, 3 TAKOKE YNAaKOBKA, KOTOpbie WMEM KOHTAaKT ¢ | internal environment, biological liquids and blood are subject to a
BHYTPEHHEi Cpeoi, GHONOrMYECKMMH KUAKOCTAMH M KPOBLIO, Moasiexar | utilization according to the rules of hazardous waste handling in medical
YTHM3ALUKH COFNIACHO € MPaBHIaMHK 0OpaLUEHHs KaK C ONacHBIMM OTX0/1aMH, | institutions and according to the state requirements.

NPUHATBIMH B MEJMUMHCKMX  YYPeXIEHHAX M  rocyaapctseHHbiMM | In the case of expiration date or damage to the packaging, the products are
TpeOOBAHUAMH. also subject to disposal.

B ciyuae HCTEYEHHA CPOKa FOAHOCTH WM NOBPEXACHHUA ynakosku usnenus [ In accordance with SanPiN 2.1.3684-21. used products belong to the
TaKoKe NMOIEXKAT YTHIIH3ALUMKH. hazard class of medical waste class B (epidemiologically hazardous waste).
B coorsercteun ¢ CanlTluH 2.1.3684-21 wucnonnzoBanHbie u3aenus | Medical waste class of unused product — A(epidemiologically safe waste,
OTHOCATCS K KJIAacCy OMACHOCTH MEAMUMHCKMX oOTxoaoB - kiacc b | similar in composition to MSW).

(3MHUAEMHUONOTHYECKH ONMACHBIE OTXOMB); HEMCIIONB30BAHHbIE MEAHLIMHCKHE
H3nenus K knaccy A (3rnMaeMHONOrHYeckl 6e30nacHble OTXO/Ib, N0 COCTaBY
npubaunxennble x TKO).

24. TAPAHTHH NPOU3BOAMTEJIS 24. WARRANTY

Omka3s om 2apanmuu u 0ZpaHuyenue omsemcmeeHHocmu Disclaimer of warranty and limitation of liability

Ha onucaHHble B HaCTOALIEM AOKYMEHTE OJIHO MJIM HECKO/bKO usaeauii He | There is no express or implied warranty, including without limitation any
JaeTCA HUKAKMX ABHBIX WM 110pa3syMeBacMbIX TapaHTuii, B ToM uucae, Ges | implied warranty of merchantability or fitness for a particular purpose, on
orpaHHuenHii moboii noapa3yMeBaeMoil rapaHTHH FroOHOCTH K npoaaxe Wi | the product(s) described herein. Under no circumstances shall Biosense
NPHIOJAHOCTH K KOHKPETHOMN LENH. Webster, inc., or its affiliated companies, be liable for any special, direct,
Hu npu kakux oBcrosrenscTsax komnauus Biosense Webster, inc. M ee | incidental, consequential. or other damages other than as expressly
(unMatbl HE HECYT OTBETCTBEHHOCTH 32 KakHe-nMGo dakTHueckue, npambie, | provided by specific law.

KOCBEHHble. MOGOYHBIE WAM ApyrHe yOBITKM, KpoMe sBHO ykasaHHbix B | Without limiting the foregoing, biosense webster, inc. Or its affiliated
JEeACTBYIOLIEM 3aKOHOAATEILCTRE. companies, shall not be liable for any special, direct, incidental,
Be3 orpaHMUeHHil YCTaHOBNEHHOTO Bbilite KoMnaHus Biosense Webster, inc. | consequential, or other damages, arising out of the reuse of any product(s)
uan ee ¢uauanbi He OyayT HECTH OTBETCTBEHHOCTH 3a Kakue-nu6o | labeled for single use or where reuse is prohibited by applicable law.
peansHbie. npsameie, KocseHHbie, n06ouHbe U Apyrue y6uITky, BuisBattbie [ The guaranteed shelf life is equal to the shelf life of the medical device,
MOBTOPHBLIM MCTIONB30BAaHHEM JIIOOBIX M3JENHH ¢ MapkHpoBKod «ans | subject to the integrity of the packaging and storage conditions in clause
0/]HOPa30BOrO HCMO/B30BAHMAY, WIH €CIH NOBTOPHOE HCNOAL30BaHHE | 22.

3anpeeHo ACAHCTBYIOUMM 3aKOHOAATEILCTBOM.

[apaHTHHHLIA CPOK XpaHeHWs paBeH CpoKy roaHocth MU npu ycnosum
COBNIOAEHHS LEOCTHOCTH YNaKOBKH H YCIOBHH XpaHEHHA B 11.22.
Onwucanua ¥ cneundukauny B neyaTHuix nybaukauusx komnanuu Biosense
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Webster, Inc., BK/tOYas

HaCTOSLLYHO

I'Iy6]'IVI Kayuto, ABNAKOTCA

NCKMHOYNTENBHO VIH(*)OpMaLI,VIOHHbIMVI MaTtepuanamn, U B HUX MNMpeaCcTaB/IEHO
TOJIbKO 06Lu,ee onncaHme n3genna Ha MOMEHT U3roToBneHUA, OHN HN B Koel
MeEpPe He ABMAKOTCA FapaHTMEVI N HEe BbIAAKOTCA B Ka4deCTBE rapaHTUN Ha

OnncaHHOE nsaenne.

25. MEPEYEHb MEXAYHAPOAHbLIX CTAHOAPTOB

CraHgapTbl
ASTMF1980

ISTA IG

ASTM D4332-14

ASTM D5276

ASTM F2096

ISO 11135:2014
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HanmeHoBaHMe
CTaHfapTHOEe PYKOBOACTBO MO
YCKOPEHHOMY CTapeHuto
CTepUIbHbIX 6apbepHbIX CUCTEM
AN MeANLMHCKUX N3aennii
TecTbl NPOM3BOAUTENBHOCTM 6€3
MOZEeNnpoBaHus
CraHpapTHaa npakTuka
KOHAULMOHNPOBaHWS
KOHTeliHepoB, NaKeToB WK
KOMMOHEHTOB YNakKOBKW A/15
UCNbITaHW
CTaHfapTHbIN MeToz
UCMbITaHWIA Ha NaJeHne
3arpy>XeHHbIX KOHTeHepoB
CBOOOAHBLIM NafeHNEM
CTaHAapTHbIN MeTo[
NCNbITaHUI ANa 06HapPYXXeHWS
KPYMNHbIX YTeYeK B yNnakoBKe
nyTeM CO34aHus BHYTPEHHEro
[aBneHuns (McnbiTaHne Ha
ny3blPbKK)

Crepunusayms MeanUMHCKONR
npogykummn. TpeboBaHns K

Descriptions and specifications appearing in Biosense Webster, Inc. printed
matter, including this publication, are informational only and meant solely
to generally describe the product at the time of manufacture and are not
made or given as a warranty of the prescribed product in any way.

25. INTERNATIONAL NORMATIVE STANDARDS

Standards

ASTM F1980

ISTA 1G

ASTM D4332-14

ASTM D5276

ASTM F2096

ISO 11135:2014E

Titles

Standard Guide for Accelerated Aging of
Sterile Barrier Systems for Medical
Devices

Performance of Testing of Shipping
Containers

Standard Practice for Conditioning
Containers, Packages, or Packaging
Components for Testing

Standard Test Method for Drop Test of
Loaded Containers by Free Fall

Standard lest Method for Detecting
Gross Leaks in Packaging by Interna!
Pressurization (Bubble Test)

Sterilization of health-care products -
Ethylene oxide - Requirements for the
development, validation and routine
control of a sterilization process for
medical devices



pa3paboTke, BaMAaUMH U
TeKYyUIEMY KOHTPOJIIO
CTEPHIIH3ALMH MEJHLIMHCKHUX
M3eHH OKCHIOM 3THNIEHA

ISO 11070

Sterile single-use intravascular
introducers, dilators and guidewires -

ISO 11070

Hutpoastocepsl, pacluupHTeny
M MPOBONOYHLIE MPOBOAHHKH
OAHOKPATHOIO NPHMEHEHHS
crepunbHbie - Penakuus |

ASTM F756-13

Standard Practice for Assessment of
Hemolytic Properties of Materials

ASTM F756-13

CranaapTHas NpakTHKa OUEHKH
reMoJIMTHYECKHX CBONCTB
MaTepHaios

ASTM F2382-

Standard Test Method for Assessment of
Intravascular Medical Device Materials
on Partial Thromboplastin Time (PTT)

ASTM F2382

CranaapTHblfi MeTON
MCNBITAHUHA ANA OLEHKH
MaTepHaioB BHYTPHCOCY AHCTHIX
MEAHUMHCKHX YCTPOHCTB Ha
4acTHYHOE TPOMOOIIaCTHHOBOE
Bpems (UTB)

ISO 10993-1:
2009 + AC:2-010

Biological evaluation of medical devices
- Part 1: Evaluation and testing within a
risk management process

1SO 10993-3:2014

Biological evaluation of medical devices
- Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity

ISO 10993-1:
2009 + AC:2-010

OueHKa 6MONOrH4ecKoro
NeHCTBUS MEAHLIHHCKHX
n3aenuii. Yacts 1. Ouenka n
HCCJIEA0BAHHUs B NpoLecce
MEHEDKMEHTa PUCKOB

I1SO 10993-3:2014

H3nenua meanuuHckue. Ouexka
OUOMOrHYeCKOro ACHCTBHA
MERMUMHCKHMX u3aenuii. Yacts
3. UccnenoBauue
M€HOTOKCHYHOCTH.
KaHUEPOreHHOCTH H
TOKCHYECKOTO AeHCTBHE Ha

I1SO 10993- S . ) .
4:2009/A1 Biological evaluation of medical devices
- Part 4: Selection of tests for interactions
with blood
ISO 10993-5: Biological evaluation of medical devices
2009 - Part 5: Tests for in vitro cytotoxicity
EN ISO 10993-
5:2009
ISO 10993-10: o . . .
2013 Biological evaluation of medical devices

- Part 10: Tests for irritation and skin
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PENpPOAYKTHBHYIO QYHKUHIO

1SO 10993-4:2009/A11

Hinenus meamuunckue. OucHka
OHOJIOTHYECKOTO NEHCTBUA
MeIHUMHCKHX H3eui. YacTb
4. UccneaosaHune u3acnu,
B3aHMO/IEACTBYIOLLMX C KPOBbIO

sensitization

ISO 10993-11:
2009

Biological evaluation of medical devices
- Part 11: Tests for systemic toxicity

1SO 10993-5: 2009

Buonoruyeckas oueHka

ISO 10993-12:
2012

Biological evaluation of medical devices
- Part 12: Sample Preparation and
Reference Materials, 2012

EN I1SO 10993- MEAHLHHCKHX H3aenuit. Yacts

5:2009 5. UcnuTanus Ha
LUMTOTOKCHYHOCTD in Vitro

ISO 10993-10: Ouexka 6nonornueckas

2013 MEJMLIMHCKHX K3aeauni. YacTb
10. INpobst Ha pazapaxeHHe K
AJINIEPrUYECKYIO PEaKLHIO KOXKH,

1ISO 10993-11: H3nenna meanunuckue. OueHka

2009 6HOJIOrHYEeCKOro AeHCTBHS.

Yacte 1 1. Uccnenosanus
00UIETOKCHYECKOTrO NCHCTBHS

ISO 10993-13:
2010

Biological evaluation of medical devices
- Part 13: Identification and
quantification of degradation products
from polymeric medical devices

1SO 10993-12: 2012

buonoruuyeckas oucHka
MEAHUMHCKHX u3aeaui. Yacts
12. lMpurorosneHue npod H
cTaHaapTHble 06pasubl, 2012

1SO 10993-13: 2010

OueHka 6uonoruyeckas
MeHLHHCKHX u3neauit. Yacts
13. Unentudukauns n
KOJIHYECTBEHHAA OLICHKA
NPOAYKTOB Pa3jIONKECHHA B
NOMHMEPHBIX MEAHLIKHCKHX
yCTpOicTBax

USP 151 Pyrogen Test

USP 661 Plastic Packaging Systems and Their
Materials of Construction

EN ISO Medical Devices - Application of Risk

14971:2012 Management to Medical Devices

ISO 594 Conical Fittings with a 6 % (Luer) Taper
for Syringes, Needles and Certain Other
Medical Equipment

EN ISO Medical Devices - Symbols to be Used

15223:2016 with Medical Device Labels, Labeling

and Information to be Supplied.
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USP 151

HcnuTanne Ha NUPOTEHHOCTH

USP 661

CucreMs NNACTHKOBOM
YNaKOBKK H MaTepHans! ANK UX
H3rOTORJICHHA

EN ISO 14971:2012

Hanenua MeauuMHCKME.
TTpaMeHeHHe MeHEAKMEHTa
PHCKA K MEAHLMHCKHMM
HIACTHAM

EN 1041:2008

Information supplied by the
Manufacturer of Medical Devices

1SO 594

Jerany cOeANHHTENBHBIE C
KOHycHOCThIO 6 % (Jioapa) ans
IAPHLEB, HIN K APYroTo
MEJIMIMHCKOrO 000pynoBaHus.

EN ISO 15223:2016

H3anenua MeHUHHCKHE,
CHMBOIH, NIPUMEHACMBIE NIDH
MapKHPOBAHHH MEAHUMHCKHX
n3enuit, Ha ITUKETKAX H B
CONPOBOAHTENLHOM
AOKYMEHTALIMY.

EN ISO 11607-1/
ISO 11607-2

Packaging for Terminally Sterilized
Medical Devices — Part 1: Requirements
for Materials, Sterile Barrier Systems
and Packaging System

Packaging for terminally sterilized
medical devices — Part 2: Validation
requirements for forming, sealing and
assembly processes

EN 1041:2008

Hzpenna MeAWLIMHCKHE,
Undopmauns, npeaocrapaneMan
mrotosureneMm - AMD: October
31,2013

EN ISO 11607-1/1SO
11607-2

YnaxoBKka MEAHLIHHCKHX
H3zienui, CTepUAH3YEMBIX Ha
3aBEPLIAIOLICH CTANHN
npoussoacTsa — Yacts 1:
TpeGoBanua xk MarepuanaM,
|GapeepHEIM cHCTEMaM ANS
CTEPUAN3ALIMH U YNAKOBOUHBIM
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CHCTEMaM

Ynaxkopka 2na MEAWLHHCKHX
M3OENKil, NOANeXKAIX
GURUITHOHA CTEPHITM3ALINN.
Yacrs 2. Tpebosanua k

MPEJCTABUTEJIA ITPOU3BOAUTEJIAA B POCCHH

NMPOHU3BOJIUTEJID:
«Baiiocenc Beberep, Huk.», CLLA Biosense Webster, Inc. 31 Technology
Drive, Suite 200, Irvine, California 92618, USA

YIIOJJHOMOYEHHBIH NMPEACTABUTEJD [IPOM3BOAUTEIS B
POCCHH:
000 «[Ixoucou & Jhxoucon», 121614, r. Mockea, yn. Kpuinarckas, a. 17,

kopn. 2.
Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878

RA-JNJRU-RZN@ITS.INJ.com

Ba/IMAALIHH NPOLIECCOB

(OopMHPOBAHHA, TEPMETHIALMH H

chopkn
26. HAHMEHOBAHHE 4] lOPH}IH‘lECKHfI AJIPEC | 26. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
NMPOUIBOANTEA MH H YHNOJHOMOYEHHOT' O | AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
Biosense Webster, Inc. 31 Technology Drive, Suite 200, Irvine, California
92618, 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-JN -RZN@ITS.INJ.com

Blosense Yobater, Inc. 2022

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



ITepesod ¢ an2Tuicko20 AT6IKG HA PYCCRWN A3bIK . .

CoriacoBaHo
Batiocenc Bebetep, Mk

Opraicaign
31 Texuonomku Hpaiie, Oduc 200, Hpeun, Kanndopumn. 92618, CLLIA

Anpec

JIupexTop NOAPA3AENCHUS NO PEANHIALIMY MIOOATEHOMR CTPATEruH,
OTAEN HOPMATHBHO-NPABOBOND PETYIHPOBAHNA

RonsxocTs

Hxoanu Yafitman

Panmunes, HMA
22/12/2022
Hava AAMMITIT

<OOANNCAHO>
Tlommcs

HHCTPYKIIUA IO TIPHMEHEHHIO
JABYHAMNPABJIEHHBIA HHTPOJABIOCEP CARTO VIZIGO JJIsA OBECIIEYEHHS JOCTYTIA M
MAHHUNYJISILUA B CEPALE
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HorapuyC um Mioe JOMKHOCTHOC IO, OPOPMATIONIES 13HHOE MTHCLMCHHOC YAOCTORCPCHME, YIOCTOREPAST BCKBOYHTENLHO
JAHMHOCTS JHUA, DOINHCARLLENO NOKYMEHT (K KOTOPOMY NMPITACGCTON HACTOALICS YAOCTORCPEHNMC) & HE BOPHOCTS, TOTHOCTS WM
AcHCTRHTEILHOCTS JAHHOND JOKYMCHTA.

<Jlororun: «baitocenc Bebcrep» Ballocenc Beficrep, Mux.
Tpynna xomnauni «Jhxorcon & JHKOHCOHN> éﬁw“"z"&”’“‘” [lpasin,
Mpeus, Kamspopnas, 92618, CLUA
www.biosensewebster.com

liTar Kanudopuns )
)
Owpyr Opmiax )

22 dexgdps 2022 ropa, ko Mue, Pxvapay [, Mepecy, HOTAPHYCY, anuno ssniacs [ixoann Yaivsan, KoTopan (0ATBCPARIA MHE HA OCHOBMLIM
AOCTATO4HBIX JOKMIATEIRCTS, UTO MMEHHO OM3 MOMIMCAIE JAMKMH AOKYMEHT M 4TO 310 G0 CACNAHO €10 B MIPEAERAX €e NOMHOMOYHOH
¥OMNETCHWIH, 8 TAKKe YT CSOCH MOANSICHIO MA AANHOM JOKYMEHTE AMLIO (MAW KOMMAHMA, OF MMCHH KOTOPOSt 012 AeiicTsyeT) odopMwno
HACTOMIIKN JOKYMCHT.

Byoywu oceecosaénnsiv o8 STOJOBHON OTBETCTBEHHOCTH 3A TNMPEJOCTARIEHHE 3ABENOMO JIOXKHEIX CBEREHHWA
COOMBLHICIEUH ¢ 2AK0KOOAMERSCMBOM mama Karwpopius, 8 noomeeprcodo mOYKOCMb ¥ BEPHOTING SLIIERPHSCOCHNOR undoprap.

CKPERIIEHO moeti noonucsio it cxymcebnok nexamex.

Lloanyes:___<popmucano>

PHYAPAT. NEPEC Piuapa I. Tlepec

< : ‘

ST~ Do, Hotapuyc — Knaudopuusn Horapaye

unsTa Oxpyr Opaume
o Kasoprure> JNiunewsun Ne 2342069
Cpox neficTann Mocil THUCHINY ACTCKMET

18 aunapa 2025 roas
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Eaftoceric BeSerep, Mi., 2022 1.
Crpammua I i |
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Ilepeson nannoOro TexcTa BLMONHEH nepesognkoM Bymenxopnim Heanom Baransesuvien.

L W

Poccriickas Geaepanns
Topox Mocxea
HAecaroro ausaps ABe THCHYR ABRANATS TPeTLEro roas

A, Bepeunit IOnus Hropeena, BPEMCHHO HCTIONHALOmMAR 0GA3AHHOCTH HOTApHYCa ropoaa Mockssl Kopeux
ghpm( ANexCaHAPOBHEI, CEHASTENECTBYIO NOMIMHHOCTS RORNMHCH nepesoyuKka Bymenkosa Hana
HTATHECBHYA, ’

Toanucs caenana s Moenm TIPUCYTCTBHH,
JiuunocTs noamcaBiero nokymexT YCTAHOB/NEHS.

L -
3apeructpuposato B peectpe: Ne 77/2139-0/77-2023- 9/)’{
YnnaueHo 3a cosepiuenue HOTapHaNbHOIO Ji creus: 400 py6. 00 xon.

P 10.H. Bepemnit

Bceero npowHyposato, nponymeposasto
H CKpeIUIeHO neyateio 63 nuct(a)(oB)

BPHO Horapuyca . . ..
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Poccaiickas Dencpanns
Topox Mockea
[lecTaaaMATOro AEBAPN ABE THICATH ABAANATL TPETHETO FOA
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