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April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instructions for Use for Diagnostic Catheters
-TEMPO AQUA;

-TEMPO,;

- HGH RLOW,

-INFINITI;

- NYLEX:

-SUPER TORQUE;

-SUPERTORQUE PLUS,

-SUPERTORQUE MB;

- Catheter Extension;

issued by Cordis Corporation are true and eorrect to the best of My knowledge.

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

A notary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document, to which
this certificate is attached, and not the

State of California truthfulness, accuracy, or validity of that
County of Santa Clara document.

On April 20, 2017, before me, ZHENG WANG, Notary Public, personally appeared Miguel
Auvila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that hy her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

1certify under PENALTY OF PERJURY under the laws of the State of California that the
foregoing paragraph is true and correct.

WITNESS my hand and official seal.
* o Al
ZHENGWANG r
Commission # 2105471 |
Notary Public - Califomia ~ z
Santa Clara County n
N

Zheng Wang, Notary Public My Conm Expires Apr 2, 2019

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM
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NHCTPYKUMA NO NPUMEHEHUIO
Instruction for Use

KaTteTepb JUAaTHOCTHYECKKE
Diagnostic Catheters

it TEMPO
( TEMPO AQUA
HIGH FLOW
INFINITI
NYLEX
SUPER TORQUE
SUPER TORQUE PLUS

Cordis Corporation /Kopauc KopriopeiLuH

Vice President, Global Quality and Regulatory Affairs/
Buue-Mpe3snaeHT no Fno6anbHbIM BONpocaM KayecTBa MpernameHTauuu

(pon>k HocT b/position)

Miguel Avila/ Murens Asuna

(nmsa/naTe)

(nodnuch/signature)

«20» Apr/Anpens 2017.

«feHb» mecal (undpamun) / «day» month (numerals)

«I‘Io,qTBepme,qaro TOYHOCTb, NMPaBUIbLHOCTb U NEPEBO Ha pyCCKVIVI A3bIK»

I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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NHCTpYKUWS N0 NPUMEHEHNIO

KaTETepr gnarHoctmyeckKkne

ONMMCAHNME

DESCRIPTION

Bbinyckaemble  AMarHOCTUYECKME — KaTeTepsl
Cordis umeloT pasfiMyHble pasMepbl Mo paH-
LLy3CKOW LUKasie W BapuaHTbl KOH(UrypaLmia.
3TN KaTeTepbl OCHaLLEeHbl aTpaBMaTU4ecKnUM
HaKOHEYHMKOM C BUTbIM WU HEBUTBLIM KOpny-
COM.

NMOKA3AHUNA

INDICATIONS FOR USE

[OunarHocTtnyeckme kartetepbl Cordis npefHa-
3HauyeHbl N8 AOCTaBKM PaAVMOKOHTPACTHOrO
BellecTBa K BblOpaHHbIM MecTaM COCYAMCTOM
CUCTEMBI.

MPOTMBOTIOKA3AHWNA

CONTRAINDICATIONS
Hewn3BeCTHbI.

MOBOYHbIE AEMCTBUA

COMPLICATIONS

BmeluaTenscTaa, COMPOBOXAAtOLLMECS
UPECKOXXHbIM  BBEfEHMEM  KaTeTepos,
AOMKHbI MPOV3BOAUTLCA TOMLKO Bpayamu,
0CBEJOM/IEHHbIMIN O BO3MOXHbIX OC/IOXKHe-
HMAX. OCMOXXHEHUA MOTYT pa3BMBaTbCA Kak
B npolecce MNpoBeAeHNs BMeLLaTe/bCTBa,
TaK 1 Noc/e ero 3aBepLUeHms.

MepeyeHb BO3MOXHbIX OCMI0XHEHWIA BK/IHO-
yaeT B cebs B TOM yuChe:

* Bo3ayLuHyto am6onuio;

» Ob6pa3oBaHMe reMaTombl B MeCTe MpoKo-
na;

* VIH(mumpoBaHue;

* Mepdopauyto CTEHOK cocypa.

yYCnosund nNPUMEHEHWA

CONDITIONS OF USE

[aHHoe MeauUMHCKOe u3aenne MNpUMeHs-
eTCs TONbKO B YCMOBUSX NEYEBHbIX U fe-
4eOHO-NPONNAKTUYECKNX — MEANLIMHCKUX
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Instruction for Use
Diagnostic Catheters

Cordis diagnostic catheters are available in a
broad variety of French sizes and configura-
tions. These catheters combine an atraumatic
tip with either a braided or non-braided body.

Cordis diagnostic catheters are designed to de-
liver radiopaque contrast medium to selected
sites in the vascular system.

Unknown.

Procedures requiring percutaneous catheter
introduction should not be attempted by
physicians unfamiliar with the possible
complications. Complications may occur at
any time during or after the procedure.

Possible complications include, but are not
limited to the following:

* air embolism

» hematoma at the puncture site

* infection
* perforation of the vessel wall.

This medical device is used only in the
conditions of medical and therapeutic in-
stitutions by qualified medical persormel.
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YUPEXAEHUA KBaNNULMPOBAHHLIM Meay-
LIVHCKVIM NEePCOHa/IOM.

Crocos NMPMMEHEHNA

DIRECTION FOR USE

Beeaute KateTep B KPOBEHOCHbLIN cOcyf B
COOTBETCTBUN C BbIOPAHHO METOANKON BBE-
[eHvs. Ona oMarHoCcTuyecknx (aHrmorpagu-
yecknx) KartetepoB Cordis pekomeHAayeTcs

Introduce the catheter into the blood vessel
using a vascular entry technique of choice.
PTFE coated guidewires are recommended
for use with Cordis diagnostic (angiographic)
catheters.

CNOMb30BaHNE MPOBOAHMKOB C MOKPbITUEM
PTFE.

Creungmkaumm
MpuBefeHHble HUXKe crieunduKaLmm 0THOCATCS
K afanTepy Katetepa (CM. puCyHOK 1).
1. MakcumanbHOe 3HayeHne JaBneHus
(chyHT/KB. AtoNiMm).
2. BHewHuii gnameTp Katetepa (F).
3. AnuHa KateTepa (Cm).
4. MakcuMasibHbIN AnameTp NPOBOAHUKA
(arorimbl).
LiBeT Hagnucy Ha afanTepe yKasblBaeT Ha pas-
Mep KaTteTepa no (hpaHLy3CKO LKae:
e 4F (1,35 mm) KpacHblif;
* 5F (1,65 mm) Cepbli;
e 6F (2,0 MM) 3eneHblif;
o 7F (2,3 Mm) OpaHXeBblii;
o 8F (2,7 MM) CunHuiA.

Puc. 1 Fig.l

MNPEAYNPEXAEHUA

WARNINGS

e [ocne OKOHYaHWSI KaXXAoW npoueaypbl
KaTeTepbl HEOOXOAMMO YTUNN3NPOBATb.
Ha CTpyKTYpHY LENOCTHOCTb W/vnn
(hyHKLMOHMPOBaHNE YCTPOIiCTBA OTPW-
LaTenbHOE BMSIHUE MOTYT OKa3blBaTb
MOBTOPHOE WCMOMb30BaHME U OYMCTKA.
Bce getanm upesBblvaiiHO TPYAHO OuK-
CTUTb MOC/ie KOHTakTa e buomarepuma-
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Speciflcations

The following specifications are identified on
the catheter hub (refer to Figure 1):

1. maximum pressure rating (psi)

2. catheter outer diameter (F)

3. catheter length (cm)

4. maximum guidewire diameter (in.)

The color of the hub printing indicates the cathe-
ter French size as follows:

* 4F (1.35 mm) Red

* 5F (1.65 mm) Grey

* 6F (2.0 mm) Green

e 7F (2.3 mm) Orange

e 8F (2.7 mm) Blue

Discard catheters after one procedure.
Structural integrity and/or function
may be impaired through reuse or
cleaning. All parts are extremely diffi-
cult to clean after exposure to biologi-
cal materials and may cause adverse
patient reactions if reused.
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NIOM, ¥ MpU NOBTOPHOM UCMO/Ib30BaHNM
Takve MPOBOAHMKM MOTYT MPUBECTU K
YXYALEHUIO COCTOSHNA nauueHTa.
MpenoxpaHsiiTe OT BO3AENCTBMS Opra-
HUYECKNX PacTBOPUTENEN.

He ucnonb3yiiTe KOHTpacTHble Bellle-
crtea Ethiodol nnu Lipiodol (Ethiodol n
Lipiodol sBnawTCA TOBapHbLIMU 3HaKa-
mu Guerbet S.A.) wam aHanornMyHble
npenaparbl, COAePXKalLMe KOMMOHEHTbI
3TWX MpenapaTos.

3anpelyaeTcs NoBbIWATb AaBfieHMe Tak,
4TOObI OHO BbIXOAWMO 3a Npejenbl Mak-
CYMa/IbHOr0 3HaYeHWs, YKa3aHHOro Ha
TOBapHOM AP/IbIKE W afanTepe.

MEPbBI MPEAOCTOPOXHOCTW
PRECAUTIONS

XpaHWUTb B TEMHOM CYXOM MPOX/1afHOM
MecTe.
He wncnonb3oBatb, ecivM ynakoBka OT-
KpbITa UK NoBpeXaeHa.
He wncnonb3oBaTb KaTeTep Mo ucTede-
HMM CpoKa FOAHOCTW, YKa3aHHOro Ha
ApNbIKe YNaKoBKM.
MoBTOpHasA CTepunn3aLms 3arnpeLleHa.
BosgelictBe  Temnepatypbl  Bbllle
+54“C MOXeT NoBpeAnTbL KOMMOHEHTLI.
Bo n3bexaHne NoBpexaeHns HaKOHeY-
HMKa KaTeTepa BO BpeMsi ero u3s/ede-
HUS U3 YNakoBKW BO3bMUTECH 3a ajar-
Tep 1 U3BNEKNTE KaTeTep.
CobntofariTe OCTOPOXHOCTb BO Bpems
N3BMIEYEHNS MPOBOAHMKA W3 KaTeTepa,
MNMEOLLLEr0 UCKPUB/IEHHDBIE YYaCTKM.
Bo wu3bexaHue CKpyyvBaHUA aHrumo-
rpamyeckmx karetepos 5F (1,65 mMm) n
KaTeTepoB MeHbLUMX pa3MepoB, a 0Co-
OeHHO KaTeTepoB (POpMe CBMHOMO XBO-
cTuka 4F (1,35 mm) fNFINITI, Bbinon-
HANTE JEeCTBUSA, NEPEUNCTIEHHBIE HIKE.
PacnpsaMuTe HaKOHEYHMK KaTeTepa B
(hopme CBMHOro XBOCTMKA TO/LKO C MO-
MOLLbIO AMAarHoCTUYECKOrO MPOBOAHN-
Ka WM BbINPAMUTENS HAKOHEYHVKOB,
ecM  NocnegHwWin  ucnonb3yetca.  3a-
MnpeLaeTcs pacnpaMaTb  HaKOHEUYHMK
PYKOWA.

2. [Mpopsuraiite kaTteTep MO MHTPOAbHOCE-
py (CSI) B neBblIli XKenyaouek ¢ nomo-

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

Do not expose to organic solvents.

Do not use with Ethiodol or Lipiodol
(Ethiodol and Lipiodol are trademarks
of Guerbet S.Al contrast media, or
other such contrast media which incor-
porates the components of these
agents.

Do not exceed maximum pressure rat-
ing printed on product label and hub.

Store in a cool, dark, dry place.

Do not use if package is open or dam-
aged.

Do not use the catheter if the “Use By”
date on the package label has expired.

Do not resterilize.

Exposure to temperatures above +54°C
may damage the catheter.

To prevent damage to the catheter tip dur-
ing removal from the package, grasp the
hub and withdraw the catheter.

Exercise care when removing guidewires
from multiple-curve catheters.

To prevent kinking of 5F (1.65 mm) and
smaller angiographic catheters, and spe-
cifically the 4F (1.35 mm) rNFINITI pig-
tail catheters:

1 Straighten the pigtail catheter tip only

with a diagnostic guidewire or, if applica-
ble, with a tip straightener. Do not
straighten by hand.

2. Use a guidewire when introducing the

catheter through the catheter sheath intro-
ducer (CSI) and into the left ventricle.
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LLIbHO NMPOBOAHMKA.

e C upe3BblYaitHO OCTOPOXHOCTbIO 06-
pallainTecb co BCemu KaTepamu 4F
(1,35 MMm) 1 KaTeTepaMu MeHbLUMX pas-
MepoB Mo (PpaHLy3CKOW LWKane. Henpa-
BU/IbHOE N HEOCTOPOXKHOE 0bpalLeHue ¢
3TUMW YCTPOMCTBAMWN BO BPEMSA UX W3-
B/IEYEHMSI U3 YMaKOBKU W MOArOTOBKU
MOXET OTpULIaTE/IbHO MOBAUATL Ha pa-
00Ty 3TUX YCTPOWCTB.

o T[lepeg uCMonb30BaHMEM MpPOMbIBaliTe
BCE YCTPOMCTBA, BBOAMMblE B KpOBe-
HOCHbI cocyf, CTePUNbHBIM renapuHu-
3/POBaHHbIM  (PU3MOSTIOTUYECKUM U
aHa/I0rMYHbIM M30TOHUYECKUM PacTBO-
poM.

 Korga karetep HaxoguTca B cocyam-
CTOW CUCTeMe, OH A0/DKeH ObITb 3anon-
HEH MPOMbIBHbIM PacTBOPOM WAN KOH-

TpacTHbIM  BellecTBOM.  [pofymaiite
BOMPOC MPUMEHEHUS CUCTEMHON rena-
PUHM3ALUN,

e [MpousBoauTe NPUHYAUTENbHYH OTKau-
Ky renapyvHU3npoBaHHOIO (3MONOrK-
YecKoro pacTeopa ¥ MPOMbIBaHME KaTe-
Tepa, MO KpaiiHeli mMepe, Yepe3 Kax/ble
[BE MUHYTBI.

FAPAHTUNHBIE OBA3SATE/IbCTBA

WARRANTIES

Mpon3soanTenb  rapaHTUPYeT  COOTBET-
CTBME AaHHOI0 MEeAMLIMHCKOrO M3aenus 3a-
SIBMEHHbIM XapaKTepucTukam B npeaenax
COXpPaHeHWs Cpoka rogHocTu (Cpoka Cco-
XPaHEHNs €ero CTepPWIbLHOCTW), NpW YycCno-
BUW, 4YTO cobntogaroTca TpeboBaHMA Npo-
13BOAMTENS, YKa3aHHble B MHCTPYKLUMKN NO
MPYMEHEHMIO.

Ha npoaykuuto Cordis, onvcaHHyt B [aH-
HOM My6nMKauuKW, He pacnpocTpaHsTCS
Kakve Obl TO HU ObINI0 SBHO BbIpaXeHHbIe
WM noapasyMeBaeMble rapaHTUW, B TOM
yuncne BKIKOYaroLLMe B ceba nobble nogpa-
3yMeBaeMble rapaHTUU FOAHOCTWU ANsi MPo-
[IOKA WA TapaHTUWM NPUrofHOCTU ANs Uc-
Mo/b30BaHMsA MO Ha3HauyeHMto. Hu npu Ka-
Knx obctosaTenbcTBax Cordis He HeceT OT-
BETCTBEHHOCTM 3a Kakue Obl TO HU 6bINo
npsiMble,  CllyYaliHble WM KOCBEHHbIE
YObITKM, KpPOMe TeX, KOTOpble MpsAMO
npefyCcMOTPEHbl B COOTBETCTBYHOLLEM 3a-
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Treat all 4F (1.35 mm) catheters and
smaller French sizes with ultimate care.
The performance of these products may
be impaired if not properly and cautiously
handled during unpacking and prepara-
tion.

Before use, flush all devices entering a
blood vessel with sterile heparinized sa-
line or a similar isotonic solution.

Keep the catheter filled with either flush-
ing solution or contrast medium while the
catheter is in the vascular system and con-
sider the use of systemic heparinization.

Forcibly aspirate and flush the catheter
with heparinized saline solution at least
once every two minutes.

The manufacturer warrants conformance of
this medical device to the declared charac-
teristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty,

including without limitation any implied

warranty of merchantability or fitness for a

particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein. De-
scriptions or specifications in Cordis print-
ed matter, including this publication, are
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KoHofaTenbCTBe. Hukakve nuua He ynon-
HOMOYeHbI MPeAcTaBnATb OT uMeHn Cordis
KaKyo-Mbo MHGopMaUMo UK rapaHTum,
33 UCK/NKOYEHWeM Cny4yaes, 0CO60 Oroso-
PEHHbIX B AaHHOM AOKyMeHTe. OnuvcaHus
WM TEXHUYECKME XapaKTepPUCTUKK, NPUBO-
AvMble B ny6nvkaumax Cordis, B TOM ymcne
B laHHOM, NpefHa3HayYeHbl UCKIOUNUTENBHO
N8 NpefocTaBeHns o6LLein HgopmMaumm
0 MPOAYKUMN Ha MOMEHT ee NMpOou3BOACTBA
M HU B KOEM CllyYae He SIBNAKTCA U3N0Xe-
HUEM rapaHTUIHbIX 06A3aTeNbCTB.

Kopnopaumsa Cordis He HeceT OTBETCTBEH-
HOCTW 33 Kakue-nnbo npsmble, Cry4vainHble
WA KOCBEHHble YObITKW, MNPUYNHEHHbIE
BC/IeiCTBME NOBTOPHOIO MCMO/b30BaHNSA ee

meant solely to generally describe the prod-
uct at the time of manufacture and do not
constitute any express warranties.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-
uct.

npoayKuum.

YCNOBUNA TPAHCIMOPTUPOBAHUA, XPAHEHNA U SKCIMNNYATALNA

CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MeanumHckme nsgenus Cordis MOryT TpaHc- Cordis medical devices may be transported
nopTMpoBaTbLCA BCEMM BUAaMU TpaHcnopTa B using all available modes of transportation in
KPbITbIX TPAHCMOPTHBLIX CPefcTBax B COOT- covered vehicles, according to the transporta-
BETCTBUM C MpaBunamMu MepeBo3KU rpy3oB, tion rules applicable to each transportation
[IEMCTBYIOLLMX Ha TPaHCMOPTE KaXKAoro Bu- mode, at temperatures ranging from - 40 °C
[a, npu Temneparype ot - 40°C go + 50°C to +50 °C and at 20% - 80% relative humidi-
OTHOCMUTENIbHOW BNaXKHOCTU BO3ayXa oT 20 % ty.

[0 80%.

MepgnumHekme wusgenuna  Cordis  LO/MKHbI
XpaHUTbLCA nNpu Temnepatype ot +15°C go +
25°C B MecTe, 3alMLLEHHOM OT MpPAMbIX
COJTHEYHBbIX TyYel.

MepanumHckme usgenus Cordis npu 3kc-
nnyatayum ctabusibHbl K BO3AENCTBUIO
KMMaTUYeCcKnX (hakTopoB npu Temnepary-
pe oT +32°C 10 +42°C 1 yCTONYMBbI K BO3-
[IeACTBUIO BMONOIMYECKMX YKNIKOCTEN.

Cordis medical devices should be stored at
temperatures ranging from +15°C to +
25°C, in a place protected from direct sun-
light.

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C
to +42 °C and to biological liquids.

CPOK rogHocTwH
SHELF LIFE

CpoK cOoXpaHeHus CTepuIbHOCTK - 3 roga. Sterility maintaining term - 3 years.
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YTUNN3AUNA/DISPOSAL

lMocrie MCnonb3oBaHMSA BCE WCMO/b3yeMble
KOMIMOHEHTbl U YMakKoBOYHble MaTepuasbl
MOMyT 6bITb MOTEHUMANIbHO BMONOrNYecKu
onacHbIMM. O6paboTka 1 yTuAmn3aums npo-
BOAWTCA B COOTBETCTBUM C MPUHATON Me-
AVLUVHCKON NPaKTUKOW, a TakXe B COOTBET-
CTBMM C MECTHbIMM, roCyAapCTBEHHbIMU W
(hefiepasibHbIMM 3aKOHAMKU M NONOXKEHNUAMMU.
V3genvs, WMeBLUME KOHTAKT C  KpPOBbHO
nvnn apyrumm 6MonornYecKUMn XKnaKo-
CTAMK, NOANEXaT YyTUAn3aumm Wunm yHu-
ytoXeHnto cornacHo CaHllMunH 2.1.7.2790-
10 (knacc B).Hewncnonb3oBaHHble M3aenns
(He “MeBLUME KOHTaKTa C KPOBbO M/vnn ¢
OMONOrMYECKUMM  XKUAKOCTAMM), B TOM
yucne C WUCTEKWWUM CPOKOM [OAHOCTH,
nogniexxar yTunmsaumm W/Vnm yHUUTOXe-
HUt0 cornacHo CaHlunH  2.1.7.2790-10
(knacc A).

After use all used components and packing
materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medi-
cal practice, and also according to local,
state and federal laws and provisions. The
products which had a contact with blood
and / or body fluids are subject to disposal
and / or destruction according to SanPiN
2.1.7.2790-10 (B class). Unused products
(which had no contact with blood and / or
body fluids), including those with expired
shelf-life, are subject to disposal and / or

destruction, according to SanPiN 2.1.7.2790-10
(Class A).

TEXHNYECKOE OBCNTY X XNBAHWE NN PEMOHT

MAINTENANCE AND REPAIR

[aHHble MeaVLMHCKNe N3AeNus - OfiHopa-
30Bble. TEXHUYECKOMY 0OCNYXXMBAHUIO U
PEMOHTY He Noj/iexar.

CMBO/JIbI
SYMBOLS

MponssoguTens

<

No KOMMNNeKTOB B KOPOOKe

REF Homep no kaTtanory
Lor Homep naptum

CpoK rogHocTu
30BaHMA

®
A

CTPYKLWMM MO NPUMEHEHNIO
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TonbKO ANsi 0AHOPA30BOro MCMO/b-

OcTtopoxHo! O6paTnUTECh K UH-

These medical devices are for single use on-
ly and are not subject to maintenance and
repair.

Manufacturer

nunits per box

Catalog number
Lot number

Use- By Date

Do not re-use

Caution
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YMO/THOMOYEHHbI

AnvporeHHo

He fonyckatb BO3aenCTBUSA CON-
HEYHOro cBeTa

bepeub OT Bnaru

He ncnonb3oBaTtb, €Cnm ynakoBka
noBpexaeHa

CTepunnn3oBaHo C NPUMEHEHNEM
3TUNEHOKCMaa

OcTopoXkHO! B cOOTBETCTBUM C
(heiepaibHbIM 3aKOHO4ATeNbCTBOM
CLUA paHHOe yCTpOMCTBO MOXET
NpoAaBaTbCs TOMbKO Bpavyamu Uim
Mo MX yKa3aHWIO.

MpeacTaBuUTENb B EBPOMENCKOM
coobuecTse

KaTeTep ¢ 60KOBbIMM OTBEPCTUSMM

3aKpbITbI KOHEL, ¢ 60KOBLIMI OT-
BEPCTUAMM

OTKpbITbIA KOHeL, — 6e3 6OKOBbIX
OTBEPCTUIA

OTKpbITbI KOHeEL, ¢ 60KOBbIMW OT-
BEPCTUAMM

CooTBeTcTBMe TPebOBaHWUAM K-
pekTuBbl EC

NnpeacTaBUTESb

NPON3BOANTENS Ha TEPPUTOPUN
PoccuiicKkoi defepaumi:
00O " [>XOHCOH & [I>XKOHCOH"

Poccuiickasn

Mocksa, yn.

nyc 2

Qepepauns, 121614, T.
Kpbinatckad, gom 17, Kop-

Ten. + 7 (495) 580 77 77;
dakc + 7 (495) 580 78 78
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Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use if package is damaged

Sterilized with ethylene oxide

Caution: Federal (USA) law re-
stricts this device to sale by or on
order of a physician

Representative in the European
community

Catheter with side holes

Closed end with side holes

Open end - No side holes

Open end with side holes

Compliance with the requirements
of the European Union (EU) Di-
rective

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, Moscow, 121614

Tel.:+ 7 (495) 580 77 77,

Fax: + 7 (495) 580 78 78
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NHCTPYKUWSA MO MPUMEHEHUIO
Instruction for Use

KaTteTepb JUAarHOCTHYECKNE
Diagnostic Catheters

« Extension Catheter

Cordis Corporation / Kopduc KopnopsiiwH
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NHCTpyKUmA no npumeHeHuto Instruction for Use
KaTteTepbl gnarHoctundeckune Diagnostic Catheters

OMNMNMCAHVE
DESCRIPTION

Bbinyckaemble AMarHocTMyeckme KareTepsbl
Cordis MMelT pa3ninyHble pasMepbl No paH-

LLy3CKOI1 LLIKane ¥ BapuaHTbl KOH(UIYpaLmid.

Kopnopauusa Cordis npou3BoauT KaTeTepHble

YASMHUATENN Pa3NINYHO KOHAUTypaLmm.

MOKA3AHWA

INDICATIONS FOR USE

KaTeTepHble  YA/MHWTENN  NPOU3BO/ACTBA
kopnopaumn Cordis npegHasHayeHbl ANs
NPUCOEANHEHMA aHTMOrpaginyeckoro Karte-
Tepa K MHbEKTOPY BbICOKOrO 1aB/EHUS.

MPOTUBOMOKA3AHWA

CONTRAINDICATIONS
He 06Hapy>KeHbl.

YCnosumA nPMMEHEHWNA

CONDITIONS OF USE

[aHHOe MeAULMHCKOE W3AeNNe NPUMEHS-
eTCsl TONIbKO B YCMOBUSIX NEYEBHbIX W ne-
4eGHO-NPOMUNAKTNYUECKUX  MEANLIMHCKIX
yupexxaeHuii  KBanMuUMPOBaHHbIM Meau-
LIMHCKMM NePCOHaOM.

Crnocos NPMMEHEHWA

DIRECTION FOR USE

Mpy1 HeO6XOAUMOCTY YANIMHUTL KaTeTep npu-
COEAMHUTE KOHEL, YANIMHUTENs C MeTamde-
CKMM BpalLaTeNnieM K MPOKCUMasibHOMY KOHLLY
KaTeTepa (xaby), NOBepHYB BpaLlaTesb Mo Ya-
COBOW CTpesike A0 ynopa. [N 0TCOeANHEHNS
YANVHUTENS MOBEPHMTE BpalljaTeslb NPOTMB
YaCOBOWA CTPESKM.
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Cordis diagnostic catheters are available
in a broad variety of French sizes and con-
figurations.

Cordis Catheter Extensions are available
in different configurations.

Cordis Catheter Extensions can be used to
connect the angiographic catheter to the
power injector. Cordis Catheter Exten-
sions are available in different configura-
tions.

Not detected.

This medical device is used only in the
conditions of medical and therapeutic in-
stitutions by qualified medical personnel.

When necessary to extend catheter please at-
tach the end of the extension catheter with the
metal spinning device to the proximal end of
the catheter (hub) by turning the spinner
clockwise until it stops. To detach the exten-
sion catheter rotate the spinning device coun-
terclockwise.
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MNPEAYTMPEXOEHNA
WARNINGS

MMocne BbINOMHEHUS OAHOW Mpoueaypsbl
KaTeTepHble YA/IMHUTENW CheayeT yTunm-
31poBaTh.

OuncTKa 1 NOBTOPHOE UCMO/Mb30BaHNE MO-
ryT OTpULATEeNbHO MOB/UATL Ha CTPYKTYpP-
HYH LeNOCTHOCTb U/Mn (PYHKLMOHMPOBa-
HKe ycTpoiicTBa. OUNCTUTL BCE AeTanu no-
CNle KOHTaKTa ¢ bGuomarepuaioMm 4pesBbl-
YaliHO TPYAHO, MO3TOMY MPU MOBTOPHOM
NCMO/Mb30BaHNM TaKuMe NPOBOAHWKN MOTYT
BbI3BaTb Y MauueHTa HeXenaTenbHble pe-
akunn. B cOOTBETCTBUM C 3TUM KOpropa-
umsa Cordis He HeceT OTBETCTBEHHOCTM 3a
Kakue-nnbo npsvMble UM KOCBEHHbIE
YObITKM UK yLIepb, CTaBLUME CNeACTBMEM
MOBTOPHOrO WCMOMb30BaHUSI KaTETepHOro
YONMHUTENS.

MpegoxpaHsiiTe OT BO3AENCTBUS OpraHu-
YECKUX pacTBOPUTESEN.

He wncnonb3yinTe KOHTPaCTHble BeLLecTsa
Ethiodol n Lipiodol (Ethiodol n Lipiodol
ABNAOTCA TOBapHbIMM 3Hakamu Guerbet
S.A)

MEPbBI NMPEAOCTOPOXHOCTWU
PRECAUTIONS

KaTeTepHbliA yaNMHUTENb CneayeT WC-
Nonb30BaTh [0 UCTEYEHMS| CPOKA FOAHO-
CTW, YKa3aHHOro Ha yrakoBke. lMoBTOp-
Has CTepuUnM3aLImM 3anpeLleHa.

BospgeicTere Temnepart }dbl Bbille +54 °C
MOXET MOBPeANTbL KaTETEPHbIA YAJ/IMHU-
TeNb.

BblHUMaTe KaTeTepHbIA YAIUHUTENb Y3
yNakoBKN 6epexHo, YTobbl n36exaTb no-
BpeXzaeHus. V3BneyeHne ObICTPbIMU W©
PE3KUMUN [BVKEHUAMUN MOXKET MOBPEAUTD
YANMHUTESb.

KaTeTepHblii YANMHUTENb [OMKEH ObiTh
MOCTOSIHHO 3amnoJiIHEH FenapuUHM3MPOBaH-
HbIM (D3M0NIOTMYECKUM PACTBOPOM WK
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Discard catheter extensions after one
procedure. Structural integrity and/or
function may be impaired through reuse
or cleaning. All parts are extremely dif-
ficult to clean after exposure to biologi-
cal materials and may cause adverse pa-
tient reactions if reused. Accordingly,
Cordis will not be responsible for any
direct or consequential damages or ex-
penses resulting from reuse of the cathe-
ter extension.

Do not expose to organic solvents.

Do not use with Ethiodol or Lipiodol
contrast media (Ethiodol and Lipiodol
are trademarks of Guerbet S.A.)

Do not use or resterilize the catheter
extension if the “Use By” date on the
package label has expired.

Exposure to temperatures above +54°C
may damage the catheter extension.

To prevent damage, withdraw the
catheter extension gently. Rapid re-
moval or jerking may damage the ex-
tension.

To minimize blood intrusion, keep the
catheter extension filled with hepa-
rinized saline solution or contrast me-
dium.
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KOHTpaCTHbIM CpPeACTBOM: 3TO [O3BOJINT
MWUHUMW3NPOBaTb NMPOHNKHOBEHWE B HETO

KPOBMW.

FAPAHTUHBIE OBA3SATE/IbCTBA

WARRANTIES

Mpou3BoauTeNb rapaHTUPYeT COOTBETCTBUE
[AHHOrO MeAWLMHCKOIO W3AeNUs 3asiB/eH-
HbIM XapaKTepUCTUKaM B Mpefenax Coxpa-
HEHUsI CPOKA TOIHOCTK (CPOKa COXpaHeHUs
er0 CTePWUNbHOCTY), MPU YCMOBUM, YTO CO-
6nogaloTcs  TPeGoBaHUS  MPOW3BOAWTENS,
YKa3aHHble B UHCTPYKLUM MO NMPUMEHEHWIO.

Ha npogykumo Cordis, OnucaHHy0 B AaH-
HOW Ny6nuKaumm, He pacrnpocTpaHATCA Ka-
Kvie Obl TO HU 6bINI0 ABHO BbIPXXEHHbIE W/
nofpasymMeBaeMble rapaHTUW, B TOM 4WC/e
BK/IHOYatoLLMe B Cebs Mobble nogpasymeBae-
Mble rapaHTUW FOAHOCTU ANS MPOLAKMN WK
rapaHTUM NPUrogHoOCTM A48 MCNO/Mb30BaHMS
Mo Ha3Ha4YeHUo. Hu npu Kaknx obCTosATeNb-
ctBax Cordis He HeceT OTBETCTBEHHOCTU 3a
Kakve Obl TO HM ObLLO MNpsIMble, Cy4YaiHble
WIN KOCBEHHbIE YObITKM, KPOME TeX, KOTO-
pble MPAMO NPeLyCMOTPEHbI B COOTBETCTBY-
toLLieM 3aKoHofaTenbcTBe. Hukakme nuua He
YMNO/IHOMOYEHbI  MPeACTaBNATb  OT  MMEHW
Cordis Kakyt-11M60 MHMopMaUno uan ra-
paHTUW, 3a WUCK/IKOYEHMEM CllyyaeB, 0C060
OrOBOPEHHbIX B AaHHOM [OKymeHTe. Onuca-
HUA UM TeXHWYECKMe XapaKTepuCTUKW,
npueoAuMble B ny6nmnkaymsax Cordis, B TOM
yuncre B AaHHOM, npeAHasHayeHbl UCKIHYU-
TeNbHO AN5 NpefocTaBneHns 06LLein NHGop-
MaLmn O MpoAyKUMM Ha MOMEHT ee Npowus-
BOACTBA M HN B KOEM C/lyyae He ABNAIOTCH
N3NTOXKEHVEM FapaHTUIHBIX 06A3aTe/NbCTB.

Kopnopaums Cordis He HeceT OTBETCTBEHHO-
CTW 3a Kakue-nmbo npsmble, Cy4vainHble nm
KOCBEHHble YObITKN, MPUYMHEHHbIE BCNes-
CTBME MOBTOPHOrO WCMO/b30BaHWS ee Mpo-

LYKLAW.
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The manufacturer warrants conformance of
this medical device to the declared charac-
teristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty, in-
cluding without limitation any implied war-
ranty of merchantability or fitness for a par-
ticular purpose, on the Cordis product(s) de-
scribed in this publication. Under no circum-
stances shall Cordis be liable for any direct,
incidental, or consequential damages other
than as expressly provided by specific law.
No person has the authority to bind Cordis to
any representation or warranty except as spe-
cifically set forth herein. Descriptions or
specifications in Cordis printed matter, in-
cluding this publication, are meant solely to
generally describe the product at the time of
manufacture and do not constitute any ex-
press warranties.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-
uct.
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YCNOoBUNA TPAHCIMTOPTUPOBAHWA, XPAHEHUA U SKCITJITYATALUNU
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MeaunumHckme nsgenus Cordis mMoryT TpaHc-
nopTMpoBaTbCA BCEMM BUAaMMK TpaHCMopTa B
KPbITbIX TPAHCMOPTHBIX CPeAcTBax B COOTBET-
CTBUM C MpaBuiaMn MepeBO3KN rPys30B, AeW-
CTBYIOLLMX Ha TPAHCMOPTe KaXKA0ro Buaa, npu
Temnepatype ot - 40°C pgo + 50°C oTHOCuK-
TeNbHOW BNaXXHOCTH Bo3ayxa oT 20 % o 80%.
MegvuuHckme nsgenna Cordis LOMKHbI Xpa-
HUTLCA Npu Temnepatype ot +15°C go + 25°C
B MeCTe, 3aLMLLEHHOM OT MPAMBIX COMHEYHbIX
nyYein.

MepguuunHckre nsgenna Cordis npu akcnya-
Tauum cTabusibHbl K BO3LENCTBUIO KIMMATU-
YecKMX (hakTopoB Mpv Temrnepartype ot +32°C
[0 +42°C v yCcTOMuMBbI K BO3AENCTBUIO 6KO-
NOTNYECKNX XKUAKOCTEMN.

CPOK rogHoCTMH
SHELF LIFE

CpoK coxpaHeHusa CTepunbHOCTN - 3 roja.

YTUNNN3AUUNA
DISPOSAL

Mocne ncnonb3oBaHUs BCe UCMOJb3yeMble
KOMMOHEHTbI M YMNaKOBOYHblE MaTepuabl
MOTYT ObITb NMOTEHUWa/IbHO GMOMIOrNYECKM
onacHbiMW. O6paboTKa 1 yTuansaums npo-
BOAMTCSA B COOTBETCTBUM C MPUHSATON Me-
[AMLMHCKONM NPaKTMKOM, a TakXKe B COOTBET-
CTBAM C MECTHbIMU, FOCYAapCTBEHHbLIMU U
(hefiepasibHbIMM 3aKOHaMU U1 MOSIOXKEHUAMMN.
M3menvs, uMeBLUME KOHTAKT C  KPOBLHO
Wwm gpyrumm 61MoNornYecKUMn XKuako-
CTAMK, MOANeXaT YTUAn3auumn U/mnn yHu-
yToXeHno cornacHo CaHluH 2.1.7.2790-
10 (knacc B).Hencnonb3oBaHHblE U34eNNs
(He MMeBLUME KOHTaKTa C KPOBbK U/unm ¢
OMOMOTNYECKUMN  XKUAKOCTAMK), B TOM
uACre C WUCTEKLWWMM CPOKOM TOAHOCTW.
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

ty.

Cordis medical devices should be stored at
temperatures ranging from +15°C to +
25°C, in a place protected from direct sun-
light.

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C
to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and pack-
ing materials may be potentially biologi-
cally dangerous. Their treatment and dis-
posal are performed according to the ac-
cepted medical practice, and also accord-
ing to local, state and federal laws and
provisions. The products which had a con-
tact with blood and / or body fluids are
subject to disposal and / or destruction ac-
cording to SanPiN 2.1.7.2790-10 (B
class). Unused products (which had no
contact with blood and / or body fluids),
including those with expired shelf-life, are
subject to disposal and / or destruction,
according to SanPiN 2.1.7.2790-10 (Class
A).
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nogexar ytuamsaumum wu/munm  yHU4YToXe-
HAO0 cornacHo CaHlnH 2.1.7.2790-10

(kracc A).

TEXHUNYECKOE OBCNY>XXUWUBAHWE U

MAINTENANCE AND REPAIR

[aHHble MeANLIMHCKNE U3Aenns - 0f|HOpa-
30Bble. TEXHUYECKOMY 06CNYXKMBAHIO W
PEMOHTY He MOA/eXaT.

CUMBO/1bI
SYMBOLS

L

LOT

®
A
X
5

A

st=iiil

1EC 1REP 1

C

0086

Mpoun3soguTesnb

Homep no kartanory
Howmep naptum

Cpok rogHoctu

TONbKO ANS 0[|HOPA30BOr0 1CMO/bL30-
BaHUS

OcTtopoxHo! ObpaTnTeCh K MHCTPYK-
LMK MO MPUMEHEHNIO.

AnnporeHHo

He gonyckaTb BO3/e/ACTBUS CONMHEY-
HOro cBeTa

bepeub OT Bnaru

He ncnonb3oBaThb, €Cv yNakoBKa Mno-
BpeXaeHa

CTepunnn3oBaHo € NpUMeHeHeM 3TK-
NneHoKcuaa

OcTtopoxHo! B cooTBeTCTBUM C (Pefe-
pasibHbIM 3aKoHoaaTenscTeom CLUA
[aHHOE YCTPOMCTBO MOXET Npoja-
BaTbCA TO/ILKO Bpayamut Un o nx
YKa3aHuio.

MpencTaBuTeNb B €BPOMENCKOM CO-
obLecTtse

CootBeTCTBME TPEO6OBAHUAM LUPEKTM-
Bbl EC
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PEMOHT

These medical devices are for single use on-
ly and are not subject to maintenance and
repair.

Manufacturer

Catalog number
Lot number

Use- By Date

Do not re-use
Caution

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use if package is damaged

Sterilized with ethylene oxide

Caution: Federal (USA) law restricts
this device to sale by or on order of a
physician

Representative in the European com-
munity

Compliance with the requirements of
the European Union (EU) Directive
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Y NONMHOMOYEHHbI npegcTaBuTesb
NPon3BOANTENSA Ha TEPPUTOPUU
Poccniickon depgepaumn:

000 "[X0HCOH & [I>XXOHCOH"
Poccuiickass  ®efepauns, 121614, T.
Mockea, yn. Kpbinatckasd, gom 17, Kop-
nyc 2

Ten. + 7 (495) 580 77 77,

Pakc + 7 (495) 580 78 78
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Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, Moscow, 121614

Tel:+ 7 (495) 580 77 77,

Fax: + 7 (495) 580 78 78
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NHCTPYKLUNSA NO MPUMEHEHUIO
Instruction for Use

Katereps AUATHOCTHYECKNE
Diagnostic Catheters

» SUPER TORQUE MB
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Vice President, Global Quality and Regulatory Affairs/

Buue-Mpe3ngeHT no Fno6anbHbIM Bonpocam KayecTBa MpernameHTauun
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(nognuce/signature)
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«|_|O,EI|TBep)K,EI|aPO TOYHOCTb, MPaBMNbHOCTbL U NEPEBOL Ha pyCCKVII7I A3bIK»

| hereby certify accuracy, correctness and reliability
of this document translated into Russian

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



Cordis,

NHCTPYKUMS MO NPUMEHEHWIO
KaTeTepbl AnarHocTu4yeckue

OMNnnMCAHME

DESCRIPTION

AHrunorpauueckme Katetepbl Cordis ¢
MapKepamy LOCTYMHbI B 5 pa3Mepax M3me-
psembIx B F. AHruorpajuyeckue kKaretepsbl
Cordis ¢ mapkepamu cofepxxat HeCKOJbKO
PEHTreHOKOHTPACTHLIX MapKepoB, pasme-
LLIEHHbIX Ha KaTeTepe Mo OKpy>HocTu. Ko-
/IMYeCTBO MAPKepPOB YKasblBaeTCA Ha 3Tu-
KeTKe NpoayKTa.

MOKA3AHWNA

INDICATIONS FOR USE

AHrunorpadguyeckne katetepbl Cordis ¢
MapKepamun cfnefyeT MNpPUMeHATb 419 aH-
rmorpauyeckon Bu3yanmsaunm n n3mepe-
HWUS PacCTOSIHWIA BHYTPU COCYAWUCTOR Cu-
CTEMbI; KaTeTepbl NPUMEHSOTCA B COYeTa-
HAN C PEHTIeHOKOHTPACTHbIM OKpalluBa-
HVMEM 3aflaHHbIX Y4YaCTKOB COCYAMCTOW CUu-
CTEMb.

MPOTMBOIMOKA3AHIWNA

CONTRAINDICATIONS
Heuns3BecTHbI.

MOBOYHbIE AEMCTBUA

COMPLICATIONS

BMmeLLaTeNbCTBA, COMPOBOXAAOLLMECS
UPECKOXHbIM ~ BBEAEHMEM  KaTETEpOB,
[OMKHbI NMPOV3BOANTLCS TONMBKO Bpavamu,
0CBE/IOMNEHHBIMU O BO3MOXHbIX OC/IOXHE-
HUsX. OCMOXHEHMS MOTYT Pa3BMBaTLCA Kak
B MpoLiecce BMeLLATeNbCTBa, TakK W Mocne
ero 3aBepLUeHUs.

B unCNO BO3MOXHBIX OC/MIOXHEHUIA B TOM
yucne BXOAAT: BO3AyLLUHAs 3MGOMMUs, reMa-
TOMa B MeCTe MpPOKOMa, WH(MLIMPOBaHWe,
TPOMG603, KPOBOTEUEHME, PacCc/oeHue, nep-
hopaLms unu Apyrvie NOBPEXAEHNS CTEHKM
cocyfa. CmelleHMe MapKepoB Mo KaTeTepy
MOXET MPUBECTU K HenpaBUbHOMY onpe-
[EeNeHNto pasmepa pedepeHcHoro cocyaa v
npucnoco6neHns. CMeLeHe MapKepoB B
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Instruction for Use
Diagnostic Catheters

Cordis Angiographic Catheters with Marker
Bands are available in 5 French. The Cordis
Angiographic Catheters with Marker Bands
contain multiple radiopaque markers, cir-
cumferentially mounted on the catheter. For
number of markers refer to product label.

Cordis  Angiographic  Catheters  with
Marker Bands are designed to provide an-
giographic visualization and linear meas-
urement of the vasculature when com-
bined with the delivery of radiopaque con-
trast media to selected sites in the vascular
system.

Unknown.

Procedures requiring percutaneous catheter
introduction should not be attempted by
physicians unfamiliar with the possible
complications. Complications may occur at
any time during or after the procedure. Pos-
sible complications include, but are not lim-
ited to, the following; air embolism, hema-
toma at the puncture site, infection, throm-
bosis, hemorrhage, dissection, perforation
or other damage of the vessel wall. Move-
ment of the marker bands along the catheter
can result in inaccurate reference and de-
vice sizing. Dislodgement of the marker
bands into the vascular system can result in
additional intervention, embolism, throm-
bosis or other vascular complications.
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COCYAMCTYH0 CUCTEMY MOXET MPUBECTU K
Heo6XoaMMOCTIN AOMOMHUTENBHOIO BMeLLa-
TeNbCTBA, BbI3BaTb IMOONNIO, TPOM6O3 WK
ApYrue cocyancTble OCNOXKHEHUS.

yCcnosud nmPMMMEHEHWA

CONDITIONS OF USE

[laHHOe MefULHCKOe W3fenue MpUMEHS-
eTCs TONbKO B YCNOBMSX /IeYe6HbIX U fe-
4eGHO-NPOUNAKTAYECKUX  MEAULIMHCKUX
YUpEX/eHWA KBaNN(ULMPOBAHHLIM Mefu-
LIMHCKNM MEepPCOHA/IOM.

Cnocob NPMMEHEHUWA
DIRECTIONS FOR USE

1 Ytob6bl He MOBpPeAMTb KOHUMK KaTeTepa
BO Bpems W3BNEYEHMA W3  YMAKOBKMW,
BO3bMUTECb 33 Xab M OCTOPOXHO BbITA-
HUTE KaTeTep.

2. lMepen wcnonb3oBaHWEM W3AENUS MNPO-
BepbTE ero Ha Hanmuve nepervoos, ne-
PEKPYUMBAHMA WX APYrMX MOBPEX[e-
HWIA.

3. BeeauTe KaTeTep B KPOBEHOCHbI cocyq,
MPUMEHSS NPEANOYUTUTENBHYI0 MeToau-
Ky COCYAMCTOro A0CTyna.

4. MpopsuraiiTe KaTeTep K 3afjaHHOMy MO-
NOXEHWI0 B cocye. Bo m3bexaHue ne-
PEKPYYMBaHUS KaTeTepa pacnpsmisTh
KaTeTep C 3aKpyuYeHHbIM KOHUMKOM Crie-
OYeT He PYKOi, a TOMbKO C MOMOLLbHO
AVarHOCTUYECKOro MPOBOAHUKA.

5. He gBuraiite aHrnorpagpmyecknii Kkatetep
SUPER TORQUE MB B cocyaucToi
cucTeme Brepes Unu Hasaz 6e3 nNpoBoj-
Huka. CnefyeT cobnogaTtb OCTOPOX-
HOCTb NPV 13BNIEYEHUN NPOBOAHMKOB U3
KaTeTepoB, UMEIOLLUMX HECKONbKO U3rn-
60B.

6. Bo Bpems HaxoXAeHusi B COCYANCTON
cucTemMe KaTeTep [O/MKeH OblTb 3anon-
HeH (hM3PacTBOPOM WM KOHTPACTHLIMU
BelllecTBaMU. TaKxke CneayeT paccMoT-
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This medical device is used only in the
conditions of medical and therapeutic in-
stitutions by qualified medical personnel.

1 To prevent damage to the catheter tip
during removal from the package,
grasp the hub and gently withdraw the
catheter.

2. Prior to using the device, inspect for
bends, kinks or other damage.

3. Introduce the catheter into the blood
vessel using a vascular entry technique
of choice.

4. Advance the catheter to the desired po-
sition in the vasculature. To prevent
kinking of the catheter, ensure that the
pigtail catheter is not straightened by
hand, but only with a diagnostic
guidewire.

5. Do not advance or withdraw the SU-
PER TORQUE MB Angiographic
Catheter within the vascular system
unless it is preceded by a guide wire.
Exercise care when removing guide-
wires from multiple-curve catheters.

6. Keep the catheter filled with either
flushing solution or contrast media
while the catheter is in the vascular
system and consider the use of system-
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PETb BO3MOXHOCTb MPUMEHEHUS  CU-
CTEMHOW renapuHu3aumm.

7. CnepyeT n3beratb Ype3MepHOro HaTshke-

HUA U30enns BO BPeMst MaHWUMynaLUmii.
CnepyeT nposBiATL 0COOYHO OCTOPOX-
HOCTb BO BpeMs MaHWNysauMiiz U n3sne-
YeHWd KaTeTepa BO u3beXaHue ero
YOJIMHEHUS UK PACTSHKEHUS.

. Ecnn BO BpemMsi MaHWMynsiunid 4yBCTBY-
eTcA COMpoTUB/IEHME, CneflyeT onpefe-
NNTb €ero MNpuUYMHy A0 BO30OHOB/EHMS
npoueaypbl N YTOYHUTL MOMOXEHWE aH-
rmorpaduyeckoro katerepa SUPER
TORQUE MB nop peHTreHockonuye-
CKUM KOHTPONEM C WCMO/Ib30BaHNEM
000pya0BaHNA, [AlOLLEro BbICOKOE Ka-
4ECTBO U306paKEHUS.

9. N3mepeHue. PaccTtosHne X (B MM) MeXay

[BYMS noc/efoBate/ibHbIMA MapKepamu
COOTBETCTBYET 3HAYEHUIO Ha MapKMpPOB-
Ke (CM. PUCYHOK 2).
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ic heparinization.

Avoid excessive tension on the device
during manipulation. Extreme care to
avoid stretching or elongation must be
exercised during manipulation and
withdrawal.

. If resistance is felt during manipula-

tion, determine the cause of resistance
before proceeding and confirm SUPER
TORQUE MB Angiographic Catheter
positioning under high quality fluoro-
scopic observation.

. Measurement: The distance “X” in mm

between two subsequent marker bands
is in accordance with the value on the
label, the distance should be read as
shown in Figure 2.
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Cneunukaymm
MpvBeAeHHbIE HMKE CreunpruKauum OTHOCAT-
cA K afianTepy KateTepa (CM. pucyHoK 1).
1. MakcumanbHOoe 3HaYeHWe AaBfeHns
(byHT/KB. Atoiim).
2. BHewHunin gnametp katetepa (F).
3. [innHa kateTepa (cwm).
4. MakcvMa/bHbIN AameTp NPOBOAHMKA
(aronmbl).
LBeT HaanNucK Ha aganTepe yKa3blBaeT Ha pas-
Mep KaTeTepa no (paHLy3CKOI LKae:
e 4F (1,35 mm) KpacHbliiz;
* 5F (1,65 mm) Cepblig;
e 6F (2,0 Mm) 3eneHblif;
e 7F (2,3 Mm) OpaHxeBbliA;
e 8F (2,7 MM) CuHwMiA

Specifications

The following specifications are identified on
the catheter hub (refer to Figure 1):

1. maximum pressure rating (psi)

2. catheter outer diameter (F)

3. catheter length (cm)

4. maximum guidewire diameter (in.)

The color of the hub printing indicates the
catheter French size as follows:

* 4F (1.35 mm) Red

* 5F (1.65 mm) Grey

* 6F (2.0 mm) Green

* 7F (2.3 mm) Orange

e 8F (2.7 mm) Blue

Leading edge to leading edge
(Begyw it Kpali K Begyliemy Kpako)

Puc. 1. Fig.l

NPEAYTNPEXAEHWNA
WARNINGS

HecobntofieHne [aHHbIX WHCTPYKLUMIA
MOXET MNPUBECTM K MOBPEXAEHUIO,
paspbIBY UMM OTAENEHUIO KaTeTepa Wu
MapKepoB. B 3TOM cnyyae MOXeET mno-
Tpe6oBaTbCA AOMONHUTENbHOE BMeELLIa-
TeNbCTBO.

MaHVnynsumMmn ¢ KaTeTepoM B YC/I0BU-
fIX UYpEe3MEpHOro TPeHusi, 06yCNoBNEH-
HOr0 KOHTAKTOM C APYTrUMU YCTPOIA-
CTBaMM WNM 3acTpeBaHWEM B cocypaax,
MOXET NPUBECTU K YAMHEHUIO WNW
PACTSHKEHMIO KaTeTepa.

YANMHeHVe UNK PacTshKeHVe KaTeTepa
B X0/le NMPOBEAEHMS 3HAOBACKYSAPHbIX
ornepauuii MOXeT MPUBECTU K CMeLLle-
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Puc. 2. Fig.2

Failure to observe these instructions may
result in damage, breakage or separation
of the catheter or the markerbands, which
may necessitate additional intervention.

Manipulation of the catheter under exces-
sive friction due to interaction with other
devices or while trapped in the vascula-
ture, can lead to stretching or elongation
ofthe catheter.

Stretching or elongation of the catheter
during endovascular procedures could re-
sult in the marker bands moving along the
catheter. In extreme cases, marker bands
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HMIO MapkepoB BAO/Mb KaTeTepa. B
KpanHUX Cn3asx MOXKET MPOU30NATK
COCKakMBaHWe MapKepoB C Kartetepa u
CMeLLIEHNEe UX B COCYUCTYIO CUCTEMY.
W3penve paspaboTtaHo 1 npefHasHaue-
HO NS OAHOPa30BOro MCMOoJb30BaHNS.
OHO He npefycmaTpuBaeT NMOBTOPHYH
06paboTKy W CcTepunu3aumio nocne
MepBoro MCronb3oBaHus. [oBTOpHOE
MCNoMb30BaHWe U3henvs nocne obpa-
00TKM 1 (MM) NOBTOPHOM CTepuIn3a-
UMM MOXET MPUBECTU K HapyLUEHWO
ero LenoCTHOCTU W HeHafnexallemy
(hYHKLMOHMPOBaHWIO, & Takxke K yTpa-
Te BaXHbIX MapKMPOBOK W WH(OpMa-
UMK A4NS UCMONb30BaHWSA, YTO CTaBuUT
nog yrpo3y 6e30nacHOCTb NauyeHTa.
MpenoxpaHsiiTe OT BO3AENCTBUS Opra-
HMYECKUX pacTBOPUTENEN.

He npeBbiwainTe MakCUMa/bHOE AaB-
NeHne, yKaszaHHOe Ha 3TUKEeTKe U Ha
xaoe.

MEPbI MPEAOCTOPOXHOCTU
PRECAUTIONS

CnepyeT npefoTBpallaTh 3acTpeBaHue
KateTepa Mexay [ApYyrMMy 3HLOBACKYy-
NAPHBLIMU  UHCTPYMEHTaMU U CTEHKOM
cocya.

Cnepyet wu3beraTb 4Ype3MepHOro BO3-
[ecTBUA TpeHus Ha kateTep. He cnepy-
eT OA4HOBPEMEHHO BBOAUTL 4epe3 OfHY
KaHIOMK KaTeTep W npucrnocobneHuns
[N1A a0PTa/IbHOIO L3LLUTMPOBaHNS.
XpaHUTb B TEMHOM CYXOM MpPOX/1afHOM
MecTe.

He wucnonb3oBaTb, €CnM yMnakoBKa OT-
KpbITa UM NOBPeXeHa.

Kcnonb3oBatb 0 UCTEYEHUSA CPOKa rof-
HOCTM, YKa3aHHOI0 Ha YrakKoBKe.
[MoBTOpHasa cTepunn3aLma 3anpeLleHa.
Bosgeictemne Temnepatypbl Bbille +54
°C MOXeT noBpeaunTbL KaTeTep.

FAPAHTUHBIE OBA3SATE/IbCTBA

WARRANTIES
Mpon3BoAMTENb  rapaHTUpYeT  COOTBET-
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may come off the catheter and dislodge
into the vascular system.

This product is designed and intended for
single use. It is not designed to undergo
reprocessing and re-sterilization after ini-
tial use. Reuse of this product, including
after reprocessing and/or re-sterilization,
may cause a loss of structural integrity
which could lead to a failure of the device
to perform as intended and may lead to a
loss of critical labeling/use information all
of which present a potential risk to patient
safety.

Do not expose to organic solvents.

Do not exceed maximum pressure rating
printed on label and hub.

Avoid entrapment of the catheter be-
tween other endovascular devices and
the vessel wall.

Avoid excessive friction on the catheter;
avoid simultaneous introduction of the
catheter and aortic graft devices through
the same sheath.

Store in cool, dark, dry place.

Do not use if the package is open or
damaged.

Do not use the catheter if the “Use By”
date on the package label has expired.
Do not resterilize.

Exposure to temperatures above +54°C
may damage the catheter.

The manufacturer warrants conformance of
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CTBME AAHHOr0 MeAMLIMHCKOro mn3aenus 3a-
AB/IEHHbIM XapaKTepUCTUKaM B npefenax
COXpPaHEeHNs Cpoka rogHocTu (Cpoka co-
XPaHeHUs ero CTepW/IbHOCTW), NpU yCro-
BUM, 4YTO cobMoaatoTCs TpeboBaHMs MpPo-
N3BOAMTENSA, YKa3aHHble B UHCTPYKUMMU MO
NMPUMEHEHNIO.

Ha npogykuuto Cordis, onmMcaHHyo B AaH-
HO ny6nMKauuM, He pacnpocTpaHsTCA
Kakue Obl TO HM OblN0 SIBHO BbIPaXXEHHbIE
WA noapasyMeBaeMble rapaHTMK, B TOM
yucne BKNKOYatoLLmMe B cebst Mobble nogpa-
3yMeBaeMble rapaHTUM FOAHOCTU ANs Npo-
KN UKW rapaHTUM NPUrogHoCT ANns uc-
Nno/ib30BaHMS MO Ha3HayeHuto. Hu npu Ka-
Knx obcroatensctBax Cordis He HeceT OT-
BETCTBEHHOCTM 3a Kakue Obl TO HM OblNo
npsMble,  C/yyaliHble WM KOCBEHHbIE
yObITKW, KpOMe TeX, KOTopble MpsMO
npeLyCMOTPEHbl B COOTBETCTBYHOLLEM 3a-
KOHofaTenbCcTBe. Hukakue nuua He ynon-
HOMOYeEHbI NpeacTaBNATb OT UMeHn Cordis
KaKyr-11Mbo MHopMaUMio UAN rapaHTuu,
32 WCK/OYEHVEM Cry4vaeB, 0CO60 OroBo-
PEHHbIX B [JaHHOM [AOKymeHTe. OnucaHus
NN TEXHUYECKME XapaKTepUCTUKK, NPUBO-
AnmMble B ny6nukaumsx Cordis, B TOM yncne
B JaHHOW, NpeAHasHaveHbl NCKNHOUNTESIbHO
AN NpeaocTaBfeHns obLeit MHGopmalum
0 NPOAYKLUMN Ha MOMEHT ee MPOMn3BOACTBA
N HX B KOEM CllyYae He SIBNSKTCA M3N0oXe-
HMEM rapaHTURHbIX 0653aTeNbCTB.
Koprnopauusa Cordis He HeceT OTBETCTBEH-
HOCTM 3a Kakue-nMbo npsimble, Cy4aiHble
WNN  KOCBEHHblE YObITKA, MNPUYMHEHHbIE
BCNeCTBME MOBTOPHOIO MUCMOMb30BaHMS ee

npoayKLMN.

this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein.
Descriptions or specifications in Cordis
printed matter, including this publication,
are meant solely to generally describe the
product at the time of manufacture and do
not constitute any express warranties.Cordis
Corporation will not be responsible for any
direct, incidental, or consequential damages
resulting from reuse of the product.

YCNoBNA TPAHCTIIOPTUPOBAHNA, XPAHEHUNA W SKCMNAYATALNN
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MeanumHckme mnsgenusa Cordis MOryT TpaHc-
nopTMPOBaTLCA BCEMU BMAAMM TpaHCnopTa B
KPbITbIX TPaHCMOPTHLIX CPeACTBax B COOT-
BETCTBMM C MpaBuiaMn MepeBo3KU rpy3os,
[EeCTBYIOLMX Ha TPaHCMopTe KaXioro Bu-
[ia, npy Temnepatype ot - 40°C po + 50°C
OTHOCUTE/IbHOW BNaXKHOCTM BO3ayxa oT 20 %
[0 80%.

MegumumHckne wusgenmnsa  Cordis  AO/MKHbI
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il

Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

ty.

Cordis medical devices should be stored at
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XpaHUTbLCA Npu Temnepatype ot +15°C go +
25 C B MecTe, 3alUULLEHHOM OT NPAMbIX
COJTHEYHBbIX NyYel.

MeguumnHckne mn3genms Cordis npu 3akc-
nnyatayum ctabunibHbl K BO3AENCTBUIO
KNMMaTMUYecKnx (hakTopoB Mpw Temnepary-
pe oT +32°C o +42°C 1 yCTOMUMBbI K BO3-
[EeACTBMNIO BUONOTNYECKNX YKNLKOCTEN.

CPOK rogHocCTH
SHELF LIFE

CpOK COXpaHeHWs CTEPUIBHOCTM - 3 rofa.

YTUNNN3IAUNA
DISPOSAL

lMocne 1cnonb3oBaHMs BCE UCMOMb3yeMble
KOMMOHEHTbI M 3LIaKOBOYHbIE MaTepuasibl
MOryT ObITb MOTEHUMANLHO GUONOTNYECKM
onacHbiMu. ObpaboTka 1 yTunmsaumsa npo-
BOAUTCA B COOTBETCTBUWN C MPUHATON Me-
OMUMHCKOIN NPaKTUKOR, a TakXe B COOTBET-
CTBMM C MECTHbIMMW, TOCYAAPCTBEHHLIMU W
(hefepanbHbIMM 3aKOHaMM 1 NONOXKEHNAMM.

N3genns, uMeBLUME KOHTaKT C KPOBbLHO
nvnn gpyrumu  61MoNornYecKUMmn XXNLKo-
CTAMU, MOANeXar yTuansaunun u/umm yHu-
yToXKeHnto cornacHo CanlluH 2.1.7.2790-
10 (knacc b).

Heuncnonb3oBaHHble u3fenvsa (He MMeBLUME
KOHTaKTa C KpPOBblO W/Mn C BUONOTNYECKN-
MW XXUAKOCTAMM), B TOM YuC/ie C UCTEKLINM
CPOKOM TOAHOCTW, MoA/exar yTuamsaumm
nnnn  yHUUYTOXeHnto cornacHo CalluH
2.1.7.2790-10 (knacc A).

temperatures ranging from +15°C to +
ES;C, in a place protected from direct sun-
ight.

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C

to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and pack-
ing materials may be potentially biologi-
cally dangerous. Their treatment and dis-
posal are performed according to the ac-
cepted medical practice, and also accord-
ing to local, state and federal laws and
provisions.

The products which had a contact with
blood and / or body fluids are subject to
disposal and / or destruction according to
SanPiN 2.1.7.2790-10 (B class).

Unused products (which had no contact
with blood and / or body fluids), including
those with expired shelf-life, are subject to
disposal and / or destruction, according to
SanPiN 2.1.7.2790-10 (Class A).

TEXHNYECKOE OBCNYXVNBAHWE NN PEMOHT

MAINTENANCE AND REPAIR

AaHHble MEAVILMHCKVE U3RENNA - OAHOPA3O-  These medical devices are for single use only
Bble. TEXHWN4ECKOMY 0BC/Y>KNBaHWHO 11 pe- and are not subject to maintenance and re-
MOHTY He NOA/exaT. pair.
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CMMBOIJbI

SYMBOLS

M|

REF

XK

T
®

STEAYeleC*

5¢0nly

EC REP

nponssBoanTenb

No KOMM/IEKTOB B KOPOOKe

Homep no katanory
Howmep naptum

Cpok rogHoctu

TonbKO A/ 0AHOPA30BOr0 WUCMO/b-
30BaHMs

OcTopoxHo! ObpaTtuntechb K MH-
CTPYKLMW NO NPUMEHEHMIO

[NoBTOpHas cTepunmnsauus
3anpeLleHa

CM. UHCTPYKLMW MO NMPUMEHEHUIO

AnnporeHHo

He gonyckaTb BO34eNCTBUSA CON-
HEYHOro cBeTa

bepeub OT Bnaru

He ncnonb3oBaTtb, €C/N yNakoBka
noBpexaeHa

CTepunnn3oBaHo € NPUMEHEHMEM
3TUNeHoKcmaa

OcTopoXkHO! B cOOTBETCTBUN C
(hefiepanbHbIM 3aKOHOAATEe/TbCTBOM
CLUA paHHOe yCTPOCTBO MOXET
npoaaBaTbCs TOMILKO BpavyamMu Unn
Mo UX YKa3aHWH.
MpeacTaBuUTENb B €BPOMENCKOM
coobulecTee

3aKpbITbI KOHeL, — X 60KOBbIX
OTBEPCTUIA

OTKpbITbIA KOHeL, — X 60KOBbIX
OTBEPCTUIA

OTKpbITbIA KOHeL, — 6e3 6OKOBbIX
OTBEPCTUIA
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Manufacturer

n units per box

Catalog Number
Lot number
Use- By Date

Do not re-use
Caution

Do not resterilize

Consult instruction for use

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use if package is damaged

Sterilized with ethylene oxide

Caution: Federal (USA) law re-
stricts this device to sale by or on

order of a physician

Representative in the European

community

Closed end - X side holes

Open end - X side holes

Open end - No side holes
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OTKpbITbIN KOHel, — X 60K0BbIX Open end - X side holes

S )
C e COOTBETCTBUE TPEGOBAHMAM AV- Compliance with th_e requireme_nts
0086 PEKTVBLI EC oftr_le European Union (EU) Di-
rective
YN0/THOMOYEHHbII NpeACTaBUTENb Authorized Representative of
NPoM3BOANTENA Ha TeppPUTOPUNA the manufacturer in the Russian Feder-
Poccuiickoii defepaumn: ation:
OO0 "[I>KOHCOH & [IKOHCOH" Johnson & Johnson LLC
Poccuiickas  ®epepauus, 121614, T. Russian Federation, Krylatskaya street 17,
Mocksa, yn. Kpbinatckas, gom 17, Kop- building 2, Moscow, 121614
nyc 2 Tel.:+ 7 (495) 580 77 77;
Ten. +7(495) 580 77 77, Fax: + 7 (495) 580 78 78

dakc + 7 (495) 580 78 78

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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«Kopanc KopnopeiwH» (Cordis Corporation)

14201 HopceecT 60 AseHto (NW 60th Avenue),
Maiiamu fleiike (Miami Lakes), ®nopuga 33014
MouToBbI agpec: a/a 025700, Maitamu, ®nopuaa 33102
Ten.: (786) 313 2000 dakc: (786) 313 2080

20 anpeng 2017 r.

MNOATBEP)XXAEHUE AOCTOBEPHbIX U TOUYHbIX MOKA3AHW

A, Murens Asuna (Miguel Avila), B cBoem KauecTBe Buue-npesungeHta, OTgen rnobanbHON CUCTEMbI KayecTBa 1
HOPMaTWBHO-NPaBOBOro  perynupoeaHus - «Kopguc KopnopellwH», NOATBEpPXAalwd, UTO Mpuaaraemble
VIHCTPYKLUN MO MPUMEHEHUIO ANArHOCTUYECKUX KaTeTepoB:

-TEMPO AQUA;
-TEMPO;

-HIGH FLOW;

- INFINITI;

-NYLEX;

-SUPER TORQUE;
-SUPER TORQUE PLUS;
-SUPER TORQUE MB;

- Catheter Extension;

BblgaHHble KOMMaHuei «Kopguc KOpI‘IOpeVILIJH», ABMNAKOTCA [AO0OCTOBEPHbLIMU N TOYHbLIMU, HACKO/IbBKO MHe

N3BECTHO. ~ -
/noanuce/
Mwurenb ABuna
afeHT, OTaen rnobanbHOM CMCTEMbI KavecTBa
JIIOPMATUBHO-MPABOBOr0 pPeryanpoBaHus
LWTat KanndopHus Hotapuyc wnan  pgpyroii  cc "<  MonyvaloLMiA  HacToALMIA

CepTU(MKAT, NPOBEPAET TOMbKO JIMYHOCTb /IULA, MOAMMCABLLENO
[OKYMEHT, K KOTOpPOMY NpWU/iaraeTtcs HacTOAWMI cepTU(MKaT, a He
[lOCTOBEPHOCTb,  TOYHOCTb  WAM  AECTBUTENbHOCTL  HACTOSILLEro
[OKYMEHTa.

Okpyr CaHTa-Knapa

20 anpens 2017 r. ko MHe, WKIOH BAH (ZHENG WANG), HoTapuycy, obpatunace Murens ABuna, KoTopas Ha

OCHOBaHWM [0OCTOBEPHbIX fAaHHbIX MOATBEPAWAa, 4TO ABASETCS NWMLOM, NOANUCL KOTOPOro npocTaBfeHa Ha

'KYMEHTE, M YTO OHa nognucana ero B CUAY MMEHLMNXCA Y Hee MOMAHOMOUNIA, U YTO ee MOANUCBI0 Ha JOKYMEHTe
0, UK HOPUANYECKOE NTMLO MO NMOPYYEHMIO KOTOPOro AeincTBOBan0 MLo, 0hOPMUAO HACTOSLLNIA JOKYMEHT.

A TBepXJaw, C YYBTOM OTBETCTBEHHOCTW 3a MpPeAoCTaBfieHWe 3aBeflOMO JIOXHbIX eBEAGHMVI eorsiacHo
3aK®0. TENbCTBY WITAaTa KanM(hopva, YTO BbILLIEN3/OXKEHHBI MYHKT ABNAETCA AOCTOBEPHBIM U NPaBU/IbHbIM.

3ACBN] '"MbCTBOBAHO Mmoeli nognucbo 1 ouumanbHoli neyaTbio.

LTamn: [UWK3H BAH* KOMWCCUA Ne
2105471* HOTAPWNYC - KAJTM®OPHNA* OKPYT
CAHTA-K/TAPA* CPOK WCTEYEHUA MOWX
MOJTHOMOUMNIA 02 AMPENSA 2019 I.* NNA1]
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MepeBog 4 ToTekcTa cfenaH MHOI, nepeBoAYMKOM MamenosbiM TUMYpPOM

[O>kaBaHww
W

Poccuiickaa Pepepayms
"opoa Mocksa
YeTBepToOro Mas e ThiCAYN CEMHaALATOro roga
A, MapTbHOBa HaTanua AHapeeBHa, BPEMEHHO McnonHAw W aa 0693aHHOCT M HOT apuyca
ropoga MockBbl Akumosa fne6a BopucoBnya, CBUAET ENbCTBY NOANMHHOCT b NOANUCK NepeBOAYMKA
M aneposa Tumypa [>K aBaHWwW MpoBuYa.
Moagnucb choenaHa B MOEM MPUCYTCTBUN.

JIn4HOCT b NOANUCaBLI Ero AOKYMEHT yCcTaHOB/NEeHA.

3aperncTpuposaHo BpeecTpe: N 45" '/S
B3bickaHO rocygapCcTBEHHON Nnow nuHbl(no Tapudgy): 100py6.

YnnayeHo 3a oKazaHWe ycnyr npaBoBOro M TeXHWYECKOro xapakTepa: zzzz Py6.

H.A. MapTblHOBa

Bcero npowHypo

N CKpenneHo neda.

BPWNO HoTapwuyca
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Cordis Corporation

14201 NW 60" Avenue, Miami Lakes, FL 33014
Mailing Address: P.O. Box 025700, Miami, FL 33102
1(786)313 2000 F(786) 313 2080

April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instructions for Use for Guiding Catheters:

-Vista BriteTip;

-Vista Brite Tip IG;
CD - OptEase;

- Outback LTD;

issued by Cordis Corporation are true and correct to the best of my knowledge.

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

Anotary public or other officer completing this
certificate verifies only the identity of the
individuai who signed the document, to which
. . this certificate Is attached, and not the
State of California truthfulness, accuracy, or validity of that

County of Santa Clara document.

On April 20, 2017, before me, ZHENG WANG, Notary Publie, personally appeared Miguel
Avila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the
foregoing paragraph is true and correct.

WITNESS my hand and official seal.

Zheng Wang, Notary Public

iiidIliiAillhir

ZHENGWANG
Commission # 2105471
Notary Public - Califomia |

Yy Santa Clara Courty n
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NHCTPYKUNA NO NPUMEHEHNIO
Instruction for Use

Katereps NPOBOAHUKOBS €
Guiding Catheters

* Vista Brite Tip

Cordis Corporation / Kopduc KopnopeiiwH
Vice President, Global Quality and Regulatory Affairs/
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Cordis.

NHCTPYKLUMA MO NPUMEHEHUIO
KaTeTepbl NpoBOAHUKOBbIE

OMNMNMCAHUVE
DESCRIPTION

MpoBoAHMKOBbLIe KaTeTepbl Cordis umew T WHK-
POKMWIA HECYXEeHHbIW MpPOCBET, KOTOPbIA NO3BO-
NsieT NPOU3BOAUTbL WUHBEKLUWUM KOHTPACTHOTrO
Bel,ecTBa, MOHUTOPUHT faBneHusa n obnervyaeT
BHYTPUCOCYAMNCTOE MNPOBELEHUE WHTEPBEHLMU-

OHHbIX YCTPOWCTB.

MOKA3AHWA
INDICATIONS FOR USE

MpPpoBOAHWKOBLIV KaTeTep nNpefHasHauyeH ANs

mcnonbs3oBaHmMAa Npu BHYTPpUCOCYAUCTOM BBE-

LEHUN WHTEPBEHLUOHHbIX/ANATHOCTUYECKUNX
YyCTPOWCTB B KOPOHApHYW uAW nepudepude-

CKYI COCYAUCTY CUCTEMY

MPOTMBOIMOKA3AHWNA

CONTRAINDICATIONS
Ana

BECTHbLI.

NPOBOAHUKOBbLIX KaTeTepoB He W3-

MOBOYHbIE AEMCTBUA
COMPLICATIONS

BmewaTtenbcTBa, conpoBoXpagawuunecsd

UpPEeCKOXHbIM BBeLeHMEM KaTeTepos,
NPOM3BOAUTHLCA
NEHHbIMMU 0

AONXHbI
TONbKO Bpayvyamwu,

BO3MOX Hbl X

ocsegoMm-

OCNIOXHEHUAX,
OCNOXHEeHUA MOTyT pa3BUBaATbLCSA KakK B N 6oe
Bpems npwu

npoBeAeHUM

npoueaypbl, TakK Mu

Mepedw M~AMox ™ 1K ocnoXHeHuUlh BKNWYa-
et B ce6a BTOM ynucne'.
*BO3[yWHY ambonuio’,
cobpasoBaHMe TemaTowWw N1 B rNecTe HPOHOAA;
*MHpULUMPOBaAHUE;

sfiepipupaunty cepaua;

*NMoBpeXfJeHUe, paccevyeHne Mnu nepgpopayuio

cocyaa;
*Ba30CNasM;
YW EMUIO;
*KPOBOTEUYEHMUE;
capuUTMUIO;

*afieprnyecKylo peakumnio Ha KOHTpacTHOe
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Instruction for Use
Guiding Catheters

The Cordis
nontapered

Guiding Catheter has a large
lumen that allows contrast medium
injections and pressure monitoring and facili-
tates the intravascular passage of interventional

devices.

The guiding catheter is intended for use for

intravascular introduction of intervention-

al/diagnostic devices into the coronary or

peripheral vascular systems,

None known for guiding catheters.

Procedures requiring percutaneous catheter
should

unfamiliar

introduction not be

with the possible
complications. Complications may occur at

physicians

any time during or after the procedure,

Possible complications include, but are not
limited tothe M W g ".
cauembollsm
*\\ematotHa atthe pHHeb6He she
imfechoH
sperforation of t A
"vessel damege, dissection or pertoration
evasospasm
eischemia
shemorrhage
earrhythmia
ereaction to contrast media

edeath



Cordis.

NHCTPYKLMS MO NPUMEHEHNIO
KaTeTepbl NpoBOAHUKOBbIE

OMNMMCAHVE
DESCRIPTION

MpoBoAHMKOBbIe KaTeTepbl Cordis nMewT WU-
POKWIA HeCYXeHHbIA NpoOCBeT, KOTOPbI N0O3BO-
NsieT NPOU3BOAWTb WHBEKLUU KOHTPACTHOFO
Bel,ecTBa, MOHUTOPUHT AaBfieHWss U ob6nervyaeT
BHYTPMUCOCYANCTOE NPOBEeAEHUE WUHTEPBEHLUMU-

OHHbIX YCTPOWCTB.

MOKA3AHWA
INDICATIONS FOR USE

MpPpoBOAHWKOBbLIN KaTeTep NpeiHas3HauyeH AN
MCNOoNb30BaHWS NPU BHYTPUCOCYAMCTOM BBE-
LEHUW  WHTEPBEHLUMWOHHbIX/AMATHOCTUYECKUX
YyCTPOMNCTB B KOpPOHapHyw unu nepudepuye-

CKYIO COCYAMUCTY CUCTEMY

MPOTMBOIOKA3AHIWNA

CONTRAINDICATIONS
ana

BECTHDI .

NPOBOAHUKOBbLIX KaTeTepoB He WN3-

MOBOYHbLIE pgevictBU =S
COMPLICATIONS

BmewaTtenbcTBa, conpoBoXpjgawumnecsa

HUpECKOXHbIM BBegeHNEM KaTeTepoB, AO/1XHbI

nponm3sBoagnTbCA TO/NIbKO BpavYyamMun, o0oCBeaoOM-

NEeHHbIMN 0 BO3MOXHbl X OCNOXHEHNAX.

OCNOXHEeHUA MOTYT pa3BMBATbLCSA KaK B N0 6oe
BpeMsi Npu NpoBejeHUW npoueaypbl, TakK u
nocne ee 3aBeplieHns.

MepevyeHb BO3MOXHbIX OCMOXHEHWUIA BKAYa-
eT B ce6ss BTOM 4uchne;

*BO3AYW HY 3M601UIO;

e06pa3oBaHMe reMaToOMbl B MecTe NMpoKona;
*UHDULUUpPOBaHUE;

enepopaumnto cepaua;

*noBpeXjAeHue, paccedyeHune Unau nepdopauymio
cocypa;

eBa30CNasm;

YW EMUIO;

*KPOBOTEUYEHMUE;

capuUTMUIO;

canneprnyeckKyro peakKumw Ha KOHTpacCcTHOEe
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Instruction for Use
Guiding Catheters

The

nontapered

Cordis Guiding Catheter has a large
lumen that allows contrast medium
injections and pressure monitoring and facili-
tates the intravascular passage of interventional

devices.

The guiding catheter is intended for use for

intravascular introduction of intervention-

al/diagnostic devices into the coronary or

peripheral vascular systems.

None known for guiding catheters.

Procedures requiring percutaneous catheter
should

unfamiliar

introduction not be attempted by

physicians with the possible
complications. Complications may occur at

any time during or after the procedure.

Possible complications include, but are not
limited to the following:

cair embolism

shematoma at the puncture site
sinfection

eperforation of the heart

evessel damage, dissection or perforation
evasospasm

sischemia

shemorrhage

carrhythmia

ereaction to contrast media

edeath



Cordis.

BELWL,ECTBO,

eneTanbHbIN mecxon.

YCnosud rnMIiPMMEHEHNA
CONDITIONS OF USE

LaHHOe MefWUUHCKOE M3feNiMe NPUMEHS-
eTcAa TONbKO B YCNOBUAX NeyebHbIX U ne-
YeGHO-NMPOPUNAKTUYUECKUX MEAULUHCKUX
yupexaeHuil KBanuGULUMUPOBAHHLIM MepjW-

UMWHCKMUM NnepcoHanom.

CMNnocob NMPMMEHEHNA
DIRECTION FOR USE

1.N3BNeYDb

NPOBOAHWKOBLIi KaTeTep U3 ero
YyNakoBKWU.
2. MpoBepuTb TMNPOBOAHWKOBBLI KaTeTep Ha
npegMeT MNOBPEXAeHUS NpuW W3BNEYEHUU U3

ynakKoBKW.

MpeaynpexaeHue. 3anpew,aeTcs MUCNONb30-
BaTb MPOBOAHUKOBbLII KaTeTep ¢ KaKUMMU-N1160

nogpexpaeHnsamu. Mpu o6HapyXeHUU noepe-

XAEeHUS 3aMeHWTb HEMNOBPEXAEeHHbLIM NPOBOS-
HUKOBbIM KaTeTepoM.
3. Mepel Mcnonb30BaHWEM MNPOMbITbL MpPOCBET

npoBOAHMNKOBOTIO KaTeTepa renapmHnNsnNpo-

BaHHbBIM QM3MONOFMYECKUM PAaCTBOPOM.
4. MpoBecTM NPOBOAHWKOBbLIN KaTeTep B COCY-
AUCTY CeTb 4Yepe3 MHTpPOAblOCEpP M (MNKU) No

3a(pUKCUPOBAHHOMY MNPOBOAHWKY, UCNONb3ys

Bbl6paHHYO MeTOAMKY UPECKOXHOro BBefe-

HNA.

5. YCTaHOBUTb HenpepbiBHY MNPOMbIBKY re-

NapuHU3INPOBaHHbIM (IJVISI/IOI'IOFI/ILIECKVIM pac-

TBOpOM 4Yepes 60KOBOIA oTBOA remMoctaTumye-

CKOro KnanaHa, MPUKPeENIeHHOro K ajgantepy
NPOBOAHMKOBOIO KateTepa.
MpumeyvaHune.

PekoMeHAyeTCcss OCYyW ecTBAATH

HenpepbiBHYI NPOMbIBKY FenapuHUM3NpoOBaH-

HbIM (U3NONOTMYECKMM pacTBopom o6aactu
MeXAy NPOBOAHUKOBbLIM KaTeTepoM U 10 6bl M
npoxoadalW, MM Yyepes3 Hero ycTpoMCcTBOM, Haxo-
ASWMMcA B MpocBeTe KaTeTepa.
6. MoA PeHTreHOCKONWUYECKUM KOHTpPOJieM

NpoABWHYTb MNPOBOAHWKOBLIW KaTeTep Mo

NPOBOAHUKY UIN UHTPOAbLIOCEPY B HYXHOE
nonoxeHwue.
7. Ypanntb nnn

NPOBOAHUK MHTpOAblOCep

nepej BBejeHWEM APYrMX WUHTpaBacKynsap-

Hbl X ychOVICTB nnn BNPbICKNBaHMEM KOH-
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This medical device is the

conditions of medical and therapeutic insti-

used only in

tutions by qualified medical personnel.

its

1. Remove the guiding catheter from
packaging.
2.Inspect the guiding catheter upon re-

moval from packaging to verify that it is

undamaged.

W arning: Do not use a guiding catheter
that has been damaged in any way. If
damage is detected, replace with an un-

damaged guiding catheter.

3.Prior to use, flush the guiding catheter

lumen with a heparinized saline solution.

4.Introduce the guiding catheter into the
vasculature through the catheter sheath in-
troducer, and/or over

an indwelling

guidewire wusing a percutaneous entry
technique of choice.

5.Set up a continuous heparinized saline
flush through the sidearm of a hemostatic
valve attached to the guiding catheter hub.
Note: Itis recommended that a continuous

heparinized saline flush be maintained be-

tween the guiding catheter and any in-
traluminal device passed through it.
b.Under fluoroscopic guidance, advance

the guiding catheter over the guidewire or

introducer until desired position is at-

tained.

T.Remove the guidewire or introducer pri-



Cordis,

TPaCTHbIX BEL,LECTB.

MNPEAYTPEXAOEHWNA
WARNINGS

Puck NMOBTOPHOIo MCNOJ/Ib30BaHUA. AanHoe

msgenne paspab6oTaHo M npefHasHauyeHo ANA

ogHOpas3oBoOro nmcnonbs3oBaHuA. OHoO He

npeagycmaTpuBaeT MNOBTOPHY 06paboTKy u

ctepunnmnsaynio nocne nepBoro wucnonb3oBa-

HUA. NMOBTOPHOE MCNONb30BaHWEe U3JENUS NO-
cne o6paboTKu M (MAWM) NOBTOPHOUW cTepunu-
3auMM MOXET MNPUBECTU K HapyLW eHUk ero
LeNnoCTHOCTM U HeHajnexawemy GYHKLUOHU-
poBaHWIO, a TakKXe K yTpaTe BaXHblX MapKu-

POBOK W WHGoOpMauuUMm AN WNCNONb30BaAHUSA,
4TO CTaBWUT nofj yrposy 6e30nacHoOCTb nauu-
eHTa.
He wucnonb3oBaTb KOHTpacTHble BelwecTBa
Ethiodol, Lipiodol (Ethiodol n Lipiodol asnsa-
I0TCA TOBapHbIMK 3HakamMun Guerbet S.A.) unwu
MHble NOJOOHBbIE KOHTpPpacTHble Beuw ecTBa, CO-

gepXauwune KOMNOHEHTbLlI 3TUX NpenapaToB.

MEPbI MPEAOCTOPOXHOCTU
PRECAUTIONS

. XpaHWTb B TEMHOM CYXOM NPOXNaAgHOM
mMecTe.
. He uMcnonbs3oBaTb, €CAM ynakoBKa OT-

KpblTa AN nNnoBpexXxageHa.

. MWcnonb3oBaTb A0 UCTeYeHUs cpokKa
rogHOCTHU.

. MoBTOpHas cCTepunmM3aLma 3anpeu,eHa.
. MpesoxpaHATb OT BoO3fjelcTBUA opra-

HUYECKUX paCTBOpI/ITeI'IeVI.

. Mepef McCNONb30BaHWEM MPOBOAHUKO-

Bbll/i KaTeTep He06X0A4UMO OCMOTpPETb, YA40CTO-
BepuTbcsa B ero pabotocnocobHoCcTM un ybe-
OUTbCA B TOM, YTO ero pasMmep m popma nNog-
X04AT ANA NpejcToAwW el onepauun.

. Ecnn npwu

MaHUNYyNsaUMM oWwyu aeTcs

6onbwoe conpoTuBnieHne, H606X0,U|VIMO

npw-
OCTAaHOBWUTbL BbINONIHEHWE Npouefypbl 40 Bbl-
ACHEHWUSA €ero NPUUYUHbLI. ECNM BbIACHUTL MpK-
YUHY COMPOTUBMAEHUS He NpeACTaBNsAeTCS BO3-

MOXHbIM, H606X0,D|VIMO n3BNeYb KaTeTep.
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or to the introduction of other intravascu-

lar devices or infusion of contrast agents.

Risk of reuse: This product is designed and

intended for single use. Itis not designed to

undergo reprocessing and resterilization
after initial use. Reuse of this product, in-
cluding after reprocessing and/or re-

sterilization, may cause a loss of structural
integrity which could lead to a failure of the
device to perform as intended and may lead
to a loss of critical labeling/use information
all of which present a potential risk to pa-

tient safety.

Do not use with Ethiodol or Lipiodol (Ethi-
odol and Lipiodol are trademarks of Guer-
bet S.A) contrast media, or other such con-
trast media which incorporates the compo-

nents ofthese agents.

Store in a cool, dark, dry place.

Do not use open or damaged pack-

ages.
Use prior to the “Use By” date.
Do not resterilize.
Do notexpose to organic solvents.
. Inspect the guiding catheter before

use to verify that its size, shape and condi-

tion are suitable for the specific procedure.

resistance is
the

and determine the cause of the resistance

. If strong met during

manipulation, discontinue procedure

before proceeding. If the cause of the re-
sistance can not be determined, withdraw

the catheter.



Cordis™

. npoBopayvBaHWe NPOBOAHWKOBOFNO Ka-
TeTepa C Ype3MepHbIM YyCUNIMEM NPU MPOXOX-

AeHUn n3rm6oB MOXeT npnuBeCcTM K noBpexpge-

HWK, B pe3ynbTaTe KOTOPOro BO3MOXHO OT-
cnoeHune BAO/Nb CTEpXHA KaTeTepa. Ecnn
CTEPXEHb NPOBOAHWMUKOBOINO KaTeTepa CTaHO-

BUTCA U3NNLWLHE U3OTHYTbIM, CneagyeT NU3BNEYDb

BCIO CUCTeMy (NMPOBOAHWKOBLI KaTeTep, Npo-
BOAHUK U UHTPOAblOCEP).

. Mepemew,eHre, MAaHUNYNALUMN U U3BNE-
YyeHWe NPOBOAHMWKOBONO KaTeTepa Heo6Xo04UMO
BCerfja NpPpoBOAUTL MNOJ PEHTreHOCKOMMUYECKUM
KOHTpPONEM.

. Heo6xo4MMO NpoABASATL 0COBYyl 0OCTO-
POXHOCTb BO M36exXaHue MOBPEXAEHUSA COCY-

LOB, yepe3 KOTOpble MPOXOAUT MNPOBOAHUKO-

Bbli1 KaTeTep. MMPOBOAHUKOBbLI 1 KaTeTep MOXeT
Bbl3BaTb OKK/I031I0 MeNnKux cocyfaos. CnegyeT

npoAaBnATb OCTOPOXHOCTb, 4yTo6bl M3b6exaTb

NMONMHOINO NepeKpbITUA KPOBOTOKaA.

. Ll npokuii BHYTpeHHWIA nNpocBeT MNpo-

BOAOHMWKOBbLIX KaTeTepoB npeagnonaraetr npu-

NOXeHUe MeHbW MX YCUNUKA K WNpuLy Bo Bpe-

MA UHBEKLUUN.

FAPAHTUMHBIE OBA3ATE/IbCTBA
WARRANTIES

MpounsBoAUTENb rapaHTupyeT COOTBET-

cCTBME AaHHOIo MegUWUWMHCKOIo m3genma sa-

ABNEHHbBIM XapaKTepuctumkKkam B npepenax

coOXpaHeHUa cpokKa rogHocTu (cpoka coO-

XpaHeHUs €ero CTepUNbHOCTU), NpPU ycno-

BUn, 4TO CO6]'IIO,D|aIOTC$I TpeﬁOBaHl/Iﬂ npo-

n3isoanTensda, yKasaHHble B MHCTPYKUMUNM NO

NMPUMEHEHNIO .

Ha npogykuunio Cordis, onMcaHHYyl B faH-

Hol nNy6nuMkKaumMu, He pacnpocTpaHAwTCSA

Kakue 6bl TO HM 6bI1I0 ABHO BblpaXeHHble

mnn noppasymeBaemMble rapaHtTuunm, B TOM

yncne BKNwYyawwmne B ceba nwbble nogpa-
3ymMeBaeMble rapaHTUM FOAHOCTWU ANS Npo-
faXunW WAW rapaHTUM NPUTOLHOCTWU ANSA MUC-
nonb30BaHWA NO Ha3HayvyeHuWtw. Hu npu Ka-
Kux ob6ctoAaTenbctBax Cordis He HeceT OT-

BETCTBEHHOCTW 3a Kakue 6bl TO HU 6bINO

npamMble, CﬂyHaVlele nnn KOCBEeHHBbIl e

y6bITKN, KpOMe Tex, KOTopble MNpsAMO

npesycMOoTpeHbl B COOTBETCTBYH LW eM 3a-

KOHOJaTenbCcTBe. HuKakue nuua He )WON-
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. Torquing the guiding catheter exces-

sively while kinked may cause damage

which could result in possible separation
along the catheter shaft. Should the guiding
catheter shaft

become severely Kkinked,

withdraw the entire system (guiding cathe-
ter, guidewire and catheter sheath introduc-
er).

. Advancement, manipulation and
withdrawal of the guiding catheter should
always be performed under fluoroscopic
guidance.

. Extreme care must be taken to avoid
damage to the vasculature through which
the

guiding catheter passes. The guiding

catheter may occlude smaller vessels. Care

must be taken to avoid complete blood
flow blockage.
. Large internal lumen guiding cathe-

ters require less force on the syringe during

injection.

The manufacturer warrants conformance of
this medical device to the declared charac-
shelf life
provided that all requirements of the manu-

teristics within (sterility term)

facturer’s use instructions are met.

There

including without

is no express or implied warranty,

limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Linder no cir-
Cordis be

direct, incidental, or consequential damages

cumstances shall liable for any

other than as expressly provided by specific
law. No person has the authority to bind

Cordis to any representation or warranty
De-
scriptions or specifications in Cordis print-
this

meant solely to generally describe the prod-

except as specifically set forth herein.

ed matter, including publication, are



Cordis.

noOMOYeHbl NpeacTaBNATb 0T mmeHun Cordis
KaKyl-nn6o MHbopmMaunuil wWAM rapaHTuu,
3a UCKNYeHMeMm cny4vyaeB, 0C060 OroBoO-
peHHbIX B faHHOM fJOKyMeHTe. OnucaHus
UNN TEXHUYECKNE XapaKTepUCTUKM, NPUBO-
AnMble B nybnukaumax Cordis, B TOM 4ynucne
B laHHOW, NpegHa3HaYeHbl UCKNIOYNTENbHO
ANS npefocTaBneHUs obuw el mHhopmaumm
0 NPOAYKLWUW Ha MOMEHT ee NpPoOM3BOACTBaA
MW HW B KOEM Cny4yae He SABNATCHA U3N0Xe-
HMEeM rapaHTURHbLIX 06A3aTeNbCTB.

Kopnopauuna Cordis He HeceT OTBETCTBEH-
HOCTM 3a Kakue-nnb6o npsAsmble, cnyyalHble
UMW KOCBEHHble YO6bITKN, MNPUYUHEHHDbIE

BCneaocTBUE MOBTOPHOINo MCNonb3oBaHNMA ee

npoayKuuu.

uct at the time of manufacture and do not

constitute any express warranties.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-

uct.

YC/TOBUA TPAHCMOPTUPOBAHUSA, XPAHEHNA U SKCTIJIYATALINN
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

Megnuunnckue nsgenuna Cordis MoryT TpaHc-
nopTtupoBaTbCss BCeMU BUjaMun TpaHcnopTa B
KPbITbIX TPpaHCNOPTHbIX CpeAcTBax B COOT-
BeTCTBUW C NpaBuiaMun NepeBO3KWU Trpy30B,
feACTBYUWMNUX HAa TpaHCNoOpTe KaXforo BU-
fa, npu TemnepaTtype or - 40°C pgo + 50°C
OTHOCUTENbHOW BAaXHOCTM Bo3agyxa oT 20 %
fo 80%.

MegnuuHckne wusgenuna Cordis [JONAXHBI
XpaHUTbCA Npu TemnepaTtype oT +15°C pfo +
25°C B MecTe, 3alWlUW,eHHOM OT NpPAMbIX
CONHEYHbIX Ny4eii.

MeagnunHckne wnsgenuma Cordis npum 3kKc-

nnyataumm cTabunbHbl K BO3[ENCTBUIO

KAMMaTU4YeCKUX PakKTopoB nNpu TemnepaTy-

pe oT +32°C po +42°C u ycTONYUBBLI K BO3-

LeACTBUIO GUONOTUYECKUX XULKOCTEI.

CPOK rogHoCTM
SHELF LIFE

CpOK COXpaHeHMUsa CTepuUuAbHOCTM - 3 roja.

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

Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

ty.

Cordis medical devices should be stored at
temperatures ranging from +15°C to +
25°C, in aplace protected from direct sun-
light.

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C

to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.



Cordis,

YTUITN3SALUNA
DISPOSAL

Mocne Mcnonb3oBaHWA BCe UCMNONMIb3YEMbIe
KOMMOHEHTbI W YyMNaKOBOYHbIE MaTepuansl
MOTYyT OblTb MOTEHLMANbHO 6UONOTNYECKMN
onacHblMu. O6paboTkKa U yTunmsaumnsa npo-
BOAMWTCA B COOTBETCTBUM C MPUHATOW Me-
OVWLUWHCKOW NpaKTUKOW, a TaKXe B COOTBET-
CTBUWN C MECTHBIMWU, TOCY[AaPCTBEHHbBIMU U
hefepanbHbIMN 3aKOHAMW N NMONOXKEHUAMMN.
M3gennsa, uMMeBWI ME KOHTAKT C KpPOBbIO
ninnn ApyruMm O6MONOTMYECKUMU XUAKO-
CTAMMK, nofgnexar yTunumsaunmm u/mnm yHwu-
yToXeHUtw cornacHo CaHlluH 2.1.7.2790-
10 (knacc B).Heucnonb3oBaHHbLIE MU3aeNuns
(He MMeBLWI Me KOHTAKTa C KPOBbi uU/Mnun ¢
6MONOTNYECKNUMU XUAKOCTAMMU), B TOM

yucne C NCTEKW NM CPOKOM rogoHocTu,

nognexaTt yTuAM3auUM U/MAM YHUUTOXE-
HU0 cornacHo CaHlnH 2.1.7.2790-10

(knacc A).

After use all used components and packing
materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medi-
cal practice, and also according to local,
state and federal laws and provisions. The
products which had a contact with blood
and / or body fluids are subject to disposal
and / or destruction according to SanPiN
2.1.7.2790- 10 (B class). Unused products
(which had no contact with blood and / or
body fluids), including those with expired
shelf-life, are subject to disposal and / or
destruction, SanPiN
2.1.7.2790- 10 (Class A).

according to

TEXHWYECKOE OBCNYXVMBAHVNE NN PEMOHT

MAINTENANCE AND REPAIR

LaHHble MEAVULUHCKNWE U3JeNUsa - 04HOpPA30-
Bble. TEXHUYECKOMY 06CNYXUBAHUIO U pe-

MOHTY He nognexart.

CMMBO/JIbI
SYMBOLS
MponssoanTensb
iREF] Homep no katanory
LOT Homep naptuu

CpoK rogHocTwu

ToNbKO ANA 04HOPAa30BOro0 MCNOMb-

3oBaHuMA

OcTOopoXHO! O6paTnTeCcb K UH-

CTPYKLMUMN MO NPUMEHEHU IO
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These medical devices are for single use on-
ly and are not subject to maintenance and

repair.

M anufacturer

Catalog number

Lot number

Use- By Date

Do not re-use

Caution
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YNOMHOMOYEHHbI A

ANVPOreHHO

He gonyckaTb B0O3jelicTBUSA CON-

HeYHOro ceeTa

Bepeub oT Bnaru

He ncnonbs3oBaTb, eC/1M ynakoBKa

noBpexpgeHa

CTepnnnsoBaHo C NPUMEHEHUEM
3TUNEHOKCUfja

OcTOpoOXHO! B COOTBETCTBUMU C
hefepanbHbIM 3aKOHOAATENbLETBOM
CLl A faHHOe yCTpPOWCTBO MOXET
npojgasaTbCa TONbKO Bpavyamu nnmu
no MX ykKasaHuio.

MpegcrtaBuTeNb B eBPOMNEWCKOM

coobu ectBe

KaTteTep ¢C 60KOBbIMMU OTBEPCTUAMMNU

3aKpbITblii KOHEeL ¢ 60KOBLIMU OT-

BEPCTMNAMM

OTKpbITbIN KOHely — 6e3 60KOBbIX

oTBepCTUIA

OTKpPbITbIA KOoHel ¢ 60KOBbLIMU OT-

BeEpCTNAMM

CooTBeTCcTBME Tpe6GOBaAHUAM AU -

pekTuebl EC

npeancTtaBuTENb

npon3BOANTENA Ha TEPPUTOPUN
Poccuiickoin degepaunn:
OOO "[XOHCOH & [>XOHCOH"

Poccuiickas

MockBa,

nyc 2

Pdenepaunsa, 121614, r.

yn. Kpblnartckaa, gom 17, Kop-

Ten. + 7 (495) 580 77 77;
®akc + 7 (495) 580 78 78
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Non-Pyrogenic

Keep away from sunlight

Keep dry

Do notuse ifpackage is damaged
Sterilized with ethylene oxide

Caution: Federal (USA) law re-
stricts this device to sale by or on

order of a physician

Representative in the European

community

Catheter with side holes

Closed end with side holes
Open end - No side holes

Open end with side holes

Compliance with the requirements
ofthe European Union (EU) Di-

rective

Russian Federation Authorized Repre-
sentative:

Johnson & Johnson LLC

Russian Federation, 17, Rrylatskaya street
building 2, M oscow, 121614

Tel.: + 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78



Cordis.

NHCTPYKUUA MO NPUMEHEHUIO
Instruction for Use

KateTeps NPOBOAHUKOBS @
Guiding Catheters

Vista Brite Tip IG

Cordis Corporation / Kopduc KopropeiLuH
Vice President, Global Quality and Regulatory Affairs/

Buue-MpesngeHT no Mnob6anbHbIM BOMpocaM KayecTBa mpernameHTaumm_

(pon>x HocT b/position)

Miguel Avila/ Munrenb ABuna
(wma/naTe)
odnuchb/signature)

«20»  AprA/Anpens 2017.

«feHb» mecAal (umppamun) / «day» month (numerals)
«MoaTBEpMOAal0 TOYHOCTb, NPAaBU/IbHOCTb U NepPeBOf Ha PYCCKUMA A3blK»

| hereby certify accuracy, correctness and reliability
of this document translated into Russian
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NHCTPYKUMS MO MPUMEHEHNTO
KaTeTepbl NpOBOAHNKOBbIE

ONMMCAHWME
DESCRIPTION

MpPOBOAHUK-UHT POAbLIOCEP

MPoOBOAHUK-UHTPOAbLIOCEP MMEET MpPsAMOe OT-
BepcTue, NO3BONAOLLEe NPOBOAUTbL KaTeTepbl
M oCylW eeTBAATb MHPY3UI FenapuHU3NPOBAH-
HOTO HOPMAanbHOTO

thm3monornyeckoro pac-

TBOpa BO BHYTPMCOCYAMCTOE pycno. Y npo-

BOAHWKA-UHTpPOAblOCepa, OCHalWeHHOro 60KO-
BbIM MOPTOM W KNanaHOM, UMeeTca NpejBapu-

TeNbHO copMMUpOBaHHAA fAuUcTanbHasds 4acTb
HaKOHEeYHUKAa C PeHTreHoOKOHTpacTHblM BRITE
TIP. ®dopma npoBOLHUKA-UHTPOLbOCepa 06-
neryaet ero NoO3NMUMOHMpPOBaAaHME. B KomMnnekT
noctaBku NPOBOAHWUKA-UHTPOAbIOCEPA BXOAUT
gunaTtaTop.

CocyaucTbl i aunnaTtatop ob6neryaet YPecKOX-
HOe BBefleHWEe MPOBOAHUKA-UHTpPOAblOCepa 3a
cyeT ob6bpaszoBaHMA aTpaBMaTUYECKOro nNepexo-
fa OT KOXMW Yyepe3 MATKMe MOJKOXHbBIe TKaHU K

cocyfam.

MOKA3AHWNA
INDICATIONS FOR USE

MPoOBOAHUK -MHTpPOAblOCEP MpefHa3HaueH ANA
BBeAEHUS UHTEPBEHUMWOHHbLIX U/MAN AUATHO-
CTUYECKUX YCTPOWCTB B Neputepryeckue co-

CYyAbl

MPOTMBOTINMOKA3AHWNA
CONTRAINDICATIONS

Hens3BeCcTHbI.

MOBOYHbIE AEVCTBUA
COMPLICATIONS

BwmewaTtenbcTBa, conpoBoXpjgawuwmnecs

UPECKOXHbIM BBefeHWEM KaTeTepoB u/unu
MHTPOAbLIOCEPOB,

AONXHbI Npou3BOoOANTbLCA

TONbKO BpayamMu, OCBEAOM/IEHHbIMU O BO3-
MOXHbIX OCNOXHEHMAX. OCNOXHEHUS MO-
ryT pasBuBaThbCs KaK B mpouecce npoBeje-
HUA BMew aTenbcTBa, Tak U nocne ero 3a-
BepLleHUs.

MepevyeHb BO3MOXHbIX OCNOXHEHUN BKAIO-

yaeT B ce6s B TOM 4yucne:
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Instruction for Use
Guiding Catheters

Introducer Guide
The Introducer Guide has a large nontapered
lumen that allows for intravascular passage of
catheters and
The

tubing and valve,

infusion of heparinized normal
Guide,
has a pre-shaped distal tip
section with radiopaque BRITE TIP. The In-
troducer Guide

saline. Introducer with sideport

is pre-shaped to facilitate its
with Guide
A vessel dilator is pro-

positioning. Package Introducer

includes vessel dilator.
vided to facilitate the percutaneous entry of the
Guide by

transition from the skin through the subcutane-

Introducer forming an atraumatic

ous tissue to the vessel.

The Introducer Guide is intended for use for
intravascular introduction of interventional
and/or diagnostic devices into the peripher-

al vasculature.

None known.

Procedures requiring percutaneous catheter
sheath should

attempted by physicians unfamiliar with the

and/or introduction not be
possible complications. Complications may
occur at any time during or after the proce-

dure.

Possible complications include, but are not

limited to the following:
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*Bo3gywHytl amb6onuio;
*O6pa3oBaHMWe reMaToMbl B
MecTe NpoKona;
*VHpnumpoBaHue;
*PaspbiB/paccnoeHne UHTUMBI ;
*Mepdopaynio cTeHOK cocyjaa;

«Tpomb6oo6pasoBaHue.

ycnosma nPUMEHEHNA
CONDITIONS OF USE

[JaHHOe MeAMUWHCKOE W3Jenue NPUMeEHS-
eTcs TONbKO B YCNOBMAX NevyebHbIX U ne-
Ye6HO-NMPOPUNAKTUYUECKNUX  MEAULUHCKUX
yupexjeHuit KBanupuULMUPOBAHHLIM MEeAU-

LWHCKMUM NnepcoHanom.

air embolism

hematom a at the punc-
ture site

infection

intima tear/dissection

perforation of the vessel
wall
thrombus formation.

medical device is used only in the
conditions of medical and therapeutic insti-

tutions by qualified medical personnel.

Guiding Catheter (npoBogHMKoBbIN KaTeTep): Vista Brite Tip IG

Crocob NMrPMMEHEHWNA
DIRECTION FOR USE

1 MpoBepbTe NPOBOAHUK-UHTPOAbIO CEP
MW npucnocobneHMs Ha Hanum4yume no-
BpeXfeHNW. 3anpew aeTcsd MCNONb30-
BaTb HemcnpaBHOe obopyaoBaHMeE.

2. Mpexpae Y4em MNPOJONXUTbL npouegy-
py, ybeantecb B TOM, YTO BHYTpEH-
HW gnameTp npoBOAHUKA-

MHTpoabt cep (FO) fLocTaTo4eH

LN NpOBefeHNA HYXHOro KaTteTepa.

MpomoinTe Aumnatatop W NPOBOAHMU-

KUHTPOAblOCEP renapuHM3NpoOBaH-

HbIM PM3NONOTNYECKNM PacTBOPOM.

4. MeANneHHO MNONHOCTbI BBeAMTE AW-
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Introducer Guide

MPOBOAHWUK - UHTPOAbIOCEP

Vessel dilator

CocyAucTbl i gunaTtatop

Inspect the Introducer Guide and ac-
cessories for defects. Do not use any
defective devices.

Before proceeding, verify that the In-
troducer Guide internal diame-
ter (ID) is of proper
size to allow passage of the desired
catheter.

Flush the dilator and the Introducer
Guide with heparinized saline.

Slow ly insert the entire length of the
dilator through the valve and into the

Introducer Guide, snapping it into
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10.

naTtatop 4epes3 KnanaH B MPOBOAHUK-
WHTpOAbloCcep ¥ 3apukcupylite ero
WeNnYKOM.

OcylwecTBnUTe NPOKON cocyja COOT-
BETCTBUM C MNPUHATOW METOAUKOW.
BBeAMTe MPOBOAHWK COOTBETCTBYIH -
Weh LNUHBI N fuamMeTpa.

CoBeplwas OCTOPOXHble BpalW aTenb-
Hble [ABUXEHUSA,

nogasaiite Bnepep

c6opKy NpoBOAHMKA-
WHTpOAbloCepa/BacKynsapHOro Auns-
TaTopa No NPOBOAHUKY Yepe3 TKaHU B
cocyq.

c60pKY, NoKa AUCTanbHbIi KOoHel He

MpopgonxanTe nojaBaThb
3aliMeT HYXXHOEe NONIoOXeHUE.
Ypnepxusas NPOBOAHUK-
WHTPOAbIOCEP Ha MecTe, M3BNeKahTe
AMNSATaTop M NPOBOAHWUK, ecnu no-
cnefjHWn ncnonbsyeTcs.

Korga NPOBOAHUK-UHTPOAbLK CEP
HaxojuTcs B cocyAe, NOCTOSSHHO BBO-
ANTe aHTUKAOTYNSIHT NOJ AaBNieHUEM
Yyepe3 6OKOBOW NOPT B COOTBETCTBUMN
CNMPUHATON MEeTOLUKOW.

CnepyiiTe peKoMeHfjauuaM NPoOU3BO-
AVUTensi, KacawlWuUMca KaTeTepa MUAu
ycTpolicTBa,

KOTOpbI € BBOAATCA c

nomolubto NpoBOAHMKA-
MHTpOAbloOCepa. MpepynpexpaeHue.

Y6eanTecb, UTO Ha SIPAbIKE MPOBOA-

HWKa-UHTpoAbl Cepa YyKa3aH BHYT-
peHHUWA gnameTp (ID), nos3BoO-
nAw W uni 06ecnevymnTb coBME-

CTUMOCTb C BBOAMMbBIM YyCTPOUCTBOM.
Mpu W3BAEYEHUMW MNPOBOJHUKA- WUH-

TpoAblCEpPa NMOBTOPHO NONTHOCTbIO

BBeAWTE AUNATATOP W MNPOBOAHWK B
NPOBOAHUK-UHTPOAbIOCEP, YTO6bI

06nerynTb pacnpsMfieHuMe y4yacTka
HakoHeYHuWKa. Mocne 3TOoro M3BNEKHU-
Te AMNATATOpP, NPOBOAHWUK M NMPOBOS-
HUK- WHTPOAbIOCEP KaK eAuMHOEe Le-

noe.

MpeayupexaeHue. Mocne M3BAEYEHUS [AU-

naTtaTtopa, KaTeTepa nnn

apyroro
BBEJEHHOro yCcTpolicTBa pPeKOMEHAY-
eTca O0TKauyka yepe3 60KOBOW NOpPT BO

nibexaHme oTNOXeHUA pubpuHa.
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10.

place.

Follow standard practice for vessel
puncture. Insert a guidewire of ap-
propriate length and diameter.

Using a gentle twisting motion, ad-
vance the Introducer Guide/vessel di-
lator assembly over the guidewire
and through the tissue into the vessel.
Continue to advance the assembly
until the distal tip is in the desired
position.
Holding the Introducer Guide in
place, withdraw the dilator and, if
applicable, the guidewire.

Follow standard practice of using a
continuous drip of anticoagulant fluid
under pressure through the sideport
when the Introducer Guide is in the
vessel.

Follow manufacturer’s recommenda-
tions for the catheter or device being
introduced via the Introducer Guide.
Caution; Verify on the label that the
Introducer Guide internal
diameter (ID) is of proper
size to ensure compatibility with the
inserted device.

W hen removing the Introducer
Guide, re-insert the dilator and wire
fully into the Introducer Guide to aid
in straightening the tip portion.
Thereafter, remove the dilator, wire,

and Introducer Guide as a unit.

Caution: Upon withdrawal of dilator, cathe-

ter, or other inserted device, aspira-
tion through the sideport is recom-
mended to remove any fibrin accu-

mulation.
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MPEAYTIPEXXOEHNA
WARNINGS

Mocne onepayum NPOBOAHUK-UHTPOAbIO CEP
Heo6X04MMO YyTUNAU3MPOBATH. Ha CTpPyK-
TYPHYK LENoCTHOCTb U/MAN GHYHKLWUOHMU-
poBaHWe ycTpoicTBa oTpULaTenbHOe BAUSA-
HUe MOTYyT OKa3blBaTb NMOBTOPHOE WCNO/b-
30BaHMue " ouncTKa. MPOBOAHUKM-
MHTPOAbIOCEPbl Ype3BblYallHO TPYAHO 0YN-
CTUTb NOC/le KOHTAaKTa c 6uomaTepuanom, u
npy NOBTOPHOM MCMNONb30BaHWU TaKue UH-
TpoAblocepbl MOTYT MPWBECTU K yXypau e-
HWI0O COCTOSIHMS NmauueHTa. B cooTBeTCTBUMU
c 3Tum Kopnopauus Cordis He HeceT OTBEeT-
CTBEHHOCTM 3a KaKue-in6o npsiMble UMK
KOCBEeHHble Y6bITKUM UM yuwep6, nNpuyun-
HeHHble BCNejCTBUE MNOBTOPHOF0O WCNONb-

30BaHWS NPOBOAHUKA-UHTpPOAblOCepa.

He wucnonb3yliTe KOHTpacTHble Bel,ecTBa
Ethiodol, Lipiodol (Ethiodol n Lipiodol saB-
NATCA TOBapHbIMK 3HakKamMm Guerbet S.A.)
MNWN aHaNorMyHble npenapaTbl, cofjepxXxa-

unmne KOMNOHEHTbI 3TUX NMpenapaToB.

MEPbI NMPEOOCTOPOXHOCTWU
PRECAUTIONS

. XpaHuUTb B TEMHOM cCyXxom npo-
XNajHOM MecTe.
. Hencnonb3oBaTb, eCAM BHYTPEHHAS yna-

KOBKa OTKpPblITa N noBpexpaeHa.

. HeocTtaBnaiite

WHTpPOAbIOCEP Ha ANWTenbHOe Bpemsa 6e3

noAfepXuBalw W MX ero KateTepa UAU AU-

nartaTopa.

. 3anpewaeTcsa

Hoe YyCTPOWCTBO.
. Mcnonb3oBaTb HEO6GX0AMMO fJoO mcre-
yeHU S CpoKa rogHoOCTH.

. McnbiTanTechb BOANTbUNMN

NPoOBOAHMUK ninnn

MHTPOAblOCEP, €CNAU UYYBCTBYeTCA COMPO-
TUBNeHMe B cocyfjax. NMpekpaTuTe onepa-

unio M C NOMOLW b PEHTreHOCKONMYEeCKO-

ro 060pysoBaHMs BblACHUTE NPUYUYUNHY.

. Bo3peiicTtBue TeMnepaTypbl Bblle
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BBeJeHHbIi MNPOBOAHUK-

MOAUGMUMPOBATbL  faH-

yaanatb

NPOBOAHUK-

Discard the Introducer Guide after one pro-
cedure. Structural integrity and/or function
may be impaired through reuse or cleaning.
Introducer Guides are extremely difficult to
clean after exposure to biological materials
and may cause adverse patient events if re-
used. Accordingly, Cordis will not be re-
sponsible for any direct or consequential
damages or expenses resulting from reuse

ofthe Introducer Guide.

Do not use with Ethiodol or Lipiodol (Ethi-
odol and Lipiodol are trademarks of Guer-
bet 8.4) contrast medium, or other such
contrast media that incorporates the com -

ponents of these agents.

Store in acool, dark, dry place.

Do not use open or damaged pack-
ages.
Do not leave an Introducer Guide

in place for extended periods of time

without a catheter or a dilator to sup-

port the Introducer Guide.

Do not alter this device.

Use prior to the “Use By~ date.

Do not attempt to advance or
withdraw the guidewire and/or In-

troducer Guide if resistance is felt.

Stop the procedure and use fluorosco-

py to determine the cause.

Exposure to temperatures above

+54°C may damage the-
Introducer Guide.
Do not expose to organic
solvents.
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+54°C mMoXerT noBpeagnuTb MNPOBOAHUK-
WHTpOAblOCEp.
MpepoxpaHsailiTe oT Bo3AelicTBMA op-
raHM4yecKMUXx pacTBopuTenei.
Mepeg MCcNnoNnb3oBaHUeMm OCMOTpM-
Te NPOBOAHUK-UHTpPOAblOCEP, 4UTO6bLl yb6e-
OWTbCHA, YTO ero pasmep, popma n cocTof-
HWe NOAXOAAT ANS nNpeacTosw el onepa-
unn.
CnepyeT cobntopgathb npefenbHyto
OCTOPOXHOCTb BO W36exaHue nospe-
X[AeHna cocyfa, yepe3 KOTOPbIA MPOXOAMUT
NPOBOAHUK WHTPOAblOCEP. MpPpoBOAHUNK-
WHTPOAbIOCEP MOXET Bbl3BaTb OKKI/03UIO
Manblx cocyfos. CnepayeT cobnwopgaThb
OCTOPOXHOCTb BO M36exaHWe MNONHOW
6nokaabl KpOBOTOKaA.
MpoBOAHUKWN - UHTPOAbOCEPbl C 6O0NbLW KM
BHYTPEHHUM [UMaMeTpPOM TMNO3BONSAT
0Ka3blBaTb MeHbllee AaBfieHWe Ha WNpuUL
BO BPeMSA NPOBefeHUSA UHBbEKLUNMN.
Mepeg BBOJOM KOHTPacTHOTO
Bel,ecTBa Yepe3s yANUHWUTeNb 6GOKOBOTO
nopta ybegMmTecb, 4YTO remocTaTuyecKuii
KnanaH BBeAeH BOBHYTpb (a He BbITA-
HYT) BB€AEHHbIM YCTPOWCTBOM. Yoéepu-
Tecb, 4TO 3a30p MeXAY BBefEeHHbIM
YyCTPONCTBOM W BHYTPEHHUM [fMaMEeTpPOM
NPoBOAHMWKA-NHTPOAblOCEpa fJocTaTou4eH
ONSA nojayun KOHTPAacTHOro Bel,ecTBa.
B cnyyae cyw ecTBeHHOrO neperunba
NPoOBOAHMKA - WHTpPOAbloCepa Heob6XO-

LVUMO
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Inspect the Introducer Guide

before use to verify that its
size, shape and condition are suitable
for the specific procedure.
Extreme care must be taken
to avoid damage to the vascu-
lature through which the Introducer
Guide passes. The Introducer Guide
may occlude smaller vessels. Care
must be taken to avoid complete blood
flow blockage.
Large internal diameter Introducer
Guides require less force on the sy-
ringe during injection.
Before injecting contrast medi-
um through the sideport exten-
sion ensure that the hemostasis valve is
pushed inward (and not pulled out-
ward) by the inserted device.De-
termine that the gap between the in-
serted device and the internal diameter
of the Introducer Guide is sufficient to
allow contrast medium flow.
Should the Introducer Guide become
severely kinked, withdraw the entire
system together with any other acces-

sories/devices.
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FAPAHTUHBIE OBA3ATE/IbLCTBA
WARRANTIES

Mpons3BoaMTeNb rapaHTUpPyeT COOTBETCTBUE

LAHHOTO0 MEAULMHCKOF0 W34enus 3assBfeH-
HbIM XapaKTepucTMukam B npejenax coxpa-
HeHWS cpoKa FOAHOCTM (CpoKa COXpaHeHUSN

ero CTepuabHOCTM), MPU YCNOBUU, 4TO CO-

6ntogatoTca Tpe6oBaHMS NpPOU3BOAMTENS,

yKaszaHHble B UHCTPYKLMUU NO MPUMEHEHUIO .
Ha npoagykuunio Cordis, onMcaHHyl B fjaH-
HOW Ny6nMKaumMu, He pacnpocTpaHsAlO TCsA Ka-
Kue 6bl TO HU 6bINI0 SBHO BblpaXXeHHble UMK
nogpasymeBaeMble rapaHTuum, B TOM u4ucne
BKAYatouw e B ce6s niobble nogpasymeBae-
Mble rapaHTWUU TOAHOCTW ANS MPOAAXWU WK
rapaHTMyW NPUTOLHOCTMW NS UCNONb30BaHUSA
no HaszHauyeHWo. HW Npu Kakmx o06CcTOATENb-
cTBax Cordis He HeceT OTBETCTBEHHOCTM 3a
Kakue 6bl TO HU GblN0 NpAMble, cAy4yaliHble
MNN KOCBEHHble Y6blTKU,

KpomMe TeX, KOTO-

pble NPpAMO NpPeAycMOTpPeHbl B COOTBETCTBY-

o emMm 3aKkoHofaTenbcTBe. HMkKakue nuuya He

YyNONHOMOYEHbl MNpPeACTaBNATb OT WMEHMU
Cordis kKakyw-nmb6o uHpopmauuio ununm ra-
paHTMK, 3a WCKA4YeHMeM cnyyaeB, 0co060

OrFOBOPEHHbLIX B flaHHOM AOKYyMeHTe. Onuca-

HUA WMAW  TeXHWYecKue XapaKTepuUCTUKMN,
npuBognmble B nybnukauunax Cordis, B TOM
ymcne B fLAHHOW, NpeAHa3Ha4YeHbl UCKNKOYU-
TeNbHO ANS NpefocTaBneHUs obwed MHGpop-
MauMnm 0 NPOAYKLUW Ha MOMEHT ee MpPou3-
BOACTBA M HW B KOeM c/Qy4yae He sABNATCA
N3M0XEeHNEM rapaHTUiHbIX 0693aTeNbCTB.

Kopnopauyunsa Cordis He HeceT OTBETCTBEHHO-
CTW 3a KakKue-nnbo npAmMble, cnyvyaHble nam
KOCBEHHble YyOblTKMH,

npunynHeHHbIe BCnNep-

CTBMEe NOBTOPHOro mMcnonb3oBaHWMA €ee Npo-

AYKLUHN.

The manufacll rer warrants conformance of
this medical device to the declared charac-
shelf life term)

provided that all requirements of the manu-

teristics within (sterility

facturer’s use instructions are met.

There

including without

is no express or implied warranty,

limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-

cumstances shall Cordis be

liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis

except as specifically set forth herein.

to any representation or warranty
De-
scriptions or specifications in Cordis print-
ed matter, including this publication, are
meant solely to generally describe the prod-
uct at the time of manufacture and do not

constitute any express warranties.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-

uct.

YCNOBUA TPAHCIOPTUPOBAHNSA, XPAHEHUA U SKCIIJTYATALNN
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MegnunHckne nsgenma Cordis MoryT TpaHc-
nopTMposaTbCA BCeMWU BUjamMu TpaHcnopTa B
KPbITbIX TPaHCNOPTHbLIX CpefjCcTBax B COOT-
BeTCTBUM C NpaBuiaMu nNepeBO3KWU rpys3o0sB,
felCTBYWOUWMX HA TpPaHCNOPTe KaXpJoro BuU-
- 40°C po + 50°C
OTHOCWUTENbHOW BNAaXHOCTU Bo3jyxa oT 20 %

fa, npu TemnepaType oT
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
- 40 °C

relative humidi-

mode, at temperatures ranging from
to +50 °C and at 20% - 80%

ty.
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no 80% .
MegunuymnHckue Cordis

XpaHNTbCcA Npu TemnepaTtype oT +15°C pgo +

nsgenns 0O HbI
25°C B MecTe, 3allMUEHHOM OT MNpPAMbIX
CONMHEYHbIX Ny4yel.

MepgnunHckune nsgenma Cordis npu akcnnya-
Tauum ctabunbHbl K BO3AENCTBUIO KAUMAaTK-
YecKUX

(hakTopoB nNpum TemnepaType OT

+32°C po +42°C un ycToliuMBbBI K BO3AEW-

CTBUIO 6MONOTMYECKUX )KI/I,qKOCTeVI.

CPOK rogHocCTH
SHELF LIFE

CpoOK COXpaHeHUsa cTepunbHOCTU - 3 rofja.

YTUNIN3AUNA
DISPOSAL

Mocne wncnonb3oBaHWA BCe WUCNONb3yeMble

KOMMNOHEHTbI N YynakKoBOYHbIE MaTepunanbl

MOTFyT G6blTb NOTeHLUANbHO GUONOTMYECKM
onacHblMu. O6paboTka U yTunuM3auus Npo-
BOAMTCS B COOTBETCTBUM C MPUHATOW Megwn-
LWHCKON NpaKTWKOW, a TaKXe B COOTBET-
CTBUM C MECTHbIMU, FOCYJAapCTBEHHbLIMU U

(benepaanblMM 3aKOHaMMn U NONOXEHNUAMMN.

N3fgenns, UMeBL e KOHTAKT C KPOBbiO n/unu
Apyrumm
nognexaTt yTunamsayuum n/Mnm yHUUTOXEHNIO
CaHlwnH 2.1.7.2790-10

B).Hencnonb3oBaHHble un3genusa (He WUMEeB-

6unonornyeckumMm XNapKoctamm,

cornacHo (KI'IaCC

e KOHTaKTa C KpPOBbH nivnnm ¢ 6uonoru-
HEeCKNUMMU )KI/I,CLKOCTHMVI), B TOM 4ucne ¢ uUcC-
TEKTUM CPOKOM TrogHOCTMHU, nognexat yTu-

nnsaynmn nivnwu YHUUHTOXEHUIO

CaHlNuH 2.1.7.2790-10 (knacc A).

cornacHo

TEXHNYECKOE OBCJTY )X XBAHUNE
MAINTENANCE AND REPAIR

LaHHble MeJUUMWHCKMNE N3[LEeNUA - 0OA4HOPA30-
Bble. TEXHUUYECKOMY 06CNYXMNBAHUIO U pe-

MOHTY He noagnexart.
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Cordis medical devices should be stored at
+15°C to +
25°C, in aplace protected from direct sun-
light.

temperatures ranging from

Cordis medical devices being in operation are

stable in temperature conditions from +32 °C

to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and packing
materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medi-
cal practice, and also according to local,

state and federal laws and provisions.

The products which had a contact with
blood and / or body fluids are subject to
disposal and / or destruction according to
SanPiN 2.1.7.2790-10 (B class).

Unused products (which had no contact
with blood and / or body fluids), including
those with expired shelf-life, are subject to
disposal and / or destruction, according to
SanPiN 2.1.7.2790-10 (Class A).

N PEMOHT

These medical devices are for single use on-
ly and are not subject to maintenance and

repair.
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CMMBO/bI

SYMBOLS

LLI

LOT

|lw T

MponssoagnTtens

HoMep no KaTanory

Homep naptuu

CpoK rogHocTwn

TONbKO AN 0O4HOPAa30BOro0 UCMNOTb30-

BaHuMNA

OcTOopoXHO! O6paTnuTeCb K UHCTPYK-

umunm no NnpUMEHEHUNHKO

He gonyckaTb BO34eliCTBUS COMHEY-

HOro cBeTa

Bepeub OoT Bnaru

PekomMeHyeMblii pasmep

MHTpOAblOCEpa

He ncnonbs3oBaTb, eC/IM ynakKoBKa 0T-

KpblTa AN NOoBpPEX eHa

faTa BblnyckKa

M anufacturer

Catalog number

Lot number

Use- By Date

Do not re-use

Caution

Keep away from sunlight

Keep dry

Recommended Sheath Size

Do notuse ifpackage is dam -

aged.

Date of Manufacture

|STEf«UEEO{ CTepnnnsoBaHoO C NPUMEHEHUEM 3TH-

RxOnly

Sterilized with ethylene oxide.
neHokcupga

OcTopoXHO! B cooTBeTCcTBUU C hepe-
panbHblM 3aKOHOgaTenbcTBOM CLU A Caution: Federal (USA) law re-
fLaHHOe YCTPOWCTBO MOXeT npoja- stricts this device to sale by or on
BaTbCA TONbKO BpayaMm MAM No ux order of a physician
yKa3aHuio.

MpefcraBuTeNb B eBPONEWCKOM CO-

1EC REP 1 Representative in the European

Ce

0086

obuw ectBe community

Compliance with the require-
CooTBeTCTBME TPeb6OBaAHUAM ANPEK- .
ments of the European Union

(EU) Directive

Tnebl EC

YNONHOMOYEHHBbI npeactaBuTesnlb Npo-
n3BoanTeNd Ha TeEPPUTOpPUN
Poccuiickoii ®epepaumn:

OO0 "AXOHCOH & [O>XOHCOH"
121614, r.
yn. Kpblnartckada, gom 17, kopnyc 2
Ten. + 7 (495) 580 77 77;

®akc + 7 (495) 580 78 78

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Poccuiickaa ®epepaymns, MockBa, Russian Federation, Krylatskaya street 17,
building 2, M oscow, 121614

Tel.:+ 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78
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NHCTPYKUUA MO NPUMEHEHUIO
Instruction for Use

Katereps NPOBOAHUKOBLD
Guiding Catheters

(1 OptEase

Cordis Corporation /Kopaunc KopnopeiLuH
Vice President, Global Quality and Regulatory Affairs/

Buue-Mpe3ugeHT no Mno6anbHbiM BONpoCcaM KayecTBa MpernamMmeHTauum_
(pon>x HocT b/position)

Miguel Avila/ Murens Asuna
(nma/naTe)
(nognucb/signature)

«20» Aprf/Anpens 2017.

«feHb» MmecAay (undppamn) / «day» month (numerals)
«[loaTBepunogald TOYHOCTb, MPaBUIbHOCTb U NEPEBOS Ha pyCCKVIﬁ A3bIK»

I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis™

NHCTPYKUMS N0 MPUMEHEHWIO
KaTeTepbl NPOBOHNKOBbIE

OIrNMMCAHNME
DESCRIPTION

KaTeTep gna n3snedeHnsa Cordis OPTEASE
npeactaBnsAetr coboh kateTep 10F pgnwuHom
80 cwm,

CHAabGXeHHbIN pPeHTreHOKOHTpacT-

HbIM HAKOHEYHUNKOM.

KaTteTep gnAa mnisneyeHua OPTEASE npeg-

Ha3Ha4ydeH [ANnd 4YpecKOXHOro wu3BJ/iedeHud

hUNbTPa NONON BEHbI.

Cordis OPTEASE 13 HMXHEWN NONON BeHbl
(HMB).

M3Bnekaembli unbTp OPTEASE wMoXxeT

6bITb M3B/IEYEH CNYCTA onNpejeneHHoe Bpe-
MSA nocne umnnaHtauuunm (cmM. AOKYMEHTa-
Ln K mipnekaemomy punbtpy OPTEASE,
WHCTPYKLMUM NO NMPUMEHEHUIO) UAKN OCTaB-
NeH Ha MecTe B

KayecTBe MNOCTOAHHOrIO

hunbTpa.

CamMoueHTpUupyrowunincs n3BneKaembl i
hunbTp OPTEASE M3rotoBfieH U3 TPyobKM
M3 HUKENb-TUTAHOBOrO0 cnnaBa (HMTMHONA)
MeTOoAOM na3epHOW

pe3kn. T poKcUManb-

Hble W [AUCTanbHble CeTKMU
OPTEASE

pacnopok poMGOBUAHOIA

n3eneKkaemoro

hunbTpa cocToAT "3

hopmbl,
HMaNbHbIX KOHLAaX KOTOPbIX MMeeTCA OAWH
pag GUKCUMPYI LW KNX
npegHasHa4yeHbl

wecTm
Ha Kpa-
3y6uoB. 3Tm 3y6LUbl
ansa ¢gukcauuum unbTpa B
CTeEHKe coCyfja W ABNSAKTCA NMPOAONXKEHUSA-
MW napannenbHblXx pacnopok. Ha kaypanb-
HOM

KOHLUEe CeTKM NO LEeHTpy HaxoauTcs

KplOUYoK, 6narogaps KOTopoMy dQUAbLTP
MOXHO M3BNeKaTb C NMOMOLW bW NeTnu (pu-

CYHOK 1).

MN3BneyeHune M3BNeKaemoro hunbTpa
OPTEASE BblNnONHAeTCA TONbKO C MOMO-

Wbto 6eApeHHOW BEHO3HOW KaTeTepusauum.

PekoMeHayeMble BCMOMOraTe/lbHble 3/1EMEHTHI
K KaTeTepy Ana nisneyeHmsa OPTEASE nepe-

yncneHbl B Tabnuue 1.
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Instruction for Use
Guiding Catheter

The Cordis OPTEASE Retrieval Catheter is an
80 cm long, IOF catheter, with radiopaque tip.

The OPTEASE Retrieval Catheter is intended
for the percutaneous of the Cordis
OPTEASE

removal

Retrievable Vena Cava Filter from the inferior
vena cava (F/C).

The OPTEASE Retrievable Filter can be re-
trieved within a specified period after implan-
tation (refer to the OPTEASE Retrievable Fil-
ter Instructions for Use) or remain implanted as

apermanent filter.

The self-centering OPTEASE Retrievable Fil-
ter is laser cut from nickel titanium alloy (Ni-
tinol) tubing. The

proximal and distal baskets ofthe OPTEASE
Retrievable Filter consist o f struts in a six dia-
mond shape

configuration. A single row of fixation barbs is
present at the cranial end of the struts. These
barbs, intended

for fixation to the vessel wall, are extensions of
the parallel struts. A hook is centrally located
at the caudal

basket extremity and allows for filter retrieval

using a snare (Figure 1).

Retrieval of the OPTEASE Retrievable Filter

is from femoral venous access only.

Recommended accessories to the OPTEASE

Retrieval Catheter are listed in Table 1.



Cordis,

PucyHok 1/ Figure 1

M3Bnekaembin puabTp nosoii BeHbl OPTEASE
The OPTEASE Retrievable Vena Cava Filter

A. KpaHunanbHo
B. KayganbHo

A. C ranial
B. Caudal

PucyHok 2 / Figure 2
MpofBuXeHWe 3aTArnBaroLLeiics NeTan Hag KOHYNKOM

(KproUKOM Ansa n3BneyveHUs) nssnekaemoro punstpa OPTEASE.
Advancing the snare loop over the OPTEASE Retrievable Filter apex/retrieval hook.

PucyHok 3A / Figure 3A
MpaBuNbHO 3aXBayeHHbI KPHOYOK /151 N3BJIEUEHNS.

KaTteTep c neTnei 1 KPHOYOK 4151 M3BMeYeHUs (UIbTpa BbIPOBHEHBI MO OAHOM ocK
Correctly snared retrieval hook. The snare catheter and fdter retrieval hook are axially aligned.
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Mexpgy

Cordis.

1. 3aTtAaruBawuwasaca netrna Microvena (npo-
BOAHWKOBAA/NPOBOMOYHAA MNeTNA) NpaBuUb-
HO CcoefMHeHa C KPHOUYKOM [N1A WN3BMeYeHUA
humnbTpa. NMeTna HaxoAMTCA Ha OQHOWN ocu C

KaTeTepom ansa U3B/IeYeHUnsA OPTEASE.

KOHYUNKOM KaTeTepa netTnun

Microvena M KpPHYKOM [ WU3BNEYEHUSA W3-
Bnekaemoro punbtpa OPTEASE Heobxoawu-
MO COXPaHATb PaccToAHME MPUMEPHO 5 MM.
2. KaTteTep c netneidi Microvena, cHabXeH-
Hbl/i PEHTFeHOKOHTPACTHLIM MapKepoMm

3. KaTveTtep Anda wn3snedyeHusas OPTEASE ¢

PEHTITreHOKOHTPAaCTHbIM HaKOHEYHUKOM.

PucyHok 3B

HenpaBunbHO 3axBaveHHbIN QUILTP
Incorrectly snared filter

1. 3aTtaruBatw wanca netnsa Microvena (npo-
BOAHWKOBAasA/NpoBONOYHAA NeTNA) Henpa-
BUNbHO COEAMHEHA C KPIOYKOM ANSA U3BMeYe-
HUA n3Bnekaemoro punotpa OPTEASE.

2. KaTteTep ¢ neTnen Microvena, cHab»XeH-
HblA PEHTFeHOKOHTPACTHbIM MapKepomMm

3. KaTteTep gna unssneyeHdna OPTEASE ¢
PEHTreHOKOHTPACTHbBIM HAaKOHEYHUKOM
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1. Microvena Snare (wire loop) correctly
engaged to the filter retrieval hook. These
are in line with the OPTEASE Retrieval
Catheter. Maintain a distance of approxi-
mately 5 mm between the tip of the M i-
crovena Snare Catheter and the OPTEASE

Retrievable Filter retrieval hook

2. Microvena Snare Catheter with radio-
paque marker

3. OPTEASE Retrieval Catheter with radi-
opaque tip

/FigurSB

1. Microvena Snare (wire loop) incorrectly
engaged to the OPTEASE Retrievable Fil-
ter retrieval hook.

2. Microvena Snare Catheter with radio-
paque marker

3. OPTEASE Retrieval Catheter with radi-
opaque tip.
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PucyHok 4 / Figure 4

Advancing the OPTEASE Retrieval Catheter to collapse the OPTEASE Retrievable Filter.
MpoasmxeHne KateTepa 414 nssnedeHna OPTEASE, npuBojsilee K CK1afbiBaHUIO N3BIEKAEMOTr0
thunbTpa OPTEASE.

Ta6nuua 1 (PYC).
PekomeHgyeMble BCNOMOraTe/lbHble 3/1TeMeHTbl K KaTeTepy Ana misnedyedma OPTEASE

PekomeHfgyemMmble BCMOMOTraTeNbHbl € 31€MEHThl MFabaputbl/onucaHune
MpoBogHuk Cordis J-tip EMERALD 0,89 mm OnunHa: 260 cm

(0,035 groiima)

Cordis AVANTI+ nHTpoAbloCep KaTeTepa 10F (3,3 mm), gnunHa: 11 cm
Ha6op Mierovena Amplatz Goose Neck Snare Kit AnameTp netnun 10 mm, KaTteTep 4F

ovameTp netnm 15 mm, KaTeTep 6F
ovameTp netnm 20 mm, KaTteTep 6F
ovamMeTp netnm 25 mm, KaTteTep 6F
ovametp netnm 30 mm, KaTeTep 6F
Bo Bcex cnyyaax gannHa netnu 120 cm,
LnnHa KaTeTepa 102 cm

Table 1 (EN).

Recommended Accessories to the OPTEASE Retrieval Catheter

Recommended Accessories Dimension/Description

Cordis J-tip EMERALD 0.035” (0.89 mm) Guidewire 260 cm length

Cordis AVANTI+ Catheter Sheath Introducer 10F (3.3 mm), 11 cm length
Microvena Amplatz Goose Neck Snare Kit 10 mm loop diameter, 4F catheter

15 mm loop diameter, 6F catheter
20 mm loop diameter, 6F catheter
25 mm loop diameter, 6F catheter
30 mm loop diameter, 6F catheter
All 120 cm snare length and 102 cm
catheter length

MOKA3AHUA

INDICATIONS FOR USE

KateTep Aana wn3sBnedyeHma «OPTEASE» The Cordis OPTEASE Retrieval Catheter
kKomMnaHuun «Cordis» npegHasHayeH ANS U3- is intended for the percutaneous removal
BNneyeHnsa kKaBa-gpunobtpa «OPTEASE» wn3 ofthe Cordis OPTEASE Retrievable Vena
HUXHEeN nonoit BeHbl (HMB). Cava Filter from the inferior vena cava

(Ive)..
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MPOTVBOIMNOKA3AHUNA
CONTRAINDICATIONS

. M3BneyeHne hunbTpa N3 Tena nayu-
EHTOB C CYyLW, eCTBY LW UM BbICOKUM PUCKOM
pasBuUTWUA NerovyHol am6onun.

. M3BnedyeHne ¢GunbTpa ¢ 60NbW UM
o6beMoM nonaBwwWx Tpom60B, ecnuM npwu
n3BneyeHmmn GuUNbTpa Ccyuw,ecTByeT onac-

HOCTb pa3BuTunAa amb6onuu.

NMOBOYHDbIE peictBUnA
COMPLICATIONS

Mpouesypbl € MUCNONb30BaHUEM TeXHUK

UPECKOXHbIX BMelWwaTeNbCTB [JOJIXHbl Bbl-

NOMHATLCA TONIbKO BpavyaMu, 3HAKOMbIMKU C

BO3MOXHbIMUN OC/MOXHEHUAMMN. OCNOXHe-

HMUA MOryT pa3BuBaTbCA KakK B npolecce

nposefjeHNa BMew aTenbcTsa, Tak WU nocne

ero 3aBeplweHmns.

B 4nMcno BO3MOXHbIX OCAOXHEHWUWA npwm

npoBefieHNN Npoueaypbl U3BMEYEHUSA Cpean

npoyero BXoAAT:

e BO3jywWwHasa ambéonusa;

e rematomMa B MecTe NPOKONa;

e pa3pblB CTEHKMW cocyfa;

e nepdopaunsa CTeHKMU cocyfa;

e pas3pblB UHTUMBI;

* HEBO3MOXHOCTb U3B/IeYeHUA huNbTpa;

* HEBO3MOXHOCTb TMNPOTONIKHYTb KaTeTep
ONA N3BNeYeHNS Yyepes PUNLTP;

e OrpaHW4YeHue KPOBOTOKA;

e AucTanbHaa ambonusauuns;

* UHPUUUPOBAHWUE;

e pas3pblB unbTpa.

PaspblB GunbTpa ABAAETCA BO3MOXHbIM

OC/IOXXHEHMEM MUCNONb30BaHUA (QUNBLTPOB

nonoli BeHbl. Pasmelw,eHme GpumunbTpa B61M3M

aHaTOMMYyecKnx ob6pasoBaHWUN, CNOCOO6HBIX

Bbl3BaTb ero gedopmauunto (Hanpumep,

packpblTMe y BepXylWKW cKonumosa, nepe-

KpblTUEe KaKoro-im6o M3 ycTbeB MOYEYHbIX

BeH, pasMel,eHMe OKOJO ocTeoduTa no-

3BOHKA), MOXeT NPUBOAUTL K paspbiBY ero

OTAeNbHbIX pacnopok. OaHakKo coobweHnA

0 Heb6naronpuATHbLIX KNUHUYECKUX MOCNEA-

CTBUAX paspbiBa PuAbTpa noctynawT pef-

KO. M3BneyeHune pas3opBaHHOro uW3BNeKae-

Moro ¢ounbtpa OPTEASE MOXeT NpuBO-

ANTb K Pas3sBuTuio OC/NTOXHEHMUNI.
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. Retrieval of the filter for patients
with an on-going high risk for pulmonary
embolism (PE).

. Retrieval of the filter with signifi-
cant amounts of trapped thrombus within
the filter that present a risk for embolism

during retrieval.

Procedures requiring percutaneous inter-
ventional techniques should not be attempt-
ed by physicians unfamiliar with the possi-
ble complications. Complications may oc-

cur at any time during the procedure.

Possible retrieval procedure complications
include, but are not limited to, the follow -
ing:

air embolism

hematoma at the puncture site

rupture of the vessel wall

perforation ofthe vessel wall

intimal tear

inability to retrieve the filter

inability to push the retrieval catheter

over the filter

restriction of blood flow

distal embolization

infection

filter fracture.
Filter fracture is a potential complication of
vena cava filters. Anatomic locations that
create concentrated stress points from filter
deformation (for example, deployment at
apex of scoliosis, overlapping of either of
the renal ostia, or placement adjacent to a
vertebral osteophyte) may contribute to
fracture of a particular filter strut. However,
reports of adverse clinical sequelae from
filter fractures are rare.
Retrieval of the OPTEASE Retrievable Fil-
ter with a filter fracture present may result

in complications.
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yCnosmda rIiPMMEHEHUA
CONDITIONS OF USE

LaHHOe MeAMUMHCKOEe M3jenne NpUMeHsaeTCs

TONbKO B YCNOBUAX neyebHbIX W neyebHO-
NPOMMUNAKTUYECKUX MEAUULUHCKUX yupexpe-
HW

KBanM@uUuMpoBaHHbIM MEAUULUHCKUM

nepcoHasnom.

Crnocob NPMMEHEHWA
DIRECTION FOR USE

1. Mepeld Hayanom npouesypbl U3BNEYEHUS

y6eanTecb B TOM, 4TO NyThb,

yepes3 KOTOpbIi
6yfeT BbINOMHATbLCA M3BNeYeHMe, He 3abN0KMN-
poBaH TpoM6OM.

2. MNpoeBepbTe faTy umnnaHTayum wun3BNekKae-
Moro gunbtpa OPTEASE. He n3BnekanTe n3-
BnekaeMblii punbTp OPTEASE, ecnm co fgHA

MmMmnnaHTaumm 6onee 12

hunbTpa npowno
OHel.

3. Cobnwogas CTepnNbHOCTb, U3BNEKNTE KaTe-
Tep Ana n3isnedyedna OPTEASE M3 ynakoBKMU.
4. Tlocne u3BneYeHNA M3 yNnakoBKW MPoOBepPbTe
KaTteTep ANng u3iBneyeHmsa OPTEASE Ha oTCcyT-
CTBUE MOBpeXfJeHUl’. BHumaHume! Hu B KoeMm
cny4yae He MCNONb3yinTe KaTeTep ANS u3Bneve-
Hna OPTEASE,

BpexaeHunsa. B

uMew Wik Kakue-nm6o no-

cnyuyae o6HapyXeHus noBpe-

XOeHNA BO3bMWUTE HOBbLIA HeNOBPEeXAEHHbI
KaTteTep Ana un3isneyeHmsa OPTEASE.

5. Mepeld mcnonb3oBaHMem NPoMOWTe KaTeTep
OPTEASE

BaHHbIM (U3pacCTBOPOM

ana wWn3BnedYeHnNA renapmHnNsnpo-

UAW APYTUM NOAXO-
AW MM U30TOHUYECKMUM PacTBOPOM.

6. MoAroToBbLTE BCe MPOUYUE HEOBXOAUMDbIE AN S
npoueayp sl
MHCT PYKUMAMMU MO MPUMEHEHUNI0O npoussoanTe-

KOMMNOHEHTbl B COOTBETCTBUU C

na.

7. MopjcoeAMHNUTe remMocTaTMuyeckoe YCcTpoii-

CTBO K afjanTepy KaTeTepa fAns
OPTEASE.

8. C nomMow bt

n3gneyvyeHmnsA

COOTBETCTBYH W MX Npouesyp

y6eamTecb B TOM, UTO (GUNbLTP, NyTb €ro n3-

an-
He 3a-

BfieyeHWss 4Yepe3 6GeApeHHbI JocTyn u

cTanbHafA 4YacTb HUWXHeN MNONOWN BeHbl
6noKupoBaHbl TPOM6OM.

9. Mopbepnte 3aTArMBalOlWyoCca NeTNO HYX-
HOro gumameTpa m3 Ha6bopa Microvena Amplatz
Goose Neck Snare, kak ykaszaHo B Ta6nunuye 1.
10. Cobepute Habop

Microvena Amplatz
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This medical device is used only in the condi-
tions of medical and therapeutic institutions by

qualified medical personnel.

1.Prior to commencing the retrieval procedure,

determine that the retrieval route is free of

thrombus.

2. Verify the duration of the OPTEASE Re-
trievable Filter implantation. Do not retrieve
the OPTEASE Retrievable Filter if it has been
implanted in the patient for longer than 12
days.

3. Remove the OPTEASE Retrieval Catheter
from its packaging using sterile technique.
OPTEASE Retrieval Catheter

upon removal from packaging to verify that it

4. Inspect the
is undamaged. Warning: Do not use an OP-
TEASE Retrieval Catheter that has been dam-
aged in any way. Ifdamage is detected, replace
with an undamaged OPTEASE Retrieval Cath-
eter.

5. Prior to use, flush the OPTEASE Retrieval
Catheter with heparinized saline or suitable
isotonic solution.

6. Prepare all other procedure components ac-
cording to the manufacturers’ Instructions for
Use.

7. Attach the hemostasis device to the hub of
the OPTEASE Retrieval Catheter.

8. Use appropriate techniques to determine that
the filter, the femoral retrieval route, and distal
IVC are free of thrombus.

9. Select the correct loop diameter size of the
Microvena Amplatz Goose Neck Snare as in-
dicated in Table 1.

10. Assemble the Microvena Amplatz Goose
Neck Snare Kit according to the
for Use.

11. Using the guidewire tip straightener, insert

Instructions

the recommended guidewire into the IOF cath-

eter sheath introducer. Gently advance the

guidewire in the IVC such that it is caudal to,
but not into, the OPTEASE Retrievable Filter.
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Goose Neck Snare Kit cornacHo MHCTPYKLUUAM
Nno NPUMEHEHNIO.

11. C NnoMOWbIO BbLINPAMUTENSA HaKOHEYHWUKaA
NPOBOAHWKA BBeAWTEe PEKOMEHJOBaHHbLIA Npo-
BOAHUWK B MHTpoOfAblocep KaTeTepa 10F. AKKY-
paTHO MPOABUHbLTE MPOBOAHWUK B HUXHEWN no-
4TOObI

noi BeHe Tak, OH pacnonoxunnca Ka-

yAanbHO K hunbTpy

M3BNEeKaeMoMy
OPTEASE, HO He 3aX04uU/1 Ha Hero.
12. BBeguTe U NPOABUHbLTE KaTeTep ANSA U3-
BneyedHna OPTEASE Tak,

KaTteTepa Anda wn3isnedyednsa OPTEASE pasme-

4T06bl HaKOHEYHMUK
CTUNCA HAa HE6ONbLW OM pPaccCToOAHUN (MPUMEPHO
3 cM) KayfjanbHee OT KplOUYKa NS M3B/leYeHUSA
n3Bnekaemoro punbtpa OPTEASE.

13. N3BNeKNUTe NPOBOAHUK.

14. BBeguTe n npoaBuralitTe cobpaHHy 3aTs-
rmpamuyyoca mneTnio Microvena Amplatz
Goose Neck Snare yepe3 kKaTeTep ANS u3BNe-
yeHna OPTEASE pgo Tex nop, mMoKa OHa He
BblCTYNUT 1”3
TEASE Tak,

Tepa C netnem pacnonaranacb KaypganabHO OT

KaTeTepa Ansa wu3isnevyeHmsa OP-
4yTo6bl MapKepHas nonoca KaTe-
KployKa A n3isnevyeHns unbrpa.

15. AKKYypaTHO NPOTONKHUTE CTepXeHb NeTnu
Brnepes, OTKpbIBas MNeTntw KayfanbHo OT
KployKa AN U3BMEYEHUSA U3BNEeKaeMoro gpunb-
Tpa OPTEASE.

16. Mocne 3aTOro MeA/IeHHO NpojgBuUraliTe neT-
N0 K Bepxyuw ke u3Bsekaemoro ¢punbtpa OP-
TEASE (pucCyHOK 2).

17. YMeHbWMNUTe fguameTp nNeTnu, npoagBuras
KaTeTep C neT/ed U OAHOBPEMEHHO 3aTArmBeas
Has3af camy neTntw [0 Tex MOp, MoKa OHa He
3aXBaTUT KPHWYOK And
3A).

UTO NeTNA NpaBU/bHO 3axXxBaTuana KPpHOYOK

M3BneyYyeHUss GunbTpa

(pucyHOK MpumeyaHune. Y b6egnTtecb B
TOM,
0N W3BNEeYeHMA, a KPHOYOK ANA W3BNEeYeHUS,
KaTeTep AN W3BMeYEeHWA W 3aTsArnBat W asncs
neTnsa coBmel,eHbl APYr C ApYyrom (Ha pucyHke
3A wun3obpaxeHbl

npaemMnbHO COBMeUW EHHblE

31eMeHTbl, Ha puUcyHKe 3B — HenpaBUNbHO

COBMEeLU,eHHble 3/1eMeHTbl). MapKep Ha KoHLUe
KaTeTepa C MeTnei JON>XeH pacnonaraTbcs Ka-
yhanbHO K KpPHOUYKY (punbtpa. Mexpgy mapke-
poOM Ha KOHLUe KaTeTepa c neTnein Microvena u
BepXyL KOW N3BNEKaeMoro bunbTpa OP-
TEASE fONXHO 6bITb BUAMMOE pacCTOAHME.

18. Bo n3bexaHue cMelW eHNs NeTAN C KpoYKa
ANA M3BNeYeHUsA u3Bnekaemoro ounbtpa OP-
TEASE nNnoCTOAHHO nopjfepXxuBaliTe ee HaTd-

XeHne.
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12. Introduce and advance the OPTEASE Re-
Catheter such that the tip of the OP-
TEASE Retrieval Catheter is located at a short
distance (approximately 3 cm) caudal of the
OPTEASE Retrievable Filter retrieval hook.

trieval

13. Remove the guidewire.
14. Insert and advance the Microvena Amplatz
Goose Neck Snare assembly through the OP-
TEASE Retrieval Catheter until
out of the OPTEASE Retrieval

it protrudes
Catheter such
that the marker band of the snare catheter is
caudal of the filter retrieval hook.

15. Push the snare shaft forward gently to open
of the OPTEASE Re-
trievable Filter retrieval hook.

16. The loop
over the
(Figure 2).
17. Reduce the loop diameter by advancing the

the snare loop caudal
is then slowly advanced forward

OPTEASE Retrievable Filter apex

snare catheter while simultaneously pulling
backwards the snare until the loop engages the
filter retrieval hook (Figure 3A). Note: Ensure
that the loop of the snare has properly engaged
hook,
retrieval catheter and snare are aligned (Figure

Figure 3B il-

the retrieval hook and that the retrieval
3A illustrates correctly aligned.
lustrates incorrectly aligned). The marker tip of
the snare catheter must be caudal to the filter
hook. There must be a clear distance between
the marker tip of the Microvena Snare Catheter
and the denser end of the OPTEASE Retrieva-
ble Filter apex.

18. Always maintain tension on the snare to
prevent disengagement of the snare loop from
the OPTEASE Filter
hook.

19. W hile keeping tension on the snare, ensure

Retrievable retrieval

that the filter and snare catheter are in line with
the OPTEASE Retrieval Catheter (Figure 3A).

Pull the snare catheter approximately 5 mm
backward to allow the loop to align with the
filter.

20. W hile keeping tension of the snare, ad-

vance the OPTEASE Retrieval Catheter over
the filter hook (Figure 4). Continue advancing
the OPTEASE Retrieval
ter until the filter is completely collapsed in-

side the OPTEASE Retrieval Catheter.

Catheter over the fil-

Precau-
tion: Do not push the snare catheter against the
retrieval hook prior to the advance of the OP-
TEASE Retrieval Catheter over the filter. Too

close contact between the snare catheter and
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19. NMoppepXuBaa HaTAXeHWe netnu, ybegun-
Tecb B TOM, 4YTO (QUANbLTP M KaTeTep C NeTnew
COBMEL,eHbl Ha OAHOW OCKM C KaTeTepoMm pAnA
nignedyeHma OPTEASE (pucyHok 3A). BbiTa-
HUTe KaTeTep C MNeTNell NMPUMEPHO Ha 5 MM
Has3af, 4To6bl PUNLTP COBMECTUNACA C NeTNel.

20. CoxpaHAg HaTsAXeHUe MNeTAN, MPOABUHbLTE
KaTeTep AnAa mn3isnedyedunsa OPTEASE Tak, yuTo-
6bl OH 3aWlen Ha KpPOYOK (pucyHok 4). MNMpo-
fonxanTe npofBUratb KaTeTep NS M3BNeye-
HnAa OPTEASE pfo Tex nop, noka GpunbTp NO-
HOCTbIO HEe CNOXMWUTCHA W He BONAET B KaTeTep
ona nisnedyedna OPTEASE. Mepbl npepocTo-
poXHocTuM. He npoagBuraiiTe KateTep ¢ neTnem
B CTOPOHY KplYKa [NA WU3BeYeHUA, NokKa
GuNbTP NMONHOCTbLIO He BOWEN B KaTeTep And
nsgnedeHma OPTEASE. CAMWKOM TeCHbl
KOHTaKT KaTeTepa € NeTnein M Kpo4ykKa NS W3-
B/leYeHUA PunbTpa MOXeET NPUBECTU K 3acTpe-
BaHWI0O KOHYMKaA QPuUNbTpa B KaTeTepe ANA U3-
BnevyeHna OPTEASE. lNMpumeyaHune. Ecnu uns-
Bnekaemblli ¢munbTp OPTEASE no kakoli-nu6o
npuynHe He M3BJIeKaeTCcA, a 0CTaeTca B Kaude-
CTBe TMNOCTOAHHOro, nepeg
npoueaypsbl

4TOO6 bl onpenennTb COCTOAHMKE HUXHeN nonon

npekpaweHunem
BbIMONMHNTE peHTreHockonuio,
BeHbl U hunbTpa.

21. Mocne TOro KakK W3BJeKaeMblil GUNbLTP
NONHOCTbLIO CNOXWUTCA BHYTPWU KaTeTepa ANf
nssneyeima OPTEASE, u3BneKunTe BCH CU-
CTeMY UENMKOM 4Yepe3 WUHTpoAablocep 10F.
BHumaHue! HE BbITATUBAWTE ¢unbtp uns
KaTteTepa gna wn3ssnedyedna OPTEASE u4epes
KnanaH TremMocTaTM4yecKOro ycTpolicTBa: 3TO
MOXET MNOBPEeAMTb KjanaH remMoctaTMyecKoro
ycTpoiicTBa.

22. lMepepn 3aBeplw,eHnem npouesgypbl NnpoBepb-
Te COCTOAHME HWUXHEN NONOW BeHbl C NOMO-
Wb Nogxofsaw, el METOAUKN.

23. Ona uv3BMeYeHUSA UHTpoOAblCepa NO KAW-
HMYeCKMM nNoKa3aHMAM HafjaBuTe Ha coey/[
BbllWe MecTa NpoKona U MeANEHHO U3BNEKUTEe
cCucTemy.

24. YTunu3sunpyiite nssnekaembln gunstp OP-
TEASE, KaTteTep And nssneyeHms OPTEASE u
ynakoBOYHble MaTepuansl. MpumevyaHue. Mo-
c/le UCcnonb3oBaHWA BCe KOMMNOHEHTbI W yna-
KOBOYHbIe MaTepuanbl MOryT nNpeAcTaBNATb
6nonornyeckytw onacHocTb. Obpawarbca c
HUMMW U yTUNU3NPpOBATb UX HEOBXOAUMO B CO-
OTBETCTBUM C NPUHATOW MefUUWHCKON npak-

TUKOW, PYKOBOACTBYACb MPUMEHUMbIMU MECT-

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

A

filter retrieval hook can cause friction of the
filter tip in the OPTEASE Retrieval Catheter.
Note: If for any reason the OPTEASE Retriev-
able Filter is not retrieved and remains im-
planted as a permanent filter, perform fluoro-
scopic control to determine the status of the
IVC and filter before terminating the proce-
dure.

21. Once the filter is fully collapsed inside the
OPTEASE Retrieval Catheter retract the com -
plete system as a unit out through the IOF
sheath introducer. Warning: DO NOT retract
the filter out ofthe OPTEASE Retrieval Cathe-
ter through the valve of the hemostasis device.
This could damage the valve of the hemostasis
device.

22. Control the status of the IVC before ending
the procedure using an appropriate technique.
23. Remove the sheath introducer when clini-
cally indicated by placing compression on the
vessel above the puncture site, and slowly
withdrawing the system.

24. Discard the OPTEASE Retrievable Filter,
OPTEASE Retrieval Catheter and packaging
materials. Note: After use, all components used
and packaging materials may be a potential
biohazard. Handle and dispose of in accord-
ance with accepted medical practice and with
applicable loeal, state and federal laws and

regulations.
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HbIMW, TocylapCTBeHHbIMU U (efepanbHbIMU

3aKOHaMWun N NONOXEHNAMMNU.

MPEAYTIPEXXOEHNA
WARNINGS

. He npunaraTtb 4Ype3smMepHbIX yCUnui
ANA n3BnevyeHnsa GunbTpa.

. TonbKO [NA OAHOPA30BOro UCNONb-
30BaHMA. 3anpew,aeTcd NOBTOPHO CTepunu-
30BaTb, NojgBepraTtb NOBTOpPHOW ob6bpaboTkKe
MNW NOBTOPHO wMcnonb3oBaTb. [MoBToOpHOE
ncnonb3oBaHue n3gennsa nocne obpaboTkm
M (MNn) NOBTOPHOW cTepmamsaumm MOXeT
NPUBECTM K HapyLWeHWI ero LefioCTHOCTMK
N HeHafjnexawemMy GQYHKLUUWOHUPOBaHUIO, a
TakKXe K yTpaTe BaXHblX MapKWpPOBOK U
MHOPpMaLUUWN ANA UCNONb30BAHMWA, YTO CTa-
BUT Noj yrposy 6e3onacHocTb nauueHTa.

. M3BneyeHne wn3Bnekaemoro ®Gunb-
Tpa OPTEASE MOXHO BbINONHATbL TONbKO
ONS NauueHTOB, Y KOTOpPblIX M3BNeKaeMmbl i
huneTp OPTEASE 6bl1 YyCTaAaHOBNEH He pa-
Hee 4yeM 3a 12 paHelh fO u3BNedYeHusa (12
OHEN BKNIOYNTENbBHO).

. M3BneyeHne un3BneKaemoro @unb-
Tpa OPTEASE BbinoNHAeTCA TONbKO C NO-
MOoW bl bGeapeHHOW KaTeTepmsauumun. Mepep
NonNbITKOW W3BAeYb W3BMEeKaeMblh (GuUAbTP
OPTEASE uepe3 6egpeHHbIn gocTtyn yb6e-
AnTecb B TOM, YTO KPHWYOK (GunbTpa NS

n3BnedvyeHnA HaXxogunTtcsa Ha KayganinbHOM

KOHUe @unbTpa (pasMelw,eH KayfalbHO B
HUXHeN nonoil BeHe). Kpo4yok ans mnisne-
YeHWS Ha KayjanbHOM KOHUe punbTtpa fAB-
naeTca 3/1eMeHTOM, Ha KOTOpPOM 3akKpennsf-
eTcAa 3aTArnBalm W asca neTns.

. Ecnn B punbtpe n (Mnu) B o6nactm
ero KaypanbHOro KoHUa uUMeeTcAa Tpom6,
n3Bnekatb unbTp OPTEASE Henb3sa.

. PaspblB hunbTpa ABNAETCA BO3MOX -
HbIM OC/IOXXHEHWEM WUCNONb30BaAHUA OUNb-
TPOB NONOW BeHbl. PasmeweHne dunbTpa
B6NM3N aHaTOMMU4yecknMx obpasoBaHU, cno-
pehopmauunto

packpbiThe y BepXYyW KW CKO-

CO6HbI X Bbl3BaThb ero
(Hanpumep,
nnosa, NepeKpbiTUEe KakKoro-nn6o n3 yctbes
noYyeyHbl X BeH, pa3Mel,eHNe OKONO OCTeO-
hnTa NO3BOHKA), MOXeT NMPUBOANTL K pas-
pbIBY €ro

OTAeNbHbIX pacnopok. OpfHako
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. E xcessive force should not be used to
retrieve the filter.
is intended for

e« This product designed and

single use. It is not designed to undergo re-

processing and re-sterilization after initial
use. Reuse of this product, including after re-
processing and/or re-sterilization, may cause
a loss of structural integrity which could lead
to a failure of the device to perform as in-
tended and may lead to a loss of critical la-
beling/use information all of which present a

potential risk to patient safety.

Retrieval ofthe OPTEASE Retrievable Filter
should only be attempted in patients in whom
OPTEASE Retrievable been

(12

Filter has

12 days

an
implanted for no longer than

days inclusive).

Retrieval of the OPTEASE Retrievable Filter
is from femoral access only. Before attempt-
ing retrieval of the OPTEASE Retrievable
Filter from the femoral access site, verify that
the filter retrieval hook is at the caudal end of
the filter i in the IVC.

end of the

.e. caudal orientation

The retrieval hook at the caudal

filter is the location for snare engagement.

Retrieval of the OPTEASE Retrievable Filter
should not be attempted if thrombus is pre-

sent in the filter and/or caudal to the filter.

Filter fracture is a potential complication of

vena cava filters. Anatomic locations that
create concentrated stress points from filter
(for

apex of scoliosis, overlapping of either of the

deformation example, deployment at

renal ostia, or placement adjacent to a verte-

bral osteophyte) may contribute to fracture of

a particular filter strut. However, reports of
adverse clinical sequelae from filter fractures
are rare.

e Retrieval of the OPTEASE Retrievable Filter
with a filter fracture present may result in

complications.

. Retrieval of the OPTEASE Retriev-
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cooblWeHNsa 0 Heb6bNaronpuUATHBLIX KAWHUYe-
CKUX NOCNEefCTBUAX pas3pblBa PuabTpa no-
cTynawT pefjKo.

. M3BneyeHne pasopBaHHOro wu3Be-
Kaemoro ounbtpa OPTEASE MOXeT npu-
BOAUTbL K Pa3BUTUIO OCNOXHEHUNR.

. M3BneyeHne Gunbtpa OPTEASE
LONXHO BbINOMHATLCA TONbKO Bpayvyamu,
NONYyYUBLWI UMM HaBbl KU nposefjeHuns
UPECKOXHbIX BMewaTenbcTs. B c¢BA3M ¢
3Tum Kopnopauumsa Cordis He HeceT OTBEeT-
CTBEHHOCTM 3a KaKue-nnubo npsaAMblie UK
KOCBEHHble YyO6bITKM unnm yuwepb, npuyu-
HeHHble BCNeaCTBUE JeNCTBUI HeKBanugm-

LumnpoBaHHOro nepcoHana.

MEPbBI NMPEJOCTOPOXHOCTWU
PRECAUTIONS

XpaHUTb B TEMHOM CYXOM MPOX/JagHOM
MecTe.

He mcnonb3yliTe, ecnm ynakoskKa
BCKPbITa NN NOBPEXJeHa.
Mcnonb3yiWTe f[O UcCTedyeHMsA cpoka
rogHocTun.

3anpeu,aeTcsd NoBTOpPHAaA cTepunmnsaymns
nwobéblMu aApyrumu metogamu. 3anpe-
uwaeTca nogBepraTb BO3AeWCTBUIO TeM-
nepatyp Bblwe 54 °C (130 °E) B Teue-
Hue N 60ro nepnoja BPemMeHU.
MpepoxpaHAaWTe OT BO3AeNCTBMA opra-
HUYEeCKNUX pacTBoOpuUTenein.

Mpoueaypa U3BNEeYEeHUSA M3BNEKAeMOro
punoTpa OPTEASE 6blna NnpoBepeHa u
cepTuuuymnpoBaHa f[Jna nNpoBefeHNsa ¢
KateTepom gna misnededma OPTEASE
N PpEeKOMEHAYeMbIMW BCNOMOraTeNb-
HbIMWU 3neMeHTamu. Wcnonb3oBaHwue
N bblX APYIFrMX KOMMNOHEHTOB MOXeT
NPUBECTU K BOBHUKHOBEHWIO OCJ/IOXHE-
HUA N (MAN) HeYLOBNETBOPUTENbHOMY
pesynbTaTy npouefypb. Kopnopauus
Cordis peKoOMeHAYeT NpPU U3BNEYEHUMN
hunbTpa OPTEASE
NPUMeHATbL Habop Cc 3aTArvBat LW eiics

n3eneKaemoro

netneinr Microvena Amplatz Goose
Neck Snare Kit. 3Bnekaemblii GunbTp
OPTEASE u KaTeTep AN W3B/NeYeHUA
OPTEASE wuncnblTblBanncb ¢ NpuUMeHe-
HUuem Habopa Microvena Amplatz

Goose Neck Snare Kit.
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able Filter should only be performed by
physicians who are trained in percutane-
ous interventional techniques. According-
ly, Cordis will not be responsible for any
direct or consequential damages or ex-
penses resulting from wuse by untrained

personnel.

Store in cool, dark, dry place.

Do notuse ifpackage is open or damaged.

Use prior to “Use By” date.

Do not resterilize by any other method. Do
not expose to temperatures above 54°C
(130°F) for any length oftime.

Do not expose to organic solvents.

The retrieval of the OPTEASE Retrievable
Filter has been tested and qualified with
the OPTEASE Retrieval Catheter and rec-

ommended accessories.

The use of any other components could re-
sult in complications and/or an unsuccess-
ful procedure. Cordis recommends the use
of the Mierovena Amplatz Goose Neck
Snare Kit for the retrieval of the OP-
TEASE Retrievable Filter. The OPTEASE
Retrievable Filter and OPTEASE Retriev-
al Catheter have been tested with the M-

crovena Amplatz Goose Neck Snare Kit.
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BBegeHne, MmaHunynmpoBaHue n n3Bne-
YyeHue KaTeTepa nnsa N3BNnevYeHuUs
OPTEASE BcCcerga AONXHbl BbINO-
HATbCA nop PEHTreHOCKONMNYECKNUM
KOHTPOJIEM.

Ecnun Ha nio6om sTane npouefypbl BBe-
fleHne oKa3blBaeTcss 3aTPYAHEHO, Heob6-
X04UMO npepBaTb nNpouesypy u onpe-
LenNnTb MNPUYUHY 3aTPyfHeHUA nepef
ee npojonxeHumem. OTBETCTBEHHOCTb
3a peweHuMe 0 AOMNYCTUMOM YpPOBHe
N0 60ro CONPOTUBAEHNSA NPU BbINONHE-
HuUuN npoueaypbl n (MNKN) 3a peweHne o
npoAonXeHun nub6o npepbiBaHuUM NO-
NbITKN M3BMEYEHUA (DUNbTPA NEXUT Ha
BbIMONHAKLWEM NPOLEeAYpPY Bpaye un 3a-
BUCUT OT €ro KJAUWHWUYECKOro onbliTa "
6esonacHoCTM npoueaypbl AN naywu-
eHTa.

LJoKnuMHMYeCcKMe unccnefoBaHMA nNokKa-
3anu, uToO n3BneKaeMmbl i buneTp
OPTEASE o6e3onaceH npu MPT ¢
HanpsAXeHHOCTbI MAarHUTHOIO MONSA He
6onee 3,0 Tn, MakcuManbHbIM rpajgw-
eHTOM nona 5 Tn/Mm M MakKCMManbHbIM
3HayeHMeM Yy[leNbHOro KoadhuuueHTa
nornoweHna tTenom (SAR) 4 BT/Kr B
TedeHue 15 MUHYT MPT. Ipu faHHbIX
ycnosmax nposefeHmnsa MPT unsBnekae-
Mbli GpunbTp OPTEASE He ponxeH
cMewatbca. MPT Cc HanpsaXeHHOCTbIO
nona He 6onee 3 TN MOXHO NMPOBOAUTL
cpas3y Xe nocne mMmnnaHtauuum GuUnb-
Tpa. [JOKAWHWYeCKUE UCCNef0BaHuUA
BO3MOXHOrF0 CMelW eHna punbTpa B No-
ne Hanps>XeHHocTbi 6onee 3 Tn He
NPoBOAUMUCH. Mpwn ncecnefjoBaHmnAx
TemnepaTtypa W3BJ/IeKaeMblX (QUNbLTPOB
OPTEASE noBblWwanacb MeHee yeM Ha
1,8 °C npuv MaKCUMaNbHOM 3HAaUYeHUMN
yAenbHOro KosahduumeHTa nornaowe-
Hua Tenom (SAR) 4 BT/Kr B TeueHue 15
MUHYT MPT. Mpwu CKaHupoBaHunmn
y4yacTkKa, Ha KOTOpPOM yCcTaHOB/EH
OGUNLTP WAWM KOTOPbIA pPacnonoXeH B
HenocpeaCTBeHHONW 6AM30CTM OT HEro,
KayecTBO wu3ob6paxeHus MPT mMoxeT

CHUXaTbCA.
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Advancement, manipulation and with-
drawal of the OPTEASE Retrieval Cathe-

ter should always be performed under

fluoroscopic control.

If strong resistance is met during any
stage of the procedure, discontinue the
procedure and determine the cause be-
fore proceeding. It is the responsibility
of the physician to use his/her judge-
ment, based on patient safety and clini-
cal experience, regarding the accepta-
bility level of any resistance and/or
whether to continue or abort the re-

trieval attempt.

Through non-clinical testing, the OP-
TEASE Retrievable Filter has been
shown to be MR safe at field strengths
of 3.0 Tesla or less, a maximum gradi-
ent of 5 T/m, and a maximum whole
body averaged specific absorption rate
(SAR) of 4 W/Kg for 15 minutes of
MRI. The OPTEASE Retrievable Filter
should not migrate in this MRI envi-
ronment. MR at 3 Tesla or less may be
performed immediately following the
implantation of the filter. Non-clinical
testing has not been performed to rule
out the possibility of filter migration at
field strengths higher than 3 Tesla. In
testing, the OPTEASE Retrievable Fil-
ter produced a temperature rise of less
than 1.8°C at a maximum whole body
averaged specific
(SAR) of 4 W/Kg for 15 minutes of
MRI. MR image quality may be com -

absorption rate

promised if the area of interest is in the
exact same area or relatively close to

the position of the filter.
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rapaHTuUlViHble o6sa3aTennbCcTBaA

WARRANTIES

MpowusBognTensb rapaHTupyeT CcOOTBeT-
CTBWE [LAHHOTO MEAWUWHCKOIO M3jenus 3a-
ABNEHHbIM XapaKTepucTukam B npefgenax
coXpaHeHUa cpoka rogHocTu (cpoka co-
XpaHeHUs ero cTepubHOCTU), MPU Yycno-
BUM, UTO coGniogaTca Tpe6oBaHWsA npo-
M3BOAWTENSA, YKazaHHble B MHCTPYKLUUM MO

NMPUMEHEHNIO .

Ha npogykuutw Cordis, onncaHHyw B faH-
HOU ny6nuMkKauum, He pacnpocTpaHsAlTCcHA
Kakue 6bl TO HW 6bIIO ABHO BblpaXeHHbBbIE
MNN noppasymMeBaeMble rapaHTuMuK, B TOM
ymcne BKNw4Yawuwme B cebsa nwbble nogpa-
3ymeBaeMble rapaHTWuM FTOLHOCTU ANSA NpoO-
faXW WAW rapaHTUM MNPUTOLHOCTWU ANSA UC-
nonb30BaHWA NO Ha3HavyeHuWw. Hu npu Ka-
Kux obctoaTtenbctBax Cordis He HeceT OT-
BEeTCTBEHHOCTU 3a KaKue 6bl TO HWU 6bINO
npsavble,

cny'-la[/'lele nnn KOCBE€HHbIl e

y6bI TKN, KpOMe Tex, KOTOpble MNpAMO
npefjycMoTpeHbl B COOTBEeTCTBYl U, eM 3a-
KoHOofjaTenbcTBe. Hukakune nuua He ynon-
HOMOYEeHbl MpeAcTaBnATb 0T umeHun Cordis
KaKytl -nn6o mHbpopmMauuilo WAN rapaHTuu,
3a WCKNWYeHUeM cnyyaeB, 0co0b60 O0roBoO-
PeHHbIX B AAHHOM JAOKYyMeHTe. OnucaHus
WA TeEXHWYEeCKNe XxapaKTepUCTUKU, MPUBO-
onMble B ny6nunkayumax Cordis, B TOM 4yucne
B flaHHOW, NpefjHa3HayYeHbl UCKNWYNTENBHO
ONSA npejocTaBneHMs obweld MHpopmaymm
0 NPOAYKLWM Ha MOMEHT ee MPOM3BOACTBA
MW HW B KOEM C/Qlyyae He ABNSAKTCA M3N0Xe-
HUEM rapaHTUWHBIX 0693aTeNbCTB.

Kopnopauyuna Cordis He HeceT OTBEeTCTBEH-
HOCTW 33 KaKue-nnbo npsMmble, cnyvyaHble
MAN KOCBEHHble YObITKW, MNPUUYUHEHHbIE
BC/MeACTBME NOBTOPHONO MCNONb30BaHNA ee

NPpoAYKLUN.
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The manufacturer warrants conformance of
this medical device to the declared charac-
teristics within shelf life (sterility term)
provided that all requirements of the manu-

facturer’s use instructions are met.

There is no express or implied warranty,
including without Ilimitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein. De-
scriptions or specifications in Cordis print-
ed matter, including this publication, are
meant solely to generally describe the prod-
uct at the time of manufacture and do not

constitute any express warranties.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-

uct.



Cordis,

YCNOBUA TPAHCMNOPTUPOBAHUA, XPAHEHUA W SKCIIJTYATAUNU
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MeagnunHckne nagennsa Cordis MorytT TpaHc-
nopTmpoBaTbCcA BCeEMW BUjaMu TpaHcnopTa B
KPbITbIX TPaHCNOPTHbLIX CpejcTBax B COOT-
BeTCTBUM C MNpaBunamMu MNepeBO3KU TpPy30B,
feACTBYW W MNX Ha TPaHCNOPTe KaXpJjoro BU-
- 40°C po + 50°C
OTHOCUTENbHOMW BAAaXHoOCTWU Bo3fyxa oT 20 %
no 80% .

MegunuunHckne

fa, Nnpu TemMmnepaType oT

Cordis

XpaHUTbCA Npu TemnepaTtype oT -b15°C pfo +

nsnennsa A0 NXHBbI

25°C B MecCcTe, 3alUW,EHHOM OT NPAMbIX
CONHEYHbIX Nyyeli.
Megnuunckune wusgenuna Cordis npu 3kKc-

nnyataumm cTabunbHbl K BO3AENCTBUIO
KAMMaTnyeckux hakTopoB Npu TemnepaTy-
pe oT +32°C pgo +42°C ”n ycTOlW4YMBbI K BO3-

LeACTBUIO GUONOTUYECKUX XULKOCTEN.

CPOK rogHoOCTH
SHELF LIFE

CpoOK COXpaHeHMUs CTepUnbHOCTM - 3 roga.

YTUNIN3ALUNA
DISPOSAL

[Mocne Mcnonb3oBaHMUA BCe UCMNONb3yeMble

KOMMNOHEHTbl M YMNaKOBOUYHbIe MaTepuanbl
MOTYT 6bITb NOTeHLUMANbHO 6MONOTNYECKH
onacHbiMu. O6paboTka U yTuamusauumsa npo-
BOAMTCS B COOTBETCTBUU C NPUHATON Me-
OUUMHCKON NpaKTUKOM, a TaKXe B COOTBET-

CTBUU C MECTHbIMW, TOCYyaapCTBEHHbBIMU WU

(be,qepal'leblMM 3aKOHaMMn U NONOXEHNAMMN.

Nspenna, mnmeswine KOHTaKT C KpOBbH

mivnu ApyruMum GUONOTUYECKUMU XULKO-

CTAMMU, NoagnexaT yTunmsauum um/unum yHu-

4yTOoXeHMtw cornacHo CaHlMMuH 2.1.7.2790-

10 (knacc B).Hemcnonb3oBaHHble N3genuns
(He MmeBW Ne KOHTaKTa C KpPOBblO wn/nnm c

6unonornyeckumMmm )KMAKOCTHMM), B TOM

yuncne c NCTEKLW NM CPOKOM rogoHocTu,

nognexart yTunusauuum wu/MNM yHUUTOXE-
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
- 40 °C

- 80% relative humidi-

mode, at temperatures ranging from
to +50 °C and at 20%

ty.

Cordis medical devices should be stored at
+15°C to +
25°C, in a place protected from direct sun-
light.

temperatures ranging from

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C

to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and pack-
ing materials may be potentially biologi-
cally dangerous. Their treatment and dis-
posal are performed according to the ac-
cepted medical practice, and also accord-
ing to local, state and federal laws and
provisions. The products which had acon-
tact with blood and / or body fluids are
subject to disposal and / or destruction ac-
SanPiN 2.1.7.2790-10 (B
Unused products (which had

contact with blood and / or body fluids),

cording to
class). no
including those with expired shelf-life, are
subjeet to disposal and / or destruction,
according to SanPiN 2.1.7.2790-10 (Class

A).



Cordis,

HUt0 cornacHo CaHlnH 2.1.7.2790-10

(knacc A).

TEXHWNYECKOE OBCJ/TY)X XUBAHWE V1 PEMOHT
MAINTENANCE AND REPAIR

[aHHble MeaVLMHCKMe M3aenns - ofHopa-
30Bble. TeXHNYECKOMY 06CNYXMBaHUIO 1
PEMOHTY He Moj/iexar.

CMBO/JIb

SYMBOLS

M

REF

LOT

T

STEHHUdeol

5¢ Only

These medical devices are for single use on-
ly and are not subject to maintenance and

repair.
MpounssoauTeNb Manufacturer
Homep HOkaTanory Catalog number

Howmep naptum
Cpok rogHoctu

TonbKo AnA 04HOPA30BOro UCMOJIb-
30BaHNA

MoBTOpHas CTEPUNM3ALIS
3anpeLleHa

OcTopoxHo! ObpaTtutech K MH-
CTPYKLMM MO MPUMEHEHNIO.

ANNpPoreHHo

He nonyckaTb BO3A€ECTBUS CON-
HEYHOro cBeTa

bepeuyb OT Bnaru

He vcnonb3oBaTh, /v ynakoBKa
rnoBpeXxaeHa

CTepunnn3oBaHo C NpUMeHeHMeEM
aTnneHokcnaa

OcTopoXkHO! B cooTBeTCTBUM C
(hefilepaibHbIM 3aKOHOAATEIbCTBOM
CLLUA naHHOe yCTpOCTBO MOXKET
npofasaTtbCA TO/IbKO Bpavamu nnu
Mo MX yKasaHuto.

MpeAcTaBUTENb B €BPOMEICKOM
coobLuecTBe
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Lot number
Use- By Date

Do not re-use
Do not resterilize
Caution

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use if package is damaged
Sterilized with ethylene oxide
Caution: Federal (USA) law re-

stricts this device to sale by or on
order of a physician

Representative in the European
community




Cordis?
CE

0036 pekTuBbl EC

Y NO/THOMOYEHHbI npescTaBuTeNb
NpPoOn3BOANTENSA Ha TeppPUTOPUN
Poccuiickoin degepaumn:

00O "[0oHCOH & [I>KOHCOH"
Poccuitickas  ®Pepepaumns, 121614, .
Mocksa, yn. Kpblnatckaa, gom 17, Kop-
nyc 2

Ten. + 7 (495) 580 77 77,

dakc + 7 (495) 580 78 78
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Compliance with the requirements
of the European Union (EU) Di-
rective 93/42/EEC

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, Moscow, 121614

Tel.: + 7 (495) 580 77 77,

Fax: + 7 (495) 580 78 78
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NHCTPYKUKUA MO NPUMEHEHUIO
Instruction for Use

Katereps NPOBOJHUKOBS @
Guiding Catheters

OUTBACK LTD

Cordis Corporation /Kopgunc KopnopeiwH

Vice President, Global Quality and Regulatory Affairs/
Buue-Mpe3naeHT no MnobanbHblM BONpocaM KayecTBa MpernameHTaunm_

(pon>kHOCT B/position)

Miguel Avila/ Murens Asuna

(nms/naTe)

C/(nodnuch/signature)

«20» Apr/Anpens 2017

«fleHb» mecAal (umudpamn) / «day» month (numerals)

«[ofATBEpVIedato TOUHOCTb, NMPaBUILHOCTL U MEPEBOS, HA PYCCKUIA A3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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NHCTPYKUMSA N0 NPUMEHEHMIO
KaTeTepbl NPOBOAHNKOBbIE

OrNMMCAHME

DESCRIPTION

MpOBOAHMKOBLIN KaTeTep C MOBTOPHbIM BXO-
fom OUTBACK LTD (OB-LTD) npeaHasHa-
YyeH AN 06nervyeHnst NPoBeAeHUst U No3nLUmo-
HUPOBaHUA MPOBOAHWKOB B MepUpEPUYEcKmnx
cocyfiax. OB-LTD cocTouT 13 Tpex OCHOBHbIX
3NeMeHTOB: 1) KaHHNN, 2) TPOCUKa KaTeTepa U
3) PYKOSATKM YyMpaBfeHUs C Perynsaropom me-
XaHWN3Ma BblABMXXEHNS.

NMOKA3AHWA

INDICATIONS FOR USE

MpPOBOAHMKOBbLIN KaTeTep C MOBTOPHbIM
Bxogom OUTBACK LTD npegHasHayeH
ANA 06eryeHns nposefeHus 1 NO3nLMO-
HUPOBaHMS MPOBOAHMKOB W KaTeTepoB B
nepugepuyeckmx cocygax.
MPOTUNBOINMOKA3AHWNA

CONTRAINDICATIONS

MpOBOAHMKOBLIN KaTeTep C NOBTOPHbLIM BXO-
fom OUTBACK LTD He npefHa3Ha4veH ans
NCMOMb30BaHNA B KOPOHAPHLIX U Liepe-
OpanbHbIX cocygax.

NMOBOYHbIE peictBUnA

COMPLICATIONS

[aHHasa npoayKums npegHasHayeHa Ans Wwc-
Nno/b30BaTbCA Bpavyamy, BMaACHOLMMU TEXHU-
KON UpecKOXHbIX BMeLUATeNbCTB Ha nepude-
PUYECKUX COCyadax.

MepeyeHb BO3MOXKHbIX OC/IOXHEHWUIA MOXET
BK/HOYATh B CEO6S B TOM YUCTIE:

* paccnoeHve cocyaos, nepopawmio

* 3MO0NNIO, NN TPaBMUPOBaHME,

* 06pa3oBaHMe NceBaoaHEBPU3M,

* CMasMm CoCy/oB,

* TPOM603 COCY/10B.

YCNnosmA NPMMEHEHNA

CONDITIONS OF USE

[laHHOe MeAULIMHCKOe W3aenve MpUMEHS-
eTCsl TONbKO B YCNOBMSIX NEYEBHbIX U Ne-
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Instruction for Use
Guiding Catheter

The guiding OUTBACK LTD Re-Entry Cathe-
ter (OB-LTD) is designed to facilitate place-
ment and positioning of guidewires within the
peripheral vasculature. The OB-LTD is com-
prised of three primary elements: 1) Cannula,
2) Catheter shaft, and 3) Deployment handle
with deployment control slide.

The OUTBACK LTD Re-Entry guiding
Catheter is intended to facilitate placement
and positioning of guidewires and catheters
within the peripheral vasculature.

The OUTBACK LTD Re-Entry Catheter is
not intended for use in the coronary or cer-
ebral vasculature.

This product is designed for use by physi-
cians trained in and familiar with peripheral
percutaneous interventional techniques.

Possible complications may include, but are
not limited to, the following:

* Vessel dissection, perforation, or injury

* Embolism

* Vessel spasm

* Pseudoaneurysm

* Vascular thrombosis

This medical device is used only in the
conditions of medical and therapeutic in-



Cordis,

4eOHO-NPOPUNAKTUYECKUX — MEAULUHCKNX stitutions by qualified medical personnel.
YUPEXAEHWNI KBaIMPULMPOBAHHLIM Meau-
LIMHCKMM NePCOHasIoM.

[EEN

Deployment Slide Release Button/ Perynatop mexaHu3ma BblBUXEHUS KaHKONN
Cannula tip emerging from cannula exit port/ HakOHeYHMK KaHtNN, BbIABUHYTbIN U3
BbIXOZHOr 0 MopTa KaHH/N

Cannula wire port/ T1opT CTPYHbI KaHHO/N

Deployment Handle / PykoaTka ynpasfieHus

Flush Port/ TopT 419 NpOMbIBKM

Rotating Hemostatic Valve (RHV)/ Bpauatowuiics remoctatnyeckuii knanaH (RHV)
Catheter Shaft/ Tpocuk kKateTtepa

Catheter nosecone with cannula exit port/ KoHLeBas KOHyCHas 4acTb C MOPTOM BbIX0Aa
KaHHoNN.

N

© NG AW

1 Catheter Shaft/ Tpocuk katetepa

2. Cannula (Guide) KaHtons (npoBoaHMUK)
3. “LT” Directional Marker and Nosecone HarnpasneHHbIi Mapkep “LT” 1 KOHLeBass KOHyCHas
yacTb /Distal end port MopT AncTanbHOro KoHua

Crnocob NPMMEHEHUA

DIRECTION FOR USE
1 C cobnogeHnem cTepunbHOCTN ocTopoxkHo 1 Use sterile technique to carefully remove

N3BNEKNUTE KateTep C MOBTOPHLIM BXOAO0M the OUTBACK LTD Re-Entry Catheter
OUTBACK LTD (OB-LTD) 13 ynakoBKMW. (OB-LTD) from the packaging. Inspect the
Y6eamTecb B OTCYTCTBUM MOBPEXAEHWUIA Ka- catheter for damage.

TeTepa.

2. B ynakoBaHHOM BMae HaKOHEYHMK KaHtonu 2. As packaged, the cannula tip is extended
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Cordis,

BbIXOAUT M3 60koBOro noptaOB-LTD u
3alWyeH nnactMkoBon Tpy6kon. OcTo-
POXXHO CHMMUTE 3Ty NACTUKOBYIO TPYOKY,
yAepXXuBasa W30rHYyTyK 4aCTb KaHIW 0f-
HOW PYKOW W CTArMBas niacTUKOBYH TPy6-
Ky C HaKOHEYHWKa KaHH/In pYyroi pyKoMu.

. Uepes nopT 4719 NPOMbIBKU 1 MOPT MPOBOA-
HMKa TwartenbHo npombiBainte OB-LTD
CTepU/IbHbIM  TenapuvHU3MPOBaHHbIM — (PU-
310/I0TMYECKMM PacTBOPOM [0 Tex nop, rno-
Ka pacTBOp He HayHeT BbIXOAWUTb U3 Au-
CTa/IbHOro KOHUa Kartetepa. MNMogoxante 30
CEKYHJ, 1 NPOMOMTe eLLe pas.

. poBepbTe paboTocnocobHocTb OB-LTD:
1) BTAHWUTE N BbIABMHbTE HAaKOHEYHUK Ka-
HIO/IN NPX NOMOLUM MeXaHW3Ma BblABVKe-
HUA, NepeaBuras ero perynsatop B NPOKCcu-
Ma/lbHOM M AUCTa/lbHOM HarnpaeneHusx; 2)
MOBEPHWUTE  BpaLlaloLMiAca remocTaTuye-
ckuin knanaH (RHV), npy 3ToM [O0MKeH
BpaLlaTbCa TPOCUK KaTeTepa/KOHLEeBas Ko-
HYyCHas 4acTb.

. [onHoCTLIO y6eprTe HAKOHEYHUK KaHI0/IN B
KaTeTep, NepeaBUHYB PErynaTop PyKOATKU
B KpailHee NPOKCUMa/IbHOE MOMOXEHME.
HenocpefcTBeHHO nepes BBeAeHVEM Kare-
Tepa yb6enTecb B TOM, YTO HAKOHEUYHUK Ka-
HIONN MOJSTHOCTbKO BTAHYT B GOKOBOW MOPT,
a perynatop MexaHu3ma BbIABVXeHUSA 3a-
(MKcMpoBaH B KparHeM MPOKCYMAa/IbHOM
NosioYKeHUn. B NpoTUBHOM Ccny4dae HeobXo-
AUMO NOBTOPUTL NPOLELYPY MPOMbIBKU B
COOTBETCTBUN C MYHKTOM “3”.

. Bbibepute nposoaHuK amameTtpom 0,014”
(0,36 MM) 13 NepeyHs peKOMeHA0BaHHbIX B
Tabnuue 1

. Y6eauTecb B TOM, YTO HAKOHEYHWK KaHH/N
MOJIHOCTbIO BTAHYT BHYTPb Tpocuka OB-
LTD, a katetep pacnpamneH. Beeaure npo-
BOAHMK anameTpom 0,014 (0,36 mm) B OB-
LTD uyepe3 [ucTa/ibHbl MOPT KOHLEBOWM
KOHYCHOW YacTu.

MonyymB [ocTyn K coOcyfy, BbIMNOSHUTE
Beog OB-LTD c npoBoAHWKOM B cOCyau-
CTyl0 cucTeMy. Ecnm npoBOAHUK yxKe ycTa-
HOBJ/IEH B COCYAMCTYIO CUCTEMY paHee, BBe-
ante ero B OB-LTD Takum >xe 06pa3oM Yye-
pe3 AMCTa/lbHbIA MOPT KOHLEBON KOHYCHOW
4acTm.

Mepen TeM Kak BBOAMTL NPoBOAHMK B OB-
LTD , ybeantecb B TOM, YTO HaKOHEYHUK
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6.

from the OB-LTD lateral port and a plastic
tube covers the cannula tip for protection.
Carefully remove this plastic tube by hold-
ing the curved portion of the cannula with
one hand and pulling the plastic tube
straight away from the cannula tip with the
other hand.

Flush the OB-LTD thoroughly, at the flush
port and the guide wire port, with sterile
heparinized saline until the solution exits
the distal end of the catheter. Wait 30 sec-
onds then flush again.

Ensure proper function of the OB-LTD by
1) retracting and advancing the cannula tip
via proximal and distal movement of the
deployment slide, and 2) rotating the Rotat-
ing Hemostatic Valve (RHV), which rotates
the catheter shaft/nosecone.

Fully retract the cannula tip via proximal
retraction of the handle deployment slide
until it stops. Prior to insertion into the
body, ensure that the cannula tip is fully re-
tracted into the catheter lateral port and the
handle deployment slide is locked in the
most proximal position. If not, repeat flush-
ing sequence as defined in “3” above.

Select a 0.014" guide wire from the list of
recommended guide wires in Table 1

7. Verify that the cannula tip is fully retracted

back into the OB-LTD shaft and the cathe-
ter is straight. Back load the 0.014" guide
wire into the OB-LTD through the distal
end port of the nosecone.

After gaining vascular access, introduce the
OB-LTD and guide wire into the vascula-
ture. If a guide wire has already been placed
in the vasculature, back load the guide wire
into the OB-LTD through the distal end
port of the nosecone.

While tracking the OB-LTD over a guide
wire, always ensure the cannula tip is fully
retracted inside the catheter lateral port and



Cordis

KaHIONM  MONIHOCTbIO BTAHYT B OGOKOBOWA
NnopT KateTepa, a Perynatop MexaHusma
BbIABVKEHUA  3a(IMKCMPOBaH B  KpalHem
NPOKCMMa/IbHOM MonoxeHun.Beerga nepe-
mewaite OB-LTD no npoBogHuMKy. 3a-
npewaetca nepemewars OB-LTD B cocy-
fax 6e3 NPoBOAHMKA.

9. lMpoBeauTte OB-LTD no npoBOAgHUKY K Tpe-
oyemomy 5acTky cocyga. Mo xofy nogauu
OB-LTD MOXHO npoBopayvBatb Mpu Mno-
MOLLM BpaLLaroLLerocs reMoctaTuyeckoro
KnanaHa.

10. BTAHMUTE HAKOHEYHWK MPOBOAHMKA B KaTte-
Tep NPUMEPHO Ha 5 cM nog KopPOCKONK-
YECKMM KOHTPONIEM [Ns MOATBEPXKAEHUS
NoNOXeHUs NMpoBoAHMKa. Ecnu nepef Bbl-
[BVXXEHNEeM KaHK/IM HAaKOHEeYHUK MpoBOA-
HVKa He ByfeT BTAHYT B KaTeTep NPUMEPHO
Ha 5 CM, 3TO MOXXET MPUBECTN K MOSIOMKe
W  OTAENEHUI0 HaKOHeYyHuKa OT Tena
CTPYHbI.

11. MMoBepHUTE YCUNUTENb U300paXKEHMs Tak,
4TOObI NOA (HIFOOPOCKOMUUYECKUM KOHTPO-
NeM MOXHO Oblno y6eanTbCst B TOM, 4TO
anctanbHoe oteepctre OB-LTD npwuneraet
K npegnonaraeMoil 30He MOBTOPHOr0 BXO-
Ja.

12. Bpaulasd remoctaTMyeckuin KnarnaH, ycrta-
HOBWTe 60KOBOW MopT Bbixoga OB-LTD B
HanpasneHnn TpebyeMon 30HbI COCyfa.
Mog hNtoOPOCKONNYECKUM HabNOLEHVEM B
npegplaywed  NpPoekuuyM  pacrionoXxuTe
HOXKY Mapkepa “L” Ha yKa3aTenbHOM Map-
KepHOM Kosible “LT” TaK, 4ToObl OHa bbina
Harnpas/ieHa K 30He MOBTOPHOro Bxoga. Cwm.
Puc 1

13. Tlocne noATBEPXAEHWUA 3TON MepBOHa-
Yya/IbHOW OpWeHTauuyM MNOBEPHUTE YCU/IKN-
TeNb M306paXXeHUs Ha [LEeBAHOCTO rpafycoB
B OPTOrOHa/IbHYt0  ()/IFOOPOCKOMUYECKYHO
NpoeKumo ybeamntecb B TOM, YTO AUCTaSlb-
Hoe otBepcTMe OB-LTD HaxoauTtca Ha of-
HOM NMHWMK C NpeanonaraeMor 30HOW no-
BTOPHOI0 BX0Aa.

14. Bpaujasi reMocTaTUYeCKMin KnanaH, ycTa-
HoBMUTE GOKOBOM MOpT Bbixoga OB-LTD B
Hanpas/feHn Tpebyemoin 30HbI  COCyaa.
Moa h1r00POCKONMMYECKUM KOHTPO/IEM MO-
BOpauvBainTe reMocTaTMYeckuii KnanaH fo
TeX Mop, MOKa YyKasaTe/llbHOe MapKepHoe
KOnbLo “LT” Ha KOHLEBON KOHYCHOW Ya-

1
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the handle deployment slide is locked in the
most proximal position. Always track the
OB-LTD over a guide wire. Do not track
the OB-LTD in the vasculature without a
guide wire.

9. Track the OB-LTD over the guide wire to

the desired vascular site. Torque the OB-
LTD as needed during delivery via the han-
dle RHV.

10. Retract the guide wire tip into the catheter

approximately 5 cm, using fluoroscopic
guidance to confirm guide wire position.
Failure to retract the guide wire tip into the
catheter approximately 5 cm before de-
ployment of cannula could result in fi"acture
or separation of wire tip from body of wire.

11. Rotate the image intensifier so the distal

housing of the OB-LTD is adjacent to the
target re-entry site when visualized using
fluoroscopy.

12. Orientate the lateral exit port of the OB-

LTD towards the desired vascular target site
via rotation of the RHV. Using fluoroscopic
guidance, position the “L” marker leg, on
the catheter “LT” directional marker band,
towards the target re-entry site using an ini-
tial fluoroscopic view (See Fig 1)

13. Once this initial orientation is confirmed,

rotate the image intensifier to a ninety-
degree orthogonal fluoroscopic view and
confirm that the distal housing of the OB-
LTD is positioned “in line” with target re-
entry site.

14. Orientate the lateral exit port of the OB-

LTD towards the desired vascular target site
via rotation of the RHV. Using fluoroscopic
guidance, rotate RHV until the catheter
“LT” directional marker band on the
nosecone appears as a “T”. See Fig 2
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CTW He OyaeT oTobpaxaTbca Kak “T" CM.
Puc 2

15. Ecnu noHago6buTcs gononHuTensHas noa- 15. If additional orientation adjustments are

CTPOiKa, €e MOXHO BbINOMHUTL, BpaLlas
remMocTaTuyeckmin KnanaH. MoarsepXxaeHne
OPTOrOHanbHOM MpoeKuun 6yaeT HeobXo-
[IUMO NPV KaXKA0 HOBOW MOACTPOiKe KaTe-
Tepa B Hanpas/ieHUW NpeanonaraeMom 30Hbl
MOBTOPHOr0 BX0ZaA.

16. Korfa HakOHeYHWK KaHion 6yaet copu-
eHTUpOoBaH, C6poCbTe HAKOMMUBLUMICA B
Tpocuke OB-LTD KpyTAWMin MOMeHT. [Me-
pes Tem, Kak MpuBecTU B AENCTBUE peryns-
TOpP MexaHu3Ma BblABWXeHUs, yoeanTech B
TOM, YTO NpPOpe3b YyKas3aTe/lbHOro MapKep-
Horo konbua “LT” opueHTMpoOBaHa Mno oT-
HOLLEHMIO K TpebyeMOMy Yy4acTKy (30He)
cocya.

M.HaxXMuTe KHOMKY, (PUKCUPYIOLLYIO peryns-
TOpP MexaHu3Ma BblABVXXEHUS, 1 MOCTeneH-
HO BbI[jBUrainTe Perynsatop, Y4tobbl BbIBECTU
HaKOHEYHVK KaHKNM 13 BOKOBOro mnopTta
OB-LTD wn pacnofioXuTb HAKOHEYHUK B
TpebyeMoM MecTe.

18. MepepasaiiTe Tpocmky OB-LTD B 060/104-
Ke cnaboe AaeneHve 418 NOCTENeHHOro ne-
pemeLLeHns Brieped. Ecnv npu BbICBOOOX-
[LeHUN YyBCTBYETCA COMPOTUBMIEHWNE, He
npunarante n3nnWHero AasneHus Ha OB-
LTD pna nepemelleHus Bneped. 370 MO-
XKeT MpUBECTU K MOBPEXAEHNIO HaKOHeY-
HMKa KaHIONN U ero OTAENEeHWIO.

19. MopgaitTe NPOBOAHMK Brepes No HaKOHeu-
HUKY KaHIO/IN B HY>KHOE NONOXeHue B Tpe-
Oyemoi 30He cocyga. Ecnv nocne guctanb-
HOW nofjayn MpoOBOAHMKA MOHAZ0bUTCS
MOATAHYTb MPOBOAHWK Haszag M Mpu 3TOM
OyfeT owyLllaTbCca COnpoTUB/EHMNE, CHaYa-
na Hago MNOMHOCTbKO BTAHYTb  KaHKO/MO
(Hanpasnstowyto) 8 OB-LTD 1 TONbKO Mo-
TOM MPOAO/MKUTL MOATArMBaHME MPOBOA-
HUK Ha3af.

20. BTAHMTe HaKOHeYHUK KaHonn B OB-LTD ,
OTTAHYB PErynaTop MexaHu3Ma BblfBUKe-
HUA Hasag fo ynopa. OTnyctuTe KHOMKY
perynatopa MexaHu3ma BbIABMXKEHUSA, YTO-
Obl 3aMKCUPOBaTb PErynaTop B KpaiHem
OTTAHYTOM MOMIOXKeHUW. [lepen Tem, Kak
13B/IEKaTb KaTeTep Mo NPOBOAHMUKY, yoean-
TeCb B TOM, YTO HaKOHEYHWK KaHK/IN Nosi-
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necessary, this can be achieved via rotation
of the RHV. A confirming orthogonal view
should be considered after each new ad-
justment of the catheter towards the re-entry
target.

16. Release any stored torque in the OB-LTD

shaft once the cannula tip is properly posi-
tioned. Ensure the “LT” directional marker
band slot is oriented toward the desired
vascular location (target site) prior to actua-
tion of the handle deployment slide.

17. Depress handle deployment slide release

button and incrementally advance the slide,
as appropriate, to extend the cannula tip
from the OB-LTD lateral port and position
it at the vascular target site.

18. Maintain gentle forward pressure on the

OB-LTD shaft at the sheath. If resistance is
felt during deployment, do not apply un-
necessary forward push on the OB-LTD. It
may result in damage to the cannula tip and
or separation of the cannula tip.

19. Advance the guide wire through the cannu-

la tip to position it as desired at the vascular
target site. If, after advancing the guide
wire distally, it is desired to retract the
guide wire and resistance is experienced,
first retract the cannula (guide) fully into
the OB-LTD, then proceed with retraction
of the guide wire.

20. Retract the cannula tip into the OB-LTD

by fully retracting the handle deployment
slide until it stops. Release the handle de-
ployment slide button to lock the deploy-
ment slide in the retracted position. Ensure
the cannula tip is fully retracted into the
catheter lateral port, and the handle de-
ployment slide is locked, prior to withdraw-
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HOCTbO BTAHYT B GOKOBOW MOPT KaTeTepa, a ing the catheter over the guide wire
PErynATOp MexaHu3Ma BblABMXEHUSA 3a(UK-
CVpOBaH.

21.0cTopoxHo u3Bnekute OB-LTD no 21.Carefully retract the OB-LTD over the
NMPOBOAHWKY, OCTaBMB MPOBOAHWK Ha guide wire, leaving the guide wire in place
MecTe 1 MocneytoLlmx TepaneBTnye- for subsequent therapeutic procedures
CKMX npoueayp.

Fig 1 (PucyHok 1)

Fig 2 (PucyHok 2)

Tabnuua 1 Tabnmua 2.

[lns COBMECTHOrO M1CMonb3oBaHust ¢ Katetepa c  The following guide wires are recommended
noBTOpHbIM BXogoM OUTBACK LTD (OB- for use with the OUTBACK LTD Re-Entry
LTD) pekomeHnayetcs npumeHsTb npoBogHuku  Catheter (OB-LTD). LuMend test results
CrefiytoLwmx TUNoB. Pe3ynbTaTbl UCMbITaAHWA, have shown these wires to be compatible
npoBefeHHbIX KoMnaHuein LuMend, caugetens-  with the OB-LTD. Failure to use a recom-
CTBYIOT O COBMECTUMOCTM AaHHbIX NPOBOAHN- mended guide wire may result in damage to

KoB ¢ OB-LTD. Heco6ntoaeHne pekomengaumii - the guide wire, such as, abrasion of the hy-
MOXXET MPUBECTU K NOBPeXAeHnio npoBoaHuka,  drophilic coating, release of polymer frag-
HanpymMep CTUPaHUIO rMAPOMUILHOIO NOKPbI- ments, separation of the wire, or inability to
TS, (hparmeHTaLum NoNNMepPoB, OTAENEHNIO withdraw the OB-LTD over the guide wire.
CTPYHbI, W1 HEBO3MOXXHOCTW M3BeYb OB-LTD

M0 MPOBOAHUKY.

.014” ATW (Cordis, Johnson & Johnson Company)

014” STABILIZER® Plus (Cordis, Johnson & Johnson Company)
.014” STABILIZER® XS (Cordis, Johnson & Johnson Company)
.014” Sparta Core (Guidant Corporation)

.014” Iron Man (Guidant Corporation)

014” Whisper (Guidant Corporation)

.014” All Star (Guidant Corporation)

014” Platinum Plus (Boston Scientific/Scimed)

014” Choice Extra Support (Boston Scientific/Scimed)

.014” Mailman (Boston Scientific/Scimed)

.014” Luge (Boston Scientific/Scimed)

MPEAYTIPEXXOEHNA
WARNINGS
TonbKo AN 0AHOKPATHOro NPUMEHEHMSI. Single use only.
3anpeLLaeTcs NoBTOPHas CTepuIn3aLms Do not resterilize or reuse.
1 MOBTOPHOE MCNO/b30BaHNE. Do not use if package is opened or dam-
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He ucnonb3oBatb, €Cnv ynakoska oT-
KpbITa UK NOBPeXKaeHa
3anpeLlaeTca 1UCnosb3oBaTb nocsne
nocfegHero AHA Mecsua, B KOTOPOM
NCTeKaeT CPOK * roaHocTu “lcnonb-
30BaTh [J0”, yKa3aHHbIA Ha yrnakoBKe.

MEPbBI NMPEJOCTOPOXXHOCTWU
PRECAUTIONS

[aHHble KaTeTepbl AOMKHbI MCMO/b30-
BaTbC Bpayamu, BNAAEHOLMMU TEXHU-
KOl UPECKOXHbIX BMELLATENbCTB Ha Me-
PUEPUYECKMX COCYaaX, B MOMHOCTbIO
OCHalLLIEHHbIX NabopaTopusaxX KaTeTepu-
3auun.

3anpeLaeTcs MCMnonb30BaTh YCTPOICTBO
6e3 MpPOYTEHUS W YCBOEHUS BCEX MOJIO-
YKEHWIA * JAHHOTO IOKYMEHTA.

MpenoxpaHsante kKatetep OUTBACK
LTD (OB-LTD) ot Bo3geicTBus opra-
HUYeCKMX pacTeopuTenert (Hanpumep,
cnupTa).

[laHHoe 13aenve paspaboTaHo M NpeaHa-
3HAUeHO 19 OAHOKPATHOr0 WCMO/b30-
BaHMs. OHO He NpefHasHauyeHo An1s Mo-
BTOPHOFO WCMO/b30BaHWS 11 MOBTOPHOIA
CTEPUNN3ALIMK TOCNe NepPBOHAYa/IbHOrO
CMONb30BaHMS.

MOBTOPHOE MCNOMb30BaHME JAHHOIO W3-
Jenns, B TOM 4unene noesie MOBTOPHOM
06paboTKN W» M NOBTOPHOM CTEPUIN-
3aumn, MOXET npuBeCTM K noTepe
CTPYKTYPHOW LENOCTHOCTU, YTO MOXET
BbI3BaTb HeMpaBu/IbHYO paboTy YCTPoii-
CTBa, MOTEPI0 BaXHOW MH(opMaLmm
MapKMpPOBKW/MCMONb30BaHMA U Npea-
CTaBMsATb MOTEHUMabHbIA pUCK  6e3-
OMacHOCTU NauueHTa.

Bo BpemMs NpPOMbIBKM W MOAFOTOBKM, a
TakKXe npu BBeAeHUN NpoBoaHMKa ¢ OB-
LTD HeobxoauMmo paepxaTb pacnpsim-
NeHHbIM. [InA nNpoTupaHus KateTepa Ha
y4yacTKe OT MNPOKenMaslbHOro afanrtepa
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aged.

* Do not use after the last day of the

month of the “Use By” date on the
package

This catheter should only be used by
physicians trained in peripheral percuta-
neous e interventional techniques in a
fully equipped catheterization laboratory.

Do not use without completely reading
and understanding this document.

Do not expose the OUTBACK LTD
Catheter (OB-LTD) to organic solvents
(e.g., alcohol).

This product is designed and intended for
single use. It is not designed to undergo
reprocessing and resterilization after ini-
tial use.

Reuse of this product, including after re-
processing and/or re-sterilization, may
cause a loss of structural integrity which
could lead to a failure of the device to
perform as intended and may lead to a
loss of critical labeling/use information
all of which present a potential risk to
patient safety.

The OB-LTD should be kept straight
during flushing, preparation steps and
during guidewire loading. A sterile gauze
sponge with heparinized saline may be
used to wipe the catheter going from the



Cordis,

[0 [AWCTAIbHOTO HaKOHEYHMKA MOXHO
CMONb30BaTb CTEPU/bHBIA  Map/eBblii
TamnoH, MNPOMUTAHHbIA renapuHn3npo-
BaHHbIM (DM3MONOTMYECKMM PACTBOPOM.
Pacnpsamnss kaTeTep, He TAHWUTE C ycu-
NIVEM W He pacTsArvBaiiTe ero YpeamepHo

Mepepn vcnonb3oBaHMEM KaTeTepa Heob-
XOANMO  MOATBEPANUTL  BU3yann3auuio
TpebyeMoro cocyja C MCMosib30BaHNEM
WHBEKLUMN  KOHTPACTHbIX BeELLeCcTB U
tnoopockonun. Cnepyet m3beratb no-
najjaHNA  KOHTPaCTHbIX BELeCTB B
CyOVHTVMa/IbHOE NMPOCTPaHCTBO.
CybrHTUMa/IbHAs AMCCEKUNSA BHE 30HbI
PEKOHCTPYKLUMN  A0/MDKHA ObITb  MUHK-
MaJIbHOIA.

PekomeHAyeTCA MCNonb30BaTh MNPOBOJ-
HVKW [JOCTaTOYMHOW [/WMHbI, 4TOObl B
npouecce 3aMeHbl * MOXHO 6bl/10 COXpa-
HUTb MOJOXEHWe NMPOBOLHMKA.

[Mepes, wCNoNbL30BaHWMEM MPOBOAHMKA
coBMeCTHO ¢ OB-LTD BHumatensHo
N3yunTe npuararoLLyrocs K npoBOLHU-
KY WHCTPYKUMIO. epeyeHb pekoMeHAy-
eMbIX NPOBOAHMKOB NpuBeLeH B Tabn-
ue 1 HecobnogeHne pekomeHaaLmia
MOXET MPUBECTU K MOBPEXAEHUIO NpO-
BOAHWKA, Hanpumep CTMPaHUIO TUApPo-
(PMNbHOTO  MOKPLITUSA,  (hparMeHTauum
MosIMMepPOoB, OTAENEHUIO CTPYHbI, WK
HeBO3MOXHOCTM u3Bneys OB-LTD no
MPOBOLHUKY.

Bcerga BusyasibHO OTC/EXMBaNTE MNPO-
BefleHVe HaKOHeYHVKa kaTeTepa B 06na-
CTU 6UhypKauuy 6PHOLLHON aopThl.

Ecnv npun BBefeHUM kaTeTepa / MaHUNy-
NAUMAX BBOL OKa3blBaeTCA 3aTpyAHeH-
HbIM, ¢ HEO6XOAMMO, Mpexae Yem npo-
LO/MKaTb, OnpefennTs npuunHy. Ana
pacluMpeHns cocyfa B 30He COMpoTuB-
NEeHns Npy Heo6X04UMOCTM UCNOMb3YIOT
6annoH 3-4-Mm nof He6oNbWNM AaBne-
HVeM. ECnu  BbIACHUTbL MPUYUHY He
npeacTaBnseTca BO3MOXHbIM, OB-LTD
Heob6XoAMMO M3B/eYb.

36bITOYHbIE BpallaTe/bHble, U3rnbato-
LLMe UM CKpyyMBatoLme ycuams MoryT
yXyawnTs * npurogHocts OB-LTD K
ncnonb3osaHuo. W3snekute OB-LTD,
eC/I Ha HeM MOSABATCA Nepernosbl.
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proximal hub to the distal tip. Do not tug
or otherwise overstretch the catheter to
straighten it.

Always confirm visualization of the tar-
geted distal vessel via contrast injection
and fluoroscopy * before using the cathe-
ter. Avoid contrast injection in the sub-
intimal space.

Minimize sub-intimal dissection tract
beyond point of reconstitution.

To maintain guide wire position during
device exchanges, an exchangeable
length guide wire is recommended.

Prior to use, carefully read the instruc-
tions packaged with the guide wire that
is to be used with the OB-LTD. See Ta-
ble 1 for a list of recommended guide
wires. Failure to use a recommended
guide wire may result in damage to the
guide wire, such as abrasion of the hy-
drophilic coating, release of polymer
fragments, separation of the wire, or ina-
bility to withdraw the OB-LTD over the
guide wire.

Always visualize tracking of the catheter
tip over the aorto-iliac bifurcation.

If strong resistance is felt during catheter
manipulation/delivery, determine the
cause of the resistance before proceeding
further. Consider using a 3-4 mm bal-
loon at low ATM to dilate points of re-
sistance, as needed, along delivery track.
If the cause cannot be determined, with-
draw the OB-LTD.

Excessive rotation, bending or kinking of
the OB-LTD may affect its performance.
Withdraw the OB-LTD if it becomes ex-
cessively kinked.
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Ecnn Ha npoBoAHMKe NOABWIUCHL Mepe-
rmbbl, NONpobyiriTe OCTOPOXHO M3BMEYb
MPOBOAHVMK W ¢ 3aMEHWUTb ero HOBbIM.
Ecnn wn3sneyeHme nposofgHuka u3 OB-
LTD 3aTpyaHeHo, He06Xo4MMO OCTaHo-
BUTbCA. B cnyyae MOAB/EHMS KaKOro-
6o  MpensTCcTBUA  CneayeT  BTAHYTb
HaKOHEYHWK KaHK/IM BHYTPb TPOCUKA U
3aTem m3Bneyb 13 cocyga OB-LTD Bme-
CTe C NMPOBOAHUKOM.

BblpaXkeHHas Kanbuugukaumsa B 30He
MOBTOPHOrO BX0Za MOXET MOMeLlaTb
HOPMa/IbHO * paboTe YCTPOICTBA.

rapaHTUlVHbIEe O6A3aTesnnbCcTBaA

WARRANTIES

Mpon3BoauTeNb  rapaHTMpPYeT  COOTBET-
CTBME [JAHHOr0 MeULMHCKOro u3genus 3a-
SIBMIEHHbIM XapaKTepUCTUKaM B npefenax
COXpaHeHUs cpoka rogHocTn (cpoka co-
XPaHEeHWs! ero CTepUIbHOCTW), MpU YCno-
BUW, 4TO cobntojaroTcs TpeboBaHMA Npo-
N3BOAUTENS, YKazaHHbIE B UHCTPYKLUMM MO
MPUMEHEHNIO.

Ha npogykunto Cordis, onucaHHyto B faH-
HOM nyb6nmKauum, He pacrnpocTpaHsrTCA
Kakue Obl TO HU OblN0 ABHO BbIPXEHHbIE
UM noapasymMeBaeMble rapaHTUW, B TOM
yncne BKAKOYaroLme B cebs ntobble nogpa-
3yMeBaeMble rapaHTUU rogHoOCTVU Ans npo-
KN MW rapaHTUM NpUrogHoCTN ANa uUc-
Mo/sib30BaHMA MO Ha3HayeHuto. Hu npu Ka-
Knux obcrosTenscreax Cordis He HeceT OT-
BETCTBEHHOCTW 3a Kakue 6bl TO HW 6blI0
npsimble,  CMy4ailHble WA  KOCBEHHbIE
yObITKW, KpOMe TeX, KOTopble MpsMO
npesycMOTpeHbl B COOTBETCTBYIOLLEM 3a-
KOHofaTenbCcTBe. Hukakve nvua He ynos-
HOMOYeHbl NpeacTaBnAaTb OT UMeHn Cordis
KaKyt-n1Mbo WH(OPMaUUo UM rapaHTuu,
3a MCK/IHOYEHMEM C/y4yaeB, 0C060 OroBso-
PEHHbIX B [aHHOM [OKyMmeHTe. OnucaHus
NN TEXHUYECKME XapaKTepucTuKK, NpuBo-
Anmble B ny6nmkaymsax Cordis, B TOM uuncne
B laHHOM, NpefHa3HaYeHbl NCKIOUNTENBHO
ANa npeaocTaBneHns obLelt Hgopmauun
0 MPOAYKLUMN HAa MOMEHT ee MpPOoM3BOACTBA
N HU B KOEM C/Nlyyae He ABMAKOTCA M30Xe-

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

If the guide wire Kinks, carefully attempt
to remove the wire and replace with a
new one. Stop if ¢ any resistance is felt

when removing wire from the OB-LTD.

If resistance is encountered, retract the
cannula tip back into the shaft and then
remove the OB-LTD and wire together

from the vasculature.
Excessive calcification at the site of
re-entry may impair performance

The manufacturer warrants conformance of
this medical device to the declared charac-
teristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein. De-
scriptions or specifications in Cordis print-
ed matter, including this publication, are
meant solely to generally describe the prod-
uct at the time of manufacture and do not
constitute any express warranties.

10
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HVEM rapaHTUMHbIX 0653aTeNbCTB.

Kopnopaumsi Cordis He HeceT OTBETCTBEH-
HOCTM 3a Kakue-nbo npsmble, Cry4aiHble
WNN  KOCBEHHble YObITKM, MPUYMHEHHbIE
BCNeACTBME NOBTOPHOIO UCMO/b30BaHNSA ee

NpoayKLMK.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-
uct.

YCNOBUA TPAHCITOPTUPOBAHUA, XPAHEHUA U SKCTIJTYATALIN
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MepauumHckue nsgenusa Cordis MOryT TpaHc-
MopTMPOBaTLCA BCEMU BUAAMU TpaHCMopTa B
KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOT-
BETCTBMMW C MpaBuiammn MepeBO3KN P3" 308,
[EVCTBYIOLLMX Ha TPaHCMOPTE KaXAoro Bu-
[a, npu Temnepatype ot - 40°C go + 50°C
OTHOCUTE/IbHOI BNaXXHOCTK BO3ayXa oT 20 %
[0 80%.

MegumuunHckme umsgenna  Cordis  fO/MKHbI
XpaHUTbCA nNpu Temnepatype ot +15°C po +
25°C B MecCTe, 3alUULLEHHOM OT NPAMbIX
COJIHEYHBbIX NTyYel.

MeanumHckme mzgenus Cordis npu aKc-
nayataumMm CctabunbHbl K BO3AECTBUIO
KIMMaTUYeCKNX (PaKTopoB Npu Temneparty-
pe oT +32°C o +42°C v yCTOMUMBbI K BO3-
[IlENCTBUIO BLONOrNYECKNX XUAKOCTEN.

CPOK rogHocCTMU
SHELF LIFE

CpOK COXpaHeHUst CTEPUNBHOCTU - 2 rofa.

YTUNIN3AUNA
DISPOSAL

lMocne mMcnonbL30BaHWUSA BCe WCMOMb3yeMble
KOMMOHEHTbI M YMakKoBOYHble MaTepuaibl
MOTyT ObITb MOTEHLUANbHO GMOMIOTNYECKM
onacHbIMW. O6paboTKa 1 yTunm3aums npo-
BOAWUTCA B COOTBETCTBUWM C MPUHATON Me-
OMUMHCKOM NPaKTUKON, a TakKe B COOTBET-
CTBUM C MECTHbIMW, FOCYLAPCTBEHHbIMU U
(heiepaibHbIMM 3aKOHAMU 1 NONOXEHUAMMU.

N3nenns, VMEBLLNE KOHTAKT C  KPOBbHO
uvnu apyrummn GMONOrNUYECKUMU HKNAKO-
CTAMMW, NOANEXAT YTUAN3ALUUM WK YHK-
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

ty_

Cordis medical devices should be stored at
temperatures ranging from +15°C to +
25°C, in a place protected from direct sun-
light.

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C
to +42 °C and to biological liquids.

Sterility maintaining term - 2 years.

After use all used components and packing
materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medical
practice, and also according to local, state and
federal laws and provisions.

The products which had a contact with blood
and / or body fluids are subject to disposal
and / or destruction according to SanPiN



Cordis.

yToXeHuto cornacHo CadluH 2.1.7.2790-
10 (knacc b).

Hewncnonb3oBaHHble n3genus (He MMeBLLKe
KOHTaKTa C KpOBbKO u/Mnn c 6uonorunye-
CKUMW XWAKOCTAMM), B TOM 4uC/ie C UC-
TEKLWMM CPOKOM TOAHOCTKW,  Mognexar
yTUNU3aumMm U/mnm yHUUYTOXEHUIO cornac-
Ho CaHlunH 2.1.7.2790-10 (knacc A).

2.1.7.2790-10 (B class).

Unused products (which had no contact
with blood and / or body fluids), including
those with expired shelf-life, are subject to
disposal and / or destruction, according to
SanPiN 2.1.7.2790-10 (Class A).

TEXHWNYECKOE OBC/TY>XNBAHWNE V1 PEMOHT

MAINTENANCE AND REPAIR

[JaHHble MeAVLIMHCKME U3MeNNs - OfHOpa-
30Bble. TEXHUYECKOMY 06CNYXKMBAHUIO W
PEMOHTY He NoA/Iexar.

CMBO/1bI
SYMBOLS

M

LOT Howmep napTtum

MpounssogunTesnb

Homep no Katasnory

Cpok rogHoctu

These medical devices are for single use on-
ly and are not subject to maintenance and
repair.

Manufacturer

Catalog number
Lot number

Use- By Date

TonbKo ANs 04HOPa30Boro ucnonb- Do not re-use

30BaHUA

OcTtopoxHo! ObpaTuTeCh K UH-

ANNPOreHHo

A CTPYKLWW MO NPUMEHEHUIO

He gonyckaTb BO3[eNCTBUA CONM-

HEeYHOro ceeTa

(T Bepeub OT Bnaru

He ncnonb3oBatb, €Cnn ynakoBKa

noBpeXxaeHa

Istemuleo
ITUIEHOKCKAa

PekomeHayeMbli pa3vep
VHTpOfbtOCEpa
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CTtepunnsoBaHo C NPUMEHEHMEM

Caution

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use if package is damaged

Sterilized with ethylene oxide

Recommended Sheath Size



Cordis™

[ EC | REP 1 MpeacTaBuUTENb B EBPOMENCKOM

coobulecTee
C’€ CooTBeTCTBME TPEO6OBAHUAM M-
ekTuBbl EC
0086 P
YTMO/THOMOYEHHbII npeacTaBuTeNb

NPOV3BOANTENSA HA TeppPUTOPUN
Poccuiickoin degepaumn:

00O " O>XOHCOH & [I>XOHCOH"
Poccuiickaa  ®depepaums, 121614, .
Mocksa, yn. Kpbinatckasa, gom 17, Kop-
nyc 2

Ten. + 7 (495) 580 77 77,

dakc + 7 (495) 580 78 78
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Representative in the European
community

Compliance with the requirements
ofthe European Union (EU) Di-
rective 93/42/EEC

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, Moscow, 121614

Tel: + 7 (495) 580 77 77,

Fax: + 7 (495) 580 78 78

13



Cordis

«Kopamne KopnopeiiwH» (Cordis Corporation)

14201 HopcsecT 60 AseHto (NW 60th Avenue),
Maviamu evike (Miami Lakes), ®nopuga 33014
MouToBbIiA agpec: a/a 025700, Mailiamu, ®nopuga 33102
Ten.: (786) 313 2000 dakc: (786) 313 2080

20 anpens 2017 r.

NMOATBEPXAEHWE JOCTOBEPHbLIX 1 TOYUHbLIX MOKA3AHUW

A, Munrens ABuna (Miguel Avila), B eBoeM kadeeTBe Buue-npesmngeHTta, OTaen rnob6asnbHoOM cycTeMbl KadecTsa m
HOPMaTUBHO-MPaBOBOro  perysmpoBaHuUsa - «Kopagne KopnopeiilH», noaTBep>kgato, 4UTO npuiaraemble

WHCTPYKLUMM NO MPUMEHEHUIO MPOBOAHUKOBbLIX KaTeTepoB:

- Vista Brite Tip;

- Vista Brite Tip IG;
- OptEase;

- Outback LTD;

BbloaHHble KoOMNaHuelh «Koppgue KopnopelwH», sABASAIOTCA [AOCTOBEPHLIMU W TOUHLIMU, HACKO/IBKO MHe

N3BECTHO.

/nognuce/
Mwurenb ABuna
Buue-npe3ngeHT, oTaen rnobanbHOW CUCTEMbI KadecTBa

M HOPMaTUBHO-MPaBOBOro perysimposaHus

.M OpYron  COTPYAHWK, NONyYalolWwmnii  HacToALWiA

LLTat KanudopHua
L4, Mndykar, NpoBepseT TONbKO AWYHOCTb  AMUA, NOAMUCABLLErO

Okpyr CaHTta-Knapa "
[OKYMEHT, K KOTOPOMY MpuiaraeTcs HacTOsAWMIA cepTudumkar, a He
[OCTOBEPHOCTb,  TOYHOCTb WM AeliCTBMTENbHOCTb  HACTOALLEro
[IOKYMeHTa.

anpena 2017 r. KO MHe, UWXK3H BAH (ZHENG WANG), HOoTapuycy, o6patwnace Mwurenb ABWIa, KOTopas Ha

OCHOBaHMMN AO0CTOBEepHbIX AaHHbIX noaresepguvaia, 4Y4To sAB/ideTca  AanmyomM, nogrnmcb  KOTOPOro npocTtaBsieHa Ha

AOKYMEHTE, U 4TO OHa noarnucasia ero B CUJly UMEKLUNXCA Y Hee MOJ/IHOMOUYUA, U 4YTO ee MNoAMUCbI0 Ha OOKYMeHTe
L0, NN IOPUANYeCcKoe SINLLO MO NMOPYYEHMIO KOTOPOro AelicTBOBasIO /MU0, OPOPMUIO HACTOSLMINA AOKYMEHT.

A nopTBepXparo, € YUYETOM OTBETCTBEHHOCTU 3a nMpefocTaB/fieHMe 3aBefoMO JIOXKHbIX CBeAeHUIA corsiacHo

3aKoHOo4aTes/IbCTBY LwiTaTta Kanmcbopva, UTO BbILLEUN3TOXKEHHbIN MYHKT ABNAAETCA AOCTOBEPHbLIM UM NMpaBU/ibHbIM.

BACBNWOETENBbCTBOBAHO Moeit nognucbio n opuumnmanbHoli nevyaTblo.

/nognuce/
Y>kaH BaH, HoTapuyc
W rtamn: [WKIH BAH* komwuccusa Ne
2105471* HOTAPUNYC - KAJTM®OPHUNA* OKPYT
CAHTA-KNTAPA* CPOK WCTEYEHWNA MOUX
MOJTHOMOUMIN 02 AMPEJIA 2019 .* NNA1]
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J, nepeBogunkom Momepgoebll TUMypOM
%cTa caenaH MHou
[MepeBof AVHH
[>KaBaHwunpii

Poccuiickas depfepaums

T te X olu P pee

"ToZZ”esoduuno

Maueposa Tumypa [>kasanLimpoenya.

nognucy coelma ot M 271”Mum,amoe,ena.

JInyHocTb nognucasLuer «y

3aperncTpupoBaHo s peecTpe. A
B3biCckaHO rocyapcTBEHHOW MOLLMAHLIO
YnnayeHo 3a okasaHue

100 py6.

xXapakTepa: Py6-

H.A. MapTbliHoBa

Bcero npoLuHypoBaHo,
1 CKPEM/IeHo MeYaTbio

BPNO HoTapuyca
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cordis.

Cordis Corporation

14201 NW 60" Avenue, Miami Lakes, FL 33014
Mailing Address: P.O. Box 025700, Miami, FL 33102
T (786) 313 2000 F(786) 313 2080

April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis Corporation certify that the
attached Instructions for Use for Guidewires:
- ATW;
ATW Marker wire;
EMERALD;
- JINDO;
REFLEX;
- SHINOBI;
- SHINOBI PLUS;
- STABILIZERMARKER WIRE;
- STABILIZERPLUS;
- STABILIZER EXTRA SUPPORT;
- STABILIZER SUPPORT;
STABILIZER BALANCED PERFORMANCE;
- STABILIZER XS;
- STORa
- S\A
- WIZDOM;
CINCH OR;
ANGIOGUARD RX;
FrontRunnerXP;

issued by Cordis Corporation are true and correct to the best of my knowledge

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

A notary public or other officer completing this
certificate \erifies only the identity of the
individial who signed the document, to which
: . this certificate isattached, and not the
State of California T -
truthfulness, accuracy, or validity of that
County of Santa Clara document
On April 20, 2017, before me, ZHENG WANG, Notary Public, personally appeared Miguel Avila, who proved to me on
the basis of satisfactory evidence to be the person whose name is subscribed to the within instrument and acknowledged to
me that she executed the same in her authorized capacity, and that by her signature on the instrument the person, or the
entity upon behalf of which the person acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the foregoing paragraph is true and
correct.

WITNESS my hand and official seal.

ZHENG WANG t

Commission # 2105471 r

Zheng Wang, Notary Public Notary Public - California 1
Santa Ciara County g

JINCommijnxglre~Agjnjnn
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Cordis.

WHCTPYKLMA N0 NPUMEHEHNIO
[MpoBOAHUKM

OMNMMNCAHIME
DESCRIPTION

Ha AucTanbHOM KOHLE WHTEPBEHLMUOHHDIX
npoBogHUKOB Cordis MmeeTcs MArkas pacTs-
XMUMas npyXwuHa wu3

nnatTunHoBoOro cnnasa C

BblCOKOW pPEeHTreHOKOHTpPAacTHOCTbIO. [JnunHa
NpoBOAHWKA, ero AuameTp U opma fuUcTalb-
HOFr0 HaKOHEeYHWKa yKasaHbl Ha sApnbike. AnsA

ynpaBneHus/BpaweHnusa nNpPpoBOAHMKA MOXHO

NOACOEAMHUTbL CNeyManbHOe YCTPOMUCTBO.

MOKASAHWA
INDICATIONS FOR USE

MpoBogHUKKM Cordis npegHasHayYeHbl ANA UC-
Nonb30BaHUS B aHrmorpagpuuyeckux npoueay-
pax ANna BBeJEeHWS U NO3ULMOHMPOBAHUS KaTe-
TEPOB W WHTEPBEHLUWOHHbIX YCTPOWCTB B KO-
poHapHOW U nepudepunyeckolh cocyanctTon ce-

™",

MPOTNBOMOKA3AHWNA

CONTRAINDICATIONS

Mcnonb3oBaHWe NHTEPBEHLMOHHbIX
nposogHMKoB Cordis NpoTUBONOKa3aHo
B C/ly4yae 00Lieli XpPOHMYECKO OKKJIHO-
3nn.

|_|pOTI/IBOI'IOKa3aHVIF| ANnA WHTEPBEHLUMOHHBbI X
YyCTPOWCTB OMNMUCaHBbI

B UHCTPYKLUUAX, MPU-

naraeMbl X K 3TUM yCTpOVICTBaM.

MOBOYHbLIE gpericTtBU A
COMPLICATIONS

BmewaTtenscTtBa, conpoBoXxXpgaw W mnecs

UPECKOXHbIM BBeAeHNEM nNpoBOAHNKOB,

LONXHbl MPOU3BOAUTbLCA TONbKO Bpayamu,
OCBEJOMNEHHBLIMU O BO3MOXHblIX OCMOXHE-
HUAX. OCNOXHEHUS MOTyT pa3BUBATbLCS Kak
B Nto6oe BpemMs Npu NpoBefeHUU Npoueay-
pbl, TaK U1 NOC/Ne ee 3aBeplleHns.

MepeyeHb BO3MOXHbIX OCNOXHEHUA BKAIO-
yaeT B ce6s B TOM yucne:

e Bo3gywHYyt am6onuio.
e« O6pa3oBaHWe reMaToMbl B MeCTe MPOKO-
na.

s WNHpnynpoBaHue.
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Instruction for Use
Guidewires

The Cordis Steerable Guidewires have a soft,
flexible, highly radiopaque platinum alloy coil
on the distal tip. Guidewire length, diameter,
and distal tip configuration are indicated on the
product label. A steering/torquing device may
be attached to the

aid in steering/torquing

guidewire.

Cordis guidewires are intended for use in angi-
ographic procedures to introduce and position
catheters and interventional devices within the

coronary and peripheral vasculature.

Cordis steerable guidewires are contra-
indicated for use in chronic total occlu-
sions.

Contraindications for interventional devices

are described in the instructions supplied

with the respective device.

Procedures requiring percutaneous guide-
wire introduction should not be attempted
by physicians unfamiliar with the possible
complications. Complications may occur

at any time during or after the procedure.

Possible complications include, but are
not limited to:
e airembolism

«hematoma at the puncture site

e infection
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Cordis™

(be,qepal'leblMl/l 3aKOHaMnn U NONTOXEHNUAMMN.

M3pennsi, UMeBLlI Me KOHTAKT C KPOBbIO M/Unu
apyrumu
nognexaTt yTunamsaumm n/mnm yHUUTOXEHUO
cornacHo CaHlNwuH 2.1.7.2790-10 (knacc b).

6nonornyecKknmm XNOKOCTAMMU,

Hencnonb3oBaHHble uU3fenus (He nMmes-
e KOHTaKTa C KpoBbHi ninnn ¢ 6nono-

T’MYEeCKUMMUn )KVIAKOCTHMVI), B TOM 4Yucne c

The products which had a contact with
blood and / or body fluids are subject to
disposal and / or destruction according to

SanPiN 2.1.7.2790-10 (B class).

Unused products (which had no contact
with blood and / or body fluids), including

those with expired shelf-life, are subject to

MCTEKW MM CPOKOM rofHOCTK, nNoAnexar disposal and / or destruction, according to

yTuansayum wuivnn SanPiN 2.1.7.2790-10 (Class A).

rnacHo CaHlNwuH 2.1.7.2790-10 (knacc A).

YHUUYTOXEHUIO co-

TEXHUNYECKOE OBC/TY>XUBAHWE NN PEMOHT
MAINTENANCE AND REPAIR

LJaHHble MeANUUHCKMNE N3enns - ogHopa- These medical devices are for single use on-

30Bble. TEXHNYECKOMY 06CNYXMUBAHUI U ly and are not subject to maintenance and

peMOHTY He NoAnexar. repair.

CMMBO/JIbI
SYMBOLS

y MponsBoanTENDb

Homep no kaTtanory

M anufacturer

Catalog number
LOT Homep naptun Lot number

CpoK rogHocTu Use - By Date

ToNbKO A4NA OfLHOPA30BOr0 MCNOJMb-
Do notre-use
30BaHuA
BHuUMaHne! CMOTPU UMHCTPYKLNIO .
Caution
no NPUMEHEHUIO .

He nogBepraTb BO3jeNCTBUIO CON- )
. Keep away from sunlight
HeYHbIX Nyyei

Bepeub oT Bnaru Keep dry

He ncnonb3oBaTb, eCN1X ynakoBKa Do notuse open or damager pack—

noepexpaeHa ages.

CTepunmn3oBaHO C NTPUMEHEHUEM

srevuk EO Sterilized with ethylene oxide

3TUNeHoKcMpaa

EC  REP MpepcTaBUTeNb B EBPONENCKOM Representative in the European

coobu,ecTBE community
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Cordis,

I[STEMIJEO]|

RxOnly

EC

Os
CE

0086

YNOMHOMOYEHHbIW

He nogBepratb BO34eCTBUIO CON-
HeYHbIX Nyyel

Bepeub oT Bnaru

He ncnonbs3oBaTb, eCNN ynakoBKa
nospexpeHa

CTepuMnun3oBaHoO C MPUMEHEHUEM
aTuneHokcupga

OcTopoxHO! B cooTBeTCTBUU C
hepepanbHbIM 3aKOHO4ATEeNbCTBOM
CLl A faHHOEe YCTPOWCTBO MOXET
npojaBaTbCA TONbKO BpayamMu nnu
no MX ykKasaHuio.

MpeapcTaBUTENb B €eBPOMENCKOM

coobu,ecTBE

CM. NHCTPYKLMUWN NO NPUMEHEHMW IO

CooTBeTCcTBUE TPpeGOBAHUAM AU-

pekTusbl EC

npeacTaBuUTeNb

NPON3BOANTENSA HA TEPPUTOPUN
Poccuniickoi depepaumnn:

OO0 "OXOHCOH & [O>XXOHCOH"

Poccuiickasn

MockBa,
nyc 2

121614, r.
17,

depepaunsg,

yn. Kpblnatckas, JoMm KOp-

Ten. + 7 (495) 580 77 77;
®akc + 7 (495) 580 78 78
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Keep away from sunlight

Keep dry

Do notuse open or damager pack-

ages.

Sterilized with ethylene oxide

Caution: Federal (USA) law re-
stricts this device
to sale by or on orderofaphysi-

cian/

Representative in the European

community
Consult instructions for use

Compliance with the requirements
ofthe European Union (EU) Di-
rective

Authorized Representative of

the manufacturer in the Russian Feder-

ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,

building 2, M oscow, 121614

Tel.:+ 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78



Cordis®

NHCTPYKLUMA NO NPUMEHEHUIO
Instruction for Use

[TPOBOAHUNKMN
Guidewires

JINDO
SV

Cordis Corporation / Kopduc KopnopeiiwH
Vice President, Global Quality and Regulatory Affairs/

Buue-Mpe3naeHT no Fno6anbHbIM BOMpOCaM KayecTBa MpernameHTauum_
(pomKHOCTL/position)

Miguel Avila/ Murenbs ABuna
(uma/naTe)
A(nodnuch/signature)

«20»  Apr/Anpens_ 2017
«aeHb» Mecay (uudpamn) / «day» month (numerals)

«MoATBepXAak TOYHOCTb, NPaBUIbHOCTb W NepeBOf Ha PYCCKUN A3bIK»
| hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis.

LUMe KOHTaKTa C KpoBb u/vnun ¢ 6uono- with blood and / or body fluids), including
FMYECKMMU XKNAKOCTSMM), B TOM YUCNE C expired, disposal and / or destruction, ac-
MCTEKLUMM CPOKOM rOAHOCTW, MOA/1exar cording to SanPiN 2.1.7.2790-10 (Class
yTuamsaummn - UMM - YHUYTOXKEHUIO  CO- A).

rnacHo CaHllunH 2.1.7.2790-10 (knacc A).

TEXHNYECKOE OBCNYXXWBAHWNE NN PEMOHT

MAINTENANCE AND REPAIR

[aHHble MefUUUHCKMe n3aenus - These medical devices are for single use on-
0[lHOPa30Bble N He NoAnexar TeXHNUYeCKO- ly and are not subject to maintenance and
MY 06C/Y>KMBaHUIO Y PEMOHTY. repair.
CMMBO/IbI
SYMBOLS
y MpounssoanTesnb Manufacturer
IREF] Homep no katasnory Catalog number
LOT Howmep naptum Lot number
Cpok rogHocTu Use- By Date
q) Tonbko Ans ogHopasosoro ucnonb- Do not re-use
30BaHMA
[MoBTOpHAa cTepunmsauma 3anpe- Do not resterilize
LeHa
BHuMaHne! CMOTPU NMHCTPYKLMIO Caution
Mo NPUMEHEHNIO.
)I( ANMPOreHHo Non-Pyrogenic

He nogsepraTtb BO3AENCTBUIO CON-
HEYHbIX Ny4en

bepeyb OT Bnarun

He ncnonb3oBatb, ecnv ynakoBka

Keep away from sunlight

Keep dry

Do not use open if package is dam-

noBpexaeHa aged
ISTEMLIEQ) CTepvnun3oBaHo € NPUMEHEHNEM Sterilized with ethylene oxide.
aTUNeHoKCnaa

Rxon|y OcTopoXHo! B cooTBeTcTBUM C
(hefiepasibHbIM 3aKOHOAATE/TbCTBOM
CLUA paHHOe yCTPOCTBO MOXET

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

Caution: Federal (USA) law re-
stricts this device
to sale by or on order of a physi-



\).
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Cordis,

CKMX XWNIKOCTEMN.

CPOK IOAHOCTN
SHELF LIFE

CpoK coxpaHeHus CTepunbHOCTU - 3 roja.

YTUNIN3ALUNA
DISPOSAL

Mocne MCNoNb30BaHMS BCE WCMO/Mb3yeMble
KOMMOHEHTbl 1 YMaKoBOYHble MaTepuarbl
MOTYyT O6bITb MOTEHLMANbHO OMONOrNYECKN
onacHbIMi. O6paboTKa M yTUAM3aLUms npo-
BOAMTCS B COOTBETCTBUM C MPUHATON Meaw-
LUMHCKO/ NpaKTUKOW, a Takke B COOTBET-
CTBUM C MECTHbIMW, FOCYAApPCTBEHHbIMU U
(heaepanbHbIMU 3aKOHaMV U MONOXKEHWAMM.

3genns, nveBLUNe KOHTAKT C KPOBbHO U/nnu
APYrMMK  BUONOTUYECKUMU  XKUAKOCTAMMU,
NnoA4/sexar yTuansauum n/mnm yHUUTOXEHNIO
cornacHo CaHlnH 2.1.7.2790-10 (knacc b).

Heuncnonb3oBaHHble n3genus (He MMeBLUNE
KOHTaKTa C KpOoBblO W/unu c 6uonoruye-
CKUMWN XXUAKOCTAMU), B TOM 4UCNe C UC-
TEKWMM CPOKOM TOAHOCTW,  mognexar
yTUAN3aUnMM UMM YHUYTOXKEHWUIO cornac-
Ho CaHlMnH 2.1.7.2790-10 (knacc A).

Sterility maintaining term - 3 years

After use all used components and packing
materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medi-
cal practice, and also according to local,
state and federal laws and provisions.

The products which had a contact with
blood and / or body fluids are subject to
disposal and / or destruction according to
SanPiN 2.1.7.2790-10 (B class).

Unused products (which had no contact
with blood and / or body fluids), including
those with expired shelf-life, are subject to
disposal and / or destruction, according to
SanPiN 2.1.7.2790-10 (Class A).

TEXHUNYECKOE OBC/TY>XUBAHWE NN PEMOHT

MAINTENANCE AND REPAIR

[laHHble MeIMLIMHCKIE U3AeNns - OfiHopa-
30Bble. TEXHUUYECKOMY 06CNYXKMBAHUIO U
PEMOHTY He MoAnexar.

CMMBO/JIbI
SYMBOLS
MpounssoanTenb
y
[REF Homep no katanory
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These medical devices are for single use on-
ly and are not subject to maintenance and
repair.

Manufacturer

Catalog Number
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Cordis™

NHCTPYKLUUA N0 NPUMEHEHNIO
Instruction for Use

['1pOBOAHUNKN
Guidewires

CINCH QR

Cordis Corporation /Kopgunc KopnopenwH
Vice President, Global Quality and Regulatory Affairs/

Buue-IMpe3naeHT no [No6anbHbIM BONpocam KavecTBa npernaveHTaumn™
(momkHocTB/position)

Miguel Avila/ Murenb Asuna

(nvs/naTe)
(nodnucb/signature)
«20»  Aprl//Anpens 2017

«fleHb» MecsL, (umdpamn) / «day» month (numerals)
«[oaTBepXaat0 TOYHOCTb, NPaBUIbHOCTL U MEPEBOL, Ha PYCCKUI A3bIK»

| hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis,

M

IMS

0

STERILf EO

IEIRP1

CE

0086

YTMOMHOMOYEHHbI

[MpounssognTenb

Homep no karanory
Howmep naptum

Cpok rogHocTu

TonbKo ANs OfIHOPa30BOro VCMO/b-

30BaHnA

BHumaHve! CMOTpY MHCTPYKLUIO
Nno NPUMEHEHNIO.

ANnporeHHo

He noggepraTb BO3AeNCTBUIO CON-
HEYHbIX Ny4ein

bepeyb OT Bnaru

He ncnonb3oBatb, eCiv ynakoBka
noBpexzaeHa

CTepnnn3oBaHo C NPUMEHEHNEM
aTUNeHoKenaa

MpeactaBuTeNlb B EBPOMENCKOM
coobuiecTee

CootBeTCTBME TPEOOBAHNAM AN-
pekTnebl EC

npeacTaBuUTE/b

NPOV3BOAMUTENA HA TeppPUTOPUN
Poccuiickoin ®deaepaunn:
00O "[>KOHCOH & [>XOHCOH"

Poccuiickas  depfepauuns,

121614, .

MockBa, yn. Kpblnatckasd, gom 17, Kop-

nyc 2

Ten. + 7 (495) 580 77 77;
dakc + 7 (495) 580 78 78

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

Manufacturer

Catalog Number
Lot number
Use- By Date

Do not re-use

Caution

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use open if package is dam-
aged

Sterilized with ethylene oxide.

Representative in the European
community

Compliance with the requirements
ofthe European Union (EU) Di-
rective

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya-street 17,
building 2, Moscow, 121614

Tel.:+ 7 (495) 580 77 77,

Fax: + 7 (495) 580 78 78
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Cordis,

HOW PYKOW, a CNMpasibHbIN AUCTEHCEP APYron py-
KOR, MOTAHUTE NPOBOJIOKY [0 MOJSIHOW YCTaHOBKM
CeTKM B HAKOHEYHWKE TWMb3bl NS YCTaHOBKW.
MMocne NOMHOW YCTAHOBKW NPUOAN3UTENILHO MO-
NOBWMHA CETKN punibTpa 6yaeT no-npexHemy Buf-
Ha CHapY>Xu r'/b3bl AN YCTaHOBKMW.

9. CHuUMWTE nocnegHUii  NpensaTCTBYHOLWNIA
CMELLEHUIO 3KMM.

10. lNoacoeguHuTe
BpaLLeHus.

11. 3axBaTuvB YCTPOMCTBO ANs BpalleHUs of-
HOW PYKOW, a MPOKCMMaJIbHbIA KOHEL, NPOBOAHUKA
[PYro pyKoil, nNpOTAHWUTE TMPOBOJSIOKY 4epes
YCTPOMCTBO 1A BpalLleHUs 4O 3auensieHns npok-
CUMa/IbHOr0 KOHL@ BTY/NKWN TWNb3bl AN YCTaHOB-
KV 3a ranky Ans BpaLLleHums.

12, 3atukcupyiTe yCTPOMCTBO A4NA BpaLLeHUs
Ha NPOBOAHWKe; y6eanTeCb, YTO BTY/IKA TW/b3bl
[N19 YCTAHOBKM OCTaeTCA B 3aLen/ieHun C rankom
ANA BpaleHusa. BbITAHUTE NMPOBOMIOKY W TUIb3y
ANA YCTaHOBKM U3 CNUPa/IbHOro JMCreHcepa.

13. Tenepb runb3a gns yCTaHOBKU AO/MKHbLIM
06pa3om MoLroToB/IEHA AN UCMONb30BaHUA.

14, N'Mnb3a anga 3axeata. llocne 3aBepLleHUs
WHTEPBEHLNOHHOW WM AMarHOCTUYECKOW npoLe-
Aypbl npucoeanHuTe Wnpuy, Sltospa o6bemom 10
M/l K MPOMbIBOYHOMY afianTtepy J1t03pa, Kak onu-
caHo B pasgene «[1oAroToBka K UCMONb30BaHUIO»,
war 3. MNMpomoitTe 10 Mn CTepubHOroO (m3pac-
TBOpa. PU3pacTBOPOM [O/DKEH ObITb 3aro/HeH
BeCb CNMpasibHbIN AncneHcep. M3BnekuTe wnpuy
13 NPOMbIBOYHOrO aganTepa Jltoapa.

He ypansaiTe runb3y ans 3axsara U3 CnvpaibHOro
JmcreHcepa L0 HeOOXOAMMOCTM W3BNEYEHUS CU-
CTeMbI

YCTPOWCTBO ons

Pexomeeaaum no BbI60P3r pasmepa « Ml "MMbTpa

HoMuHanbHbIN pasmep PekomemaBaHbM
pa3mep cocy,
40Mv 30Mv< 5VM
50mv 30Mvi<co” a<4.5vm
60vMv 45Mv<ap<ssL
70Mv 5 MV<Q0yi<65LL
80mv 6,5MM<COAA<7,5MM
YKazaHue K NpUMeHEHUIO
1 BcTtaBbTe pa3pblBHOW WHTPOAbLIOCEP
NMPOBOAHWKA B  WHTEPBEHLMOHHYIO

rMNb3y MHTPOAbHOCEpPA UM B remocTa-
TUYECKUIA KnanaH Y-06pa3HOro TPoi-
HMKa, KOTOPbI COeANHEH C MPOBOAHW-
KOBbIM KaTeTepoMm. [lepes BCTaBKOWA
NHTpOAbtOCEPa NMPOBOAHMKA YOeanTeCh
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10.

11.

12,

13.

14.

Nm nat Fitter

of the deployment sheath.
Remove the last anti-migration clip.
Open the torque device.

Gripping the torque device in one hand and
the proximal end of the guidewire in the
other, pull the wire through the torque de-
vice until the proximal end of the deploy-
ment sheath hub engages the torque nut.
Lock the torque device onto the guidewire;
ensure the deployment sheath hub remains
engaged with the torque nut. Pull the wire
and deployment sheath out of dispenser
coil.

The deployment sheath is now propped and
ready for use.

Capture sheath - After the interventional or
diagnostic procedure is completed, attach a
10-ml Luer lock syringe to flushing Luer
hub, prepared as described in Preparations
for Use, step 3. Flush with 10 ml of sterile
saline. The entire coil dispenser should be
filled with saline. Remove the syringe from
the flushing Luer hub. Do not remove the
capture sheath from the coil dispenser until
required system retrieval.

Fitter Basket Smnf Recommenciahon

Reconmremted
\Vessel Sze
3Imro<VesN<3itOT
35mm<¥esftidiwn
41 mm< <5J nra
55mm<¥Ksel<63n«i
63 mMm<¥essd< 75ran

Basket Size
40mm
50mm
a0mm
70mm
80nm

Directions for use

1 Insert the peel away guidewire in-
troducer into the interventional
sheath introducer or the hemostatic
valve of the Y connector attached to
the guiding catheter. Ensure the he-
mostatic valve is fully opened be-
fore inserting the guidewire intro-
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Cordis.

APYTUMWU  BUOIOTNYECKMU  XKUAKOCTAMM,
NOANeXaT YyTUNM3aumm Unnm yHUUTOXEHUIO
cornacHo CaHlMnH 2.1.7.2790-10 (knacc B).

blood and / or body fluids are subject to
disposal and / or destruction according to
SanPiN 2.1.7.2790-10 (B class).

Heuncnonb3oBaHHble m3genva (He WMeB-
LLIMe KOHTaKTa C KpPOBbK WU/Wnn ¢ 6mosno-
TMYECKUMIN YXXMAKOCTAMK), B TOM YunCie C
MCTEKLUMM CPOKOM FOLHOCTW, Mog/1exar
yTunaMsaumm  UWnm  YHUYTOXEHUO  CO-
rnacHo CaHllMunH 2.1.7.2790-10 (knacc A).

Unused products (which had no contact
with blood and / or body fluids), including
those with expired shelf-life, are subject to
disposal and / or destruction, according to
SanPiN 2.1.7.2790-10 (Class A).

TEXHUNYECKOE OBC/NTY)>XUBAHUE N1 PEMOHT

MAINTENANCE AND REPAIR

[aHHble MeAVLIHCKUE U3aenst - ofHopa-
30Bble. TEXHMYECKOMY 06C/TyXKMBaHWIO W
PEMOHTY He MO/Iexar.

CVMBO/J1bl
SYMBOLS
y [NponssognTenb
\LL Homep no Katasnory
LOT Homep naptun

CpoK rogHocTtu

TonbKO /151 0|HOPA30BOr0 MCMO/Ib-

P 30BaHUA

A

no NMPUMeHeHnto.

He noggepraTb BO34eACTBUIO COJ-

HEYHbIX /Ty4eit

Bepeub OT BRaru

BHumMaHme! CMOTPU MHCTPYKLMIKO

These medical devices are for single use on-
ly and are not subject to maintenance and

repair.

Manufacturer

Catalog number
Lot number
Use-By Date

Do not re-use

Caution

Keep away from sunlight

Keep dry

He vcnonb3oBarh, ec/iv yrnakoBka
noBpexaeHa
CTepunn3oBaHo € NpUMeHeHNEM

IsnitILEeN
3TUNeHoKcnaa
Rxon|y ToNbKO ANst UCMOMb30BaHNSA KBa-
NMDMUMPOBAHHBIM MEPCOHAIOM
I 1RP1 MpeactaBuTenb B eBPONECKOM

coobLLecTBe

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

Do not use if package is damaged
Sterilized with ethylene oxide

Only for use by qualified personnel

Representative in the European
community
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Cordis.

NHCTPYKLKXA MO NPUMEHEHNIO
Instruction for Use

[TpoBOAHUKMK
Guidewires

STORQ

Cordis Corporation /Kopguc KopnopeiAwH

Vice President, Global Quality and Regulatory Affairs/
Buue-MpesnaeHT no Fnob6anbHbiM BONpoCaM KayecTBa mpernameHTaunmm_

(pon>k HocTb/position)

Miguel Avila/ Murenb Asuna

(nma/naTe)

fyfnodnuchb/signature)

«20» AprU/Anpenb_ 2017
«feHb» mecAay (unppamun) / «day» month (numerals)

«[MoaTBepaocgaro TOHHOCTb, MPaBUILHOCTL M MEPEBOL, Ha PYCCKUIM A3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis,

TEKLUMM  CPOKOM

roAHOCTK,  Mnoanexar

yTuamsaumMmn Uunm yHUUTOXEHUIO Cor/iac-
HO CaHlnH 2.1.7.2790-10 (knacc A).

disposal and / or destruction, according to
SanPiN 2.1.7.2790-10 (Class A).

TEXHUNYECKOE OBC/NTY)XUBAHUVE N PEMOHT
MAINTENANCE AND REPAIR

[aHHble MeNLIHCKWE N3AeNUst - 0fiHOpa-
30Bble. TeXHMUYECKOMY 06CYXXMBAHUIO U
PEMOHTY He MOoANexar.

CMBO/1bI
SYMBOLS

Mi

2
O
A
K

STEMU EO

1 EC 1REP 1

CE

0086

NpownsBoauTesb

Howmep no Katasiory
Homep napTtuin

CpoK rogHoctu

TonbKo A/ 0JHOPA30BOro UCMO/b-
30BaHUA

BHuMaHKne! CMOTPU MHCTPYKUMIO
Mo NPUMEHEHUIO.

AnnporeHHo

He noaBepraTtb BO3AENCTBMIO COM-
HEUHbIX y4eit

Bepeyb OT BRarn

He vcnonb3oBaTth, eC/v ynakoBKa
noBpexxaeHa

CTepunn3oBaHo ¢ NPUMEHeHNEM
3TUNEHoKcKaa

MpeacTaBuTeNb B EBPOMNEACKOM
coobLLecTBe

CooTBeTCTBME TPebOBaHMAM AN-
pekTvBbI EC

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

These medical devices are for single use on-
ly and are not subject to maintenance and

repair.

Manufacturer

Catalog Number
Lot number

Use- By Date

Do not re-use

Caution

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use open if package is dam-
aged

Sterilized with ethylene oxide.

Representative in the European
community

Compliance with the requirements
of the European Union (EU) Di-
rective
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Cordis.

YCTPOWCTBE [epXaTensi.

MONHOCTbI0O KOHTPONUPYATE OTKPbITHUE U
3aKpblTNEe ANCTalbHOIo KOH4YMKa C nNoOMoO-
Wb PEHTTIEHOCKONUMN.

13. lMpn nepeceyeHUN y4yacTKa OKK/IO3UN
nepemMeLLaiiTe 4epes OKKMo3Mto MGC ¢
nomoLLbio FR-XP. C NOMOLLIbIO PEHTIeHo-
CKOnMMn ybeanTeCcb B MOSIHOM  3aKPbITUM
ANCTaIbHOI0 KOHYMKa. OCTOPOXKHO MOJTHO-
CTbtO BbITawyte FR-XP .

14. BBeguTe NPOBOAHUK W NPOABUHbLTE €ro
yepes MGC. T[pogomkuTe aasibHENLLYHO
UPECKOXKHYH UHTEPBEHLNIO.

1. AepxxaTens Handle
2. BpawaTtenb Rotator

3. QucTanbHbIA aKTUBUpPYOLWNA KOHYMK Distal Actuating Tip

4. Pblyar Lever
5. MopT gna npombiBaHusa Flush Port

6. CTep>keHb KaTteTepa c onsieTKo Braided Catheter Shaft

FAPAHTUNHBIE OBA3ATE/IbCTBA

WARRANTIES

Mpon3BoanTeNb rapaHTUPYET COOTBETCTBUE
[@AHHOr0 MeANUVHCKOro W3Aenna  3asBJ/ieH-
HbIM XapaKTepUCTMKaM B npeaenax coxpa-
HEHMA CpoKa roAHOCTU (CpoKa CoXpaHeHWUs
ero CTepuIbHOCTW), MPU YC/OBUK, YTO CO-
6nopaoTca  TpeboBaHWUS  NPOV3BOAUTENS,
yKa3aHHble B UHCTPYKLMM M0 MPUMEHEHMIO.
Ha npoaykumto Cordis, onuncaHHyt0 B AaHHOI
ny6mMKaumn, He pacrpoCcTPaHATCS Kakue Obl
TO HW BblI0 SBHO BbIPaXXeHHbIE WX NoApasy-
MeBaeMble rapaHTuK, B TOM YMC/e BK/IHOYatO-
LLMe B cebs Nobble NogpasyMeBaeMble rapaH-

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

The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
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MepesoA fa. cTa cfAenaH MHOW, nepeBog4YnkoMm MamenoBbiM TUMYpPOM
O>kasaHw

Poccuitickas degepauuns
"opog Mocksa

UeTBepTOro Masl e ThiCAYN CEMHAALATOro roga
A, MapTbiHOBa HaTanus AHpeeBHa, BPEMEHHO UCNONHsAO W as 06583aHHOCT N HOTapuyca

ropoga Mocksbl Akumosa Nye6a bBopucosuya, cCBUfeTeNbCTBYO NMOAANHHOCT b NOANUCKH NepeBOAYNKA
Mamepgosa Tumypa [> asaHWwWuUposuya.

Moannch cpenaHa BMOeM NPUCYTCTBUN.

JInyHOCTbL nNnoAgnucaBwero AOKYMEHT yCTaHOBNEHaA.

3aperncTpuposano BpeecTpe: N */~ 'Z1?3
B3bickaHO rocyfjapcTBEHHON now AnHbI(No Tapudgy): 100py6.

YnnayeHo 3a OKas3aHWe ycnyr npasoBOro M TexXxHUWYecKoro xapakrtepa: - " py6

H.A. MapTbiHOBa

Bcero n, ‘ilyn~“poBaHo

n ckpenn. T (a)(os)

BPMNO Homapu)”i
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Cordis

Cordis Corporation

14201 NW 60**" Avenue, Miami Lakes, FL 33014

Mailing Address: P.O. Box 025700, Miami, FL 33102
T (786) 313 2000 F(786) 313 2080

April 20, 2017

CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instructions for Use for Introducers
- AVANTI+

- brite tip SHEATH,
Long Sheath Set

issued by Cordis Corporation are true and correet to the best of my kn”ledge.

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

A notary public or other officer completing this
certificate \erifies only the identity of the
individial who signed the document, to which

this certificate is attached, and not the
State of California truthfulness, accuracy, or validity of that
County of Santa Clara document.

On April 20, 2017, before me, ZHENG W ANG, Notary Public, personally appeared Miguel
Avila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her

authorized capacity, and thatby her signature on the instrument the person, or the entity upon
behalfofwhich the person acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the
foregoing paragraph is true and correct.

WITNESS my hand and official seal.

ZHENG WANG
Zheng Wang, Notary Public Commission # 2105471
Notary Public - California |
Santa Clara County g
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Cordis.

NHCTPYKUWA NO NPUMEHEHUIO
Instruction for Use

AHTPOLbLI CEp
Introducers

AVANTI+
Brite tip SHEATH

Cordis Corporation /Kopauc KopnopeiiwH
Vice President, Global Quality and Regulatory Affairs/

Buye-Mpe3ngeHT no Fno6anbHbIM BONpocaM KayecTBa MpernameHTaunm_
(pon>k HOoCT B/pOSition)

Miguel Avila/ Murens Asuna

(nmsa/naTe)

(nognuce/signature)

«20»  Apruni/Anpens_ 2017

«[MoaTBepagato TOHUHOCTb, MPaBUILHOCTL U MEPEBOA, Ha PYCCKUIA A3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis.

NHCTPYKUMA MO NPUMEHEHUIO
NHTpoablocepbl
AVANTI+ Brite tip SHEATH

ONMMWCAHMWE

DESCRIPTION

MHTpoabtocep

MHTpoablocep obneryaeT NOLKOXHOEe BBefe-
HWe WHTpaBacKyNsApHbIX YycTpoicTB. [Mpuse-

feHHaa fanee LBeTHas MapKWpPOBKAa COOTBET-
cTBYyeT hpaHLy3CcKoO

MHTPABaCKYNAPHbIX YCTpPOWcCTB,

pasmepam no

wKane
Hanbonbw nx

NpoxoaALW MX uyepe3 fJaHHbIA MWHTpPOAblOCED.
Hanumuue ycTpoiCTB ONpejeneHHbIX pa3MepoB
no GppaHUY3CKOW W Kane 3aBUCUT OT SIMHEW KM
npoAyKToB. MHpopMauma 0 HaNnM4YmMmM ykasaHa
B KaTanore NpoayKuum.

MpumeuaHue: ONa WHTPOAbIOCEPOB C pa3Me-

pamu 12F, 13F n 14F uBeTHasa MapKuUpoBKa He
npegycmoTpeHa.
Pasmep no

LLBeT MapKUpPOBKMU

hpaHyys-
CKOW WKane

4 (1,35 mm) KpacHbl it
5 (1,65 mm) Cepbl it

6 (2,0 Mmm) 3eneHbl i
7(2.3
8 (2,7
9 (3,0
10 (3,3 MmmM) ManuHoBbI I
11 (3,7

12(4,0

MM) OpaHXeBbl i
MM) CUHWK

MM) YepHbl i

MM) XKentblit
MmM) OTC.
13 (4,3 mm) OTC.

14 (4,7 mm) OTC.
CocygucTblin gnaTaTop (MOXKeT OblTb He
BK/IOYEH B KOMIM/EKT MOCTaBKM)
CocyancTbli gmnartaTtop o6neryaeT NOAKOX-
HOEe BBeJeHMNE UHTpOAblOCepa 3a CcyeT obner-
YHeHNA aTpaBMaTU4YeEeCKOro nepexoga OT KOXMU
Hepes MATKNWE NOAKOXHblIe TKaHU K cocyaam.
MWHN-NPOBOAHNK (MOXKeT 6blTb HE BK/HO-
YeH B KOMM/IEKT MOCTaBKM)
MUWHM-NPOBOALHMK Mcnonb3yerca ana obecne-
YeHMA pocTyna K MecTy Npokona nocne ypga-
NeHna nrnol N BBejeHNA MHTpoOoAbOCepa.
O6TtopaTop (MOXKET OblTb HE BK/KYEH B
KOMM/IEKT MOCTaBKM)

O6TropaTop nopgaepxwuwsaetT

CTEHKY KaHonnu

NOCTOAHHOW 060M104YKMN.

Mcnonb3yinTe 06THO-
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Instruction for Use

Introducers

AVANTI+ Brite tip SHEATH

Catheter Sheath Introducer
A catheter sheath introducer (CSI) facilitates
percutaneous entry of an intravascular device.
Color coding below indicates the French size
ofthe largest intravascular device that will pass
through the CSI. The availability of French
sizes varies per product line. Refer to product

catalog for availability.

Note: Color coding not assigned to 12F, 13F,

and 14F catheter sheath introducers.

French Color

4 (1.35 mm) Red

5 (1.65 mm) Gray 6 ( 2.0 mm) Green 7 ( 2.3
mm) Orange

8 (2.7 mm) Blue 9 (3.0 mm) Black

10 (3.3 mm) Magenta

11 (3.7 mm) Yellow

12 (4.0 mm) N/A

13 (4.3m m )N /A

14 (4.7 mm) N/A

Vessel Dilator (Included or available
separately)

A vessel dilator facilitates the
entry ofthe CSI1 by forming an atraumatic tran-

sition from the skin through the

percutaneous

subcutaneous tissue to the vessel.
Mini-Guidewire (Included or available
separately)

A mini-guidewire is provided for

maintaining access to the puncture site upon
removal of the needle and the insertion of the
CSI.

Obturator (Included or available separately)
An obturator supports the cannula wall of an

indwelling sheath. Use an obturator that is one
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paTtop, KOTopblii No ¢GpaHUy3cKol WKane Ha

OAWH pa3Mep MeHblle, YeM WHTPOAblOCEp.
YcTaHoBKa o6TropaTopa Ha MeCcTO no3BondeT
nNpoBOAMTbL NPOMbIBKY W MHGpY3UIK, a TaKxe
BECTU MOHUTOPWUHT faBlieHNA. Bbl MOoXeTe nc-
nonb3oBaTb NPUBELEHHYI HUXeE Tabnuuy.
Pa3smep No ()paHLy3CKOW LKane
MHTpoabtocep (CS1) 4567891011
O6TiopaTtop -456789 10

Nrna (MO>KeT 6blTb He BK/IOYEHA B KOM-
NJEKT NOCTaBKMN)

Mrna obecneymBaeT AocTyn K cocyay v cny-
XNT nposogdAwW MM nytemMm ANA BBeEAEHUA NpPO-

BOAHUNKa.

MOKA3AHWNA
INDICATIONS FOR USE

MHTpoAbOCEP NOKa3aH A9 NCNONb30BaHNA

npu onepayuax Ha apTepuax U BeHax C

NMOAKOXHbIM BBeAeEHUNEM MHTpPpaBacKynap-

HblX YCTPOWCTB.

MPOTMBOTIOKA3AHIWNA
CONTRAINDICATIONS

He M3BeCTHBbI.

MOBOYHbIE JENCTBUSA
COMPLICATIONS

MepeyeHb BO3MOX H bl X OCNOXHEHUNR
BK/NOYaeT B ceba B TOM yuchne:
*BO3JyWHY ambonutio,
s MHpUUuMpoBaHUe,

* paspblB UHTUMBI,

e obpa3oBaHue reMmaTomMbl B MecTe NPOKO-
na,

eneptopaymnio CTEHOK cocyfga,

e Tpomboob6bpaszoBaHUe.

YCNoBUA MPMMEHEHWNA
CONDITIONS OF USE

LaHHOe MejuWLWHCKOE W3jenve NPUMEHS-
eTCcs TO/NIbKO B YCNOBMUSAX fleyebHbIX U fe-
YebHO-NPOPUNAKTUUECKUX MEAULUHCKUX
yupexfeHuit KBanugpUUMPOBAHHBIM MeLU-

LWHCKMUM NnepcoHanom.
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French size smaller than the CSI. This allows
for flushing, infusing and pressure monitoring
while the obturator is in place. Use chartbelow

as a reference.

French Size

CSI14567 8910 11

Obturator -456789 10

Needle (Included or available separately)
A needle

provides access to

the vessel and
serves as a pathway for the introduction of the

guidewire.

The CSI is indieated for use in arterial and

venous procedures requiring percutaneous

introduction ofintravascular devices

None known.

Possible complications include, but are not
limited to:

e airembolism

e infection

e intimal tear

«hematoma at the puncture site

e perforation of the vessel wall

e« thrombus formation.

This medical the

conditions of medical and therapeutic insti-

device is used only in

tutions by qualified medical personnel.
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NMPEAOYNPEXAOEHWNA

WARNINGS

TOoNbKO ANA 04HOPA30BOro MCNONb30BaAHUSA.

3anpeuiaeTca NOBTOpPHas cTepuausaumsa
n/vnn NnoBTOpHOe Mcnonb3oBaHue. OTpuuya-
TeNbHOe BAWSHWE Ha CTPYKTYPHYK LUe-
NOCTHOCTb M/MNN (PYHKLWOHMPOBaAHWE MO-
ryT oKkasblBaTb OYMCTKa, NOBTOPHAsA CTepu-
nusaunms MNM NOBTOPHOE WMCNONb30BaHWe,
KOTOpble MOTYT TakKXe NPUBECTU K yXYf[-
WeHN COCTOSAHMA nauumeHta. B cooTBeT-
CTBUMU € 3Tum kKopnopaumsa Cordis He HeceT
OTBETCTBEHHOCTU 3a KakKue-nnb6o npAmMble
WAWN KOCBEHHble YyObITKN MAn yuwepb, npu-
YAHEHHble BCNEACTBME TMNOBTOPHOF0O MUC-
nonb30BaHNUA MHTPOAblOCepaA.

JaHHOoe wn3genne paspaboTaHoO W npegHa-
3Ha4YeHO [NA OJHOKPATHOro WcNonb3oBa-
HsA. OHO He nNpefHas3Ha4yYeHO AN NOBTOP-
HOrFro MCNONb30BaHMWA W MOBTOPHOW CcTepu-
nms3aunmnm nocne nepBoHayanbHOro WCMNONb-
30BaHMA.

MoBTOpPHOE MCNONb30BaHWe AaHHOTO M3je-
nna, B TOM 4Yucne nocfe NOBTOpPHOW o6pa-
60TKN wn/Mnn nNOBTOPHOW cTepunmsayum,
MOXEeT NpPuWBECTM K NoTepe CTPYKTYPHOW
LenocTHOCTM, 4TO MOXeT Bbl3BaTb Henpa-
BUNbHYIO pa6boTy

ycTpoicTBa, noTepto

BaXHOMN MHpOpMaLum MapKNpoB-
Kn/mcnonb3oBaHMA W NPefCTaBNATb NOTEH-
UManbHbIi pUcK 6e3onacHOCTU nNnayueHTa.

He wncnonb3yliTe KOHTpacTHble BelwecTBa
Ethiodol, Lipiodol (Ethiodol n Lipiodol saB-
nawTCca

8. A )nnwu

TOBapHbIMU 3HaKamm Guerbet
aHanornyHble npenapaTbl, CO-
fepXauw me KOMMANOHEHTbI 3TUX MpenapaToB.
He ocTaBnsifiTe BBeAEHHbIVi WHTpPOAblCEp
Ha ANMTenbHoOe BpemMsa 6e3 KaTeTepa MAKW
o6TopaToOpa,

KOTOpbI e noAgfepXuBatwT

CTEHKW KaHKNN.

MEPBI NMPEJOCTOPOXHOCTWU
PRECAUTIONS

For one use only. Do not resterilize or re-
use. Structural integrity and/or function
may be impaired through cleaning, resterili-
zation or reuse and may cause adverse pa-
tient reactions. Accordingly, Cordis will not
be responsible for any direct or consequen-
tial damages or expenses resulting from re-
use ofthe CSI.

This product is designed and intended for
single use. It is not designed to undergo re-
processing and resterilization after initial
use.

Reuse ofthis product, including after repro-
cessing and/or re-sterilization, may cause a
loss of structural integrity which could lead
to a failure of the device to perform as in-
tended and may lead to a loss of critical la-
beling/use information all of which present
a potential risk to patient safety.

Do not use with Ethiodol* or Lipiodol
(Ethiodol and Lipiodol are trademarks of
Guerbet S.A”™ contrast media, or other such
contrast media, which incorporate the com -
ponents of these agents.

Do not leave a CSI in place for extended
periods of time without a catheter or an ob-

turator to support the cannula wall.

« Store in a dry, dark, cool place.

e XpaHUTb B TEMHOM CYXOM MNpPOX/lafHOM Me-
cTe «Do notuse if package is open or damaged.
« He MCNonb30BaTb, €CAM yNakKoBKa OTKpPbITa * Note “Use Before” or “Use By” date

WAW MoBpexAaeHa prior to using product.

«TMepes MCNONb30BAHMEM MPOAYKLMUM 06paTu- « Do not resterilize. Exposure to tern-
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Te BHMMAaHWe Ha f[aTy MCTeyeHMA CpoKa rof-
HocTu (“Use Before” nnm “Use By”).
eMoBTOpHaA cTepunmnsauunsa sanpew,eHa.

He o6pabaTbiBaTb B aBTOK/aBe.

Bo3peiicTBMe TemnepaTypbl Bblwe 54°C
(130°F) moXeT noBpeauUTb 060M0YKY KaTeTe-
paun oTfeNbHble KOMMNOHEHTHI.

e NMpepoxpaHanTe 0T BO34elWCTBMA OpraHuye-
CKUX pacTBOpuUTenein (Hanpumep, cnupTa).

« Ecnn nocne BBefeHUA UHTpPOAblOCEPa O Y-
LuLaeTca HapacTalolU ee CONPOTUBJMIEHNE, BblAC-
HWTe NPUUYMHY 3TOro, Npexpe 4Yem MNPOAON-
XWNTb BBeAeHWe. ECAM BbIACHUTb N YCTPaAHUTb
NPUYNHY COMPOTUB/IEHUA HEBO3MOXHO, Heob6-
X0AUMO nNpekKpaTUTb nNpoLuefypy W U3BMeYDb

MHTpOAblOCEp.

CnNoCob MPUMEHEHWA

DIRECTION FOR USE

1. OCTOpPOXHO W3BNEKUTE WHTpPOAblCEpP U3
YyNakKoBKW, HE Hapylwas CTEPUNbHOCTH.

2. BbITeECHUTe BO3AYX U3 MHTPOAbI Cepa, Npo-
MbIB €ro renapuHUW3NpPOBaHHbLIM G U3NONOTN-
YECKUM WUAN MNOAXOLAWL UM MN3OTOHUYECKUM
pacTBOpOM.

3. BBeAnTe COCYAUCTbIN gunatatop 4Yepes
reMocTaTM4YeCKUN KnanaH MHTPOAb Cepa u
3a)MKCUpPYyNnTe W ENYKOM Ha ajantepe (pucy-
HOK 1). MpoMoiTe renapMHU3NPOBAHHBLIM K-
3UONOTMYECKUM UAN NOLXOAALW UM U30OTOHMU-
YEeCKUM pacTBOpPOM.

4. BBefuTe KaHWO N aHrnorpauyeckom urnol
B COCYA C cobniwopgeHuMeM nNpaBWU acCenTUKWU.
Y pepXwunBass UTNy Ha MecTe, BBEUTe Yepe3 Hee
rm6kunii KoHey npoBoAHMKaA B cocya. Ecnm uc-
nonb3yeTcsa 3arHYyTbli HaKOHEYHWUK, 3aBeauTE
MHTPOAbIO CEP NMPOBOAHMKA Ha KPHWYOK, 4YTOO®bI
BbINMPSAMUTbL €ro Ha BpemMs BBefeHus. OcToO-
POXHO NojaTe NPOBOLHUK Brnepes Ha Tpeby-
eMYI FNy6uHy.

MpumeyaHune: Ha ynakoBKe nNpuBefeHa WH-
hopmMauma o COOTBETCTBUU pa3mMepa MPOBOA-
HWUKOB KOMMNOHEHTAM CUCTEeMbI.

MpumevyaHue: MNpu MCNONb30BAHUU UTAbI C
MeTannmuyeckolh KaHWNel He M3BMeKanTe npo-
BOAHMWK MOC/e ero BBeAEHUSA, TaK KakK B 3TOM
c/nyyae ero MOXHO NMOBPeAUTD.

5. YpagepxXuBass NpoBOAHUK Ha MecTe, U3BNIEKMU-
Te, UTNY U NpuUKnagblBaliTe K MecTy npokona
faBneHMe A0 TeXx NOp, NoKa MHTPOLbK CEP He

BONfeT B COCYS.
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peratures above 54°C (130°F) may dam-
age the catheter sheath and components.
« Do not expose to organic solvents, e.g.
alcohol.

« If increased resistance is felt upon in-
sertion of the CSI, investigate the cause
before continuing. If the cause of the re-
sistance cannot be determined and cor-
rected, discontinue the procedure and
withdraw the CSI.

1. Remove CSI from package using
sterile technique.

2. Remove air from CSI by flushing
with heparinized saline or suitable iso-
tonic solution.

3. Insert the vessel dilator through the
CSFs hemostasis valve, snapping it in-
to place at the hub (Figure 1). Flush
with

heparinized saline or suitable isotonic
solution.

4. Introduce the cannula of an angio-
graphic needle into the vessel using
aseptic

technique. Holding the needle in place,
insert the flexible end of the guidewire
through the needle and into the vessel.
Ifaldtip is used, slide the guidewire
introducer over the J to straighten it for
insertion. Gently advance the guide-
wire to the desired depth.

Note: Refer to product labeling for the
guidewire size that is compatible with
the system components.

Note: If a needle with a metal cannula
is used, do not withdraw the guidewire
after it has been inserted as it may dam
age the guidewire.

5. Holding the guidewire in place,
withdraw

the needle and apply pressure to the
puncture site until the CSI is inserted



Cordis.

6. BBeanTe MHTpoablocep B c60pKe C coCyfam-
CTbIM AMNaTaTOPOM MO MPOBOAHUKY, YAEPXU-
Bafd 0600N104YKY HEMNOABWXHO OTHOCUTENbHO
KOXW B6AM3N ee MOBEPXHOCTW, 4TOo6GbI KOXa
He yBnekanacb Bcnef 3a o6onoykoii. Bpawa-
TeNbHbIM ABUXeHMWeM nopjaBaliTe c60pKYy Ye-
pe3 TKaHu B cocyfs, (PUCYHOK 2).

7. OTcoegnHNTe cocyagucTblA Agunartatop OT
WHTpPOAblOCepa, OCBOBOAMB NPUXMMHOE KONb-
Lo C 3alLeNKOW Ha ajgjanTepe (PUCYHOK 3). U 3-
BNeKWTe NPOBOAHWMK W gunatatop. Bo wnsbe-
XaHnue NOBPEeX[JeHNSA HaKOHEYHWUKA MHTPOAb-
locepa He M3BnekanTe gunataTtop A0 Tex nop,
nokKa MHTPOAbIOCEP HAX0AUTCA B COCYfe.

8. NMpownssoagnTe OTKaAUYKy Yepe3s YANWUHMUTENb
6okoBOro noprta, YTobbl yaanaATb BO3AYX, KO-
TOPbI/A MOXeT nNoABUTbCHA cny4dyaHo. Tocne
OTKaYkn M MPOMbIBKMW pewmnuTte BONPOC UHPY-
3UN TeNapUHW3NPOBAHHOTO UM NOAXOAAL ET0
M30TOHMYECKOro pacTBOpa 4Yepes YANUHUTENDb
6okoBoro noprta. KanenbHoe BBejeHMe rena-
PUHW3NPOBAHHOTO (GU3NONOTrMYyeckKoro pac-
TBOpa 4epe3 60KOBOW nNopT cnocobcTByeT
npegoTrBpaw,eHmnio Tpomb6oo6pasoBaHmMa.

9. BBefuTe Bbl6paHHbIW KaTeTep B MHTPOfAb-
locep OAHUM M3 cneayl LU MX CNOCO60B:

a. PacnpAMunTe HaKOHEYHNK KaTeTepa pPYyKOW.
b.BBOAMWTe NPOBOAHUK B KaTeTep [0 Tex nop,
noka HaKOHEYHUWK He pacnpaMuTCA.
I‘Ipvuvleanme: Mpun BBEJEHUMN, NO3ULUOHUPO-
BaHWW WNN U3BNEYEHUWN KaTeTepa HEOBXOAMMO
yAepXnBatb 060N04YKY Ha MecTe. [epxaTenb
MOXHO MWCNONb30BaTb B KayecTBe YyyacTka
BPEMEHHOFO0 YNNOTHEHNSA.

MNpumeyaHue: Mpu ocnabneHnu remocTaTu-
4YeCKOro knanaHa BBejWTe B HEFr0 HaKOHEYHMUK
COCYAMCTOro gmnartratopa M Mef/IeHHO u3BNe-
KWTe ero o6paTHO.

I‘Ipvuvleanme: Bo Bpemsa usmepeHuns pasne-
HUA B MpaBOM NpeAcepAnUn WAW OMNpPeAeneHumn
MWUHYTHOF0O CepjeyHOro Bbl6poca TepMoOAwu-
NIOULNOHHBIM MeTOAOM Ha HEKOTOpOe BpemMs
npepbiBaiTe UHG Y3 4Yepes YANUHUTeNb 60-
KOBOro nopTa BO u3bexaHWe norpewHocTtel
onpefeneHNs remMoAMHamMMyecKUX MNokKasaTe-
new.

10. Ona 3ameHbl KaTeTepa MeANEHHO U3BMIEKU-
Te ero U3 MHTPOAbIOCEpPAa W NMOBTOPUTe Npoue-
aypy

BBOfA.

11. Mpn HanuuumM KAMHWYECKUX MNOKa3aHMIi
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into the vasculature.

6. Thread the CSl/dilator assembly
over the guidewire, grasping the sheath
close to the skin to prevent buckling.
Using a

rotating motion, advance the assembly
through the tissue and into the vessel
(Figure 2).

7. Detach the vessel dilator from the
CSI by releasing the snap-fit ring at the
hub

(Figure 3). Withdraw the guidewire
and dilator. To avoid damage to the
CSI tip, do not withdraw the dilator un-
til the CS1l is in the vessel.

8. Aspirate from the sideport extension
to remove any potential air. After aspi-
ration

and flushing, consider establishing a
heparinized solution or suitable isoton-
ic solution via the sideport extension.
The addition of a heparinized saline
drip via the sideport can help in the
prevention of thrombus formation.

9. Introduce the selected catheter into
the CSI using one of the following
methods:

a. Straighten the catheter tip by hand.
b. Insert a guidewire into the catheter
until the tip is straight.

Note: Hold the sheath in place when
inserting, positioning, or removing the
catheter. The suture collar (Figure 1)
may be used as a temporary suture site.
Note: If there is a reduction in the
valve hemostasis, insert the tip of the
vessel dilator into the valve and with-
draw it slowly.

Note: When measuring right atrial
pressure or determining cardiac output
by thermodilution methods, temporari-
ly discontinue infusion through the
sideport extension to help prevent er-
rors in hemodynamic measurement.

10. To exchange catheters, slowly
withdraw the catheter from the CSI and
repeat the insertion procedure.

11. Remove the sheath when clinically
indicated by placing compression on the
vessel above the puncture site, and
slowly withdraw the CSI. Discard the
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Fig 1 (Puc. 1) A Vessel Dilator
CocypucTtbl i gunaTtatop
B Hemostasis Valve Nemo-
cTaTMyecknii knanaH
A C Sideport Extension ¥Ygnu-
/ HUTenb 60KOBOTFO NopTa
D Cannula KaHwns
E Suture Collar fepxaTenb
F Snap-Fit Ring MpuxumMmHoe

KONbLO C 3al,enKoit/

Fig 2 (Puc. 2) Fig 3 (Puc. 3)

KoMnnekTyt W ne (BXOAALW Ve U He BXOAAW MEe B KOMNNEKT NOCTAaBKMW)

Contents (Included or available separately)

MHTpoablocep
Introducer

M
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FAPAHTUAHBIE OBA3ATE/IbCTBA
WARRANTIES

MpowusBognTensb rapaHTupyert cCoOTBET-
CTBME JAHHOTO MeJWLUMHCKOIo M3aenunsa 3a-
ABNEHHbIM XapaKTepucTukam B npepjenax
COXpaHeHUa CcpokKa rogHocTu (cpoka coO-
XpaHeHUs €ero CcTepubHOCTU), MPU ycno-
BUM, UTO coGNiogatTca Tpe6oBaHWsA npo-
M3BOAUTENSA, YKa3aHHble B MHCTPYKLUM MO

NMPUMEHEHUIO .

Ha npoaykuwnto Cordis, onucaHHyl B faH-
HOVW ny6numkauum, He pacnpocTpaHslTCcHA
Kakue 6bl TO HU 6bII0O ABHO BblpaXeHHbIe
MNN noppasymMeBaeMble rapaHTuMu, B TOM
ymcne BKNw4Yyawwmne B ceba nwbble nogpa-
3ymMeBaeMble FrapaHTUM TOLHOCTU ANSA NpoO-
LaXW WAW rapaHTUM NPUTOLHOCTWU ANSA UC-
nonb30BaHWA NO Ha3HayvyeHuWw. Hu npu Ka-
Knx obctosatenbcTBax Cordis He HeceT OT-
BETCTBEHHOCTU 3a KaKue 6bl TO HU 6bINO
npsiMble,

CI'Iy'-IaVIHbIe nnn KOCBEeHHBbIl e

y6bITKW, KpOMe Tex, KOTOopble MNpAMO
npesycMOoTpeHbl B COOTBETCTBYH L €M 3a-
KOHOJaTenbCcTBe. HuMKakue nuuya He ynon-
HOMOYEeHbl MpeACTaBAATbL OT uMeHu Cordis
KaKyl -n1m6o UHpOpMaLUI WAW rapaHTuu,
3a WCKNl4YeHMeM cnyvyaeB, 0c060 OroBoO-
peHHbIX B fJAaHHOM JOKYyMeHTe. OnwucaHus
UNW TeEXHUYEeCKUEe XapaKTepUCTUKW, NPUBO-

Anmble B ny6nunkauymax Cordis, B TOM 4unucne
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Vessel Dilator

CocyAucTbl 1 gunaTtatop

Obturator

O6TopaTop

Mini-Guidewire

MUWHN-NPOBOAHNK

Needle

Nrna

The manufacturer warrants conformance of
this medical device to the declared charac-
teristics within shelf life (sterility term)
provided that all requirements of the manu-

facturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein. De-
scriptions or specifications in Cordis print-
ed matter, including this publication, are
meant solely to generally describe the prod-
uct at the time of manufacture and do not

constitute any express warranties.
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B JaHHON, NpefHasHaueHbl ucknwountenbHo
AN npepocTaBneHus o6uieii mHpopmaumu
0 NPOAYKUMUW HAa MOMEHT ee NPOU3BOACTBA
M HU B KOEM Cc/lyyae He SIBAATCA M3I0Xe-
HWEeM rapaHTURHBIX 06493aTeNbCTB.

Kopnopauyuss Cordis He HeceT OTBETCTBEH-
HOCTW 3a KakKue-nu6o npambie, cnyyaliHble
MNN KOCBEeHHble Y6bITKW, MNPUUYUHEHHBIE
BCNeACTBME NOBTOPHONO UCMNONb30BaHUA ee

NPoAYKLUN.

Cordis Corporation will not be responsible

for any direct, incidental, or consequential

damages resulting from reuse of the prod-

uct.

YCNoBUA TPAHCMNOPTUPOBAHUA, XPAHEHNA N SKCIMNTYATALNU
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MeagnuuHckue nsgenua Cordis MoryT TpaHc-
nopTupoBaTbCs BCeEMW BUAAMU TpaHCcnopTa B

KPblITblX TPaHCNOPTHBLIX CcpeacTtBax B COOT-

BeTCTBMUMN C nNpaBunamMm nepeBOo3KU Trpys3o0B,

feCTBY W MX Ha TpaHCNOPTe KaXpJoro BU-
fa, npu TemnepaTtype ot - 40°C pgo + 50°C
OTHOCUTENbHOW BNaxXHocTU Bo3gyxa oT 20 %
no 80%.

MegnuuHckue wusgenms Cordis [ONXHBI

XpaHUTbCA Npu TemnepaTtype oT +15°C pgo +

25°C B MecTe, 3alLUW,EHHOM OT NPAMbIX

CONMTHEY HDbIX nyqe|7|.

MepgnuunHckne wnsgenuma Cordis

CTabuMNbHBbI K

npum 3kKc-

nnyartauunmu BO3feCTBUIO
KNAMMaTUUYecCKUX PakKTopoB Npu TemneparTy-
pe oT +32°C pgo +42°C ” ycTOAWYUBbBI K BO3-

LeACTBUIO GUONOTMYECKUX XXUNLKOCTEN.

CPOK TOAHOCTW
SHELF LIFE

CpoOK COXpaHeHUSs CTepuUAbHOCTM - 3 roja.

YTUNN3AUNA
DISPOSAL

[Tocne ncnonb3oBaHWA BCe NCNONb3yeMble
KOMNOHEHTblI N yNaKOBOYHble MaTepuanbl

MOTryT 6bITb NOTeHUMaNbHO GUoONOrmue-
CKM onacHbIMuU. O6paboTKa U yTunmsauus
NPOBOAUTCSH B COOTBETCTBUM C MPUHSATOMN
MeAULMHCKON NPaKTWKOW, a TakXe B CO-

OTBEeTCTBUUN C MECTHbBIMWU, TOCYyAapPCTBEH -

HblMW U (be,ﬂ.epal'leblMl/l 3aKOHaMun ”n no-

NnoXeHnamun. Ns3gennsa, MMeBlL e KOHTaAKT
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Cordis medical devices may be transported

using all available modes of transportation in
covered vehicles, according to the transporta-
tion

rules applicable to each transportation

mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

ty-

Cordis medical devices should be stored at
temperatures ranging from +15°C to +
25°C, in a place protected from direct sun-
light.

Cordis medical devices being in operation are
stable in temperature conditions from +32 °C

to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and pack-
ing materials may be potentially biologi-
cally dangerous. Their treatment and dis-
posal are performed according to the ac-
cepted medical practice, and also accord-
ing to local, state and federal laws and
provisions. The products which had a con-
tact with blood and / or body fluids are

subject to disposal and / or destruction ac-
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C KpOBbK MU/Munu pgpyrumm o6umonormnmye- cording to SanPiN 2.1.7.2790-10 (B
CKUMW XUAKOCTAMMW, NognexarT yTunumsa- class). Unused products (which had no
LN N/MAN YHUUYTOXEHUW cornacHo CaH- contact with blood and / or body fluids),
MwnH 2.1.7.2790-10 (knacc including those with expired shelf-life, are
B).Hencnonb3oBaHHBLIE nsgenns (He subject to disposal and / or destruction,
MMeBLWINE KOHTaAKTa C KpPOBb u/unum c according to SanPiN 2.1.7.2790-10 (Class
6MONOTrNYEeCKUMM XULKOCTAMMK), B TOM A).

ynMcne C UCTEKW UM CPOKOM TOAHOCTH,
nognexat yTunaumsaumm n/Mnum yHUUYTOXeE-
HUt cornacHo CaHlMwuH 2.1.7.2790-10

(knacc A).

TEXHMWYECKOE OBCNNYXUWBAHWE MW PEMOHT

MAINTENANCE AND REPAIR

NaHHble MEAVUUUNHCKNE N3QeNNA - OfjHOpa- These medical devices are for single use on-
30Bble. TEXHUYECKOMY 0BCAYXMUBAHUI U ly and are not subject to maintenance and
peMOHTY He nofnexart. repair.
C/MBO/J1bI
npovsBoAnTENDb M anufacturer
Homep no kaTtanory Catalog Number
Ne KOMNNeKTOB B KOpPobGKe nunits per box
Homep na LOT Number
LoT P nmaptun
CpoK rogHocTu Use-By Date
TONbKO NS OAHOPA30BOr0 UCNONb- Do notre-use
30BaHuA
BHumMaHune! CMOTPU MHCTPYKLUIO Caution

nNo NPUMEHEHWUIO .

|a CM. NHCTPYKLUWN MO NPUMEHEHWN IO Consult instruction for use

ANNpPOreHHO Non-Pyrogenic

He gonyckaTb BO3felicTBMSA CON- Keep away from sunlight

HEeYHOro cBeTa

Bepeub oT Bnaru Keep dry
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Cordis.

$TEAMEO]{

RxOnly

He ncnonb3oBaTb NPU NOBpPeXae-
HUU YyNaKOBKM

CTepunmnsoBaHoO C MPUMEHEHUEM
3TUNEHOKCMAA

OcTOopoXHO! B cooTBeTCTBUKN C (Pe-
flepanbHbIM 3aKOHO4ATE/NLCTBOM
CLl A paHHOE YCTPOMNCTBO MOXET
npojgasaTtbCa TONIbLKO Bpavyamu nnau
no Mx ykKkasaHwuio.

MpeacTaBuUTeNb B eBPONENCKOM CO-

1EC 1REP 1
obuiecrtBe
C€ CooTBeTCTBUME TPe6OBAHUAM W -
pekTuebl EC
0086

YMoNHOMOYEHHbIN

npeacTaBUTENb

Do notuse if package is damaged.

Sterilized with ethylene oxide

Caution: Federal (USA) law restricts this
device

to sale by or on order of a physician/

Authorized Representative in the European
Community

Compliance with the requirements of the
European Union (EU) Directive
93/42/EEC

Authorized Representative of

npon3BoAUTENA Ha TEPPUTOPUN
Poccuiickon depepaumn:

OOO "[XOHCOH & [>KOHCOH"
Poccuiickas denepaymnsd, 121614, r.
MockBa, yn. Kpbelnarckaa, gom 17, kKop-
nyc 2

Ten. + 7 (495) 580 77 77;

®akc + 7 (495) 580 78 78
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the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, M oscow, 121614

Tel.: + 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78
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NHCTPYKUUA N0 NPULLIEHEHUIO
Instruction for Use

AHTPOLbI CEpol
Introducers

Long Sheath Set

Cordis Corporation /Kopanc KopnopeiiwH
Vice President, Global Quality and Regulatory Affairs/

Buuye-Mpe3naeHT no Mno6anbHbIM BONpocaM KavyecTBa mpernameHTauum_
(pon>k HocTb/position)

Miguel Avila/ Murens Aswna

(nmsa/naTe)

(nognucs/signature)

«20» AprVI/Anpenb_ZOl?

«[ofTBeEpsiefato TOHYHOCTb, MPaBUILHOCTL U MepeBos, Ha PYCCKUIA A3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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MHCTPYKLUNA NO NPUMEHEHN IO
NHTpoabtocep Long Sheath Set

Instruction for Use
Introducer Long Sheath Set

OMNMMCAHVE
DESCRIPTION

OnunHHaa o6onouyka Cordis — 3To0 cbopka,

BKA4Yawuw aa:

. PEHTIEHOKOHTPACTHYHO NONMN3TUNEHOBYIO

060/104KY;

e 22-CM YyANMHUTeNb 60KOBOFrO nopTta C 3a-
NOPHLIM KPaHOM NS NMPOMbIBaHUA M OTKauykKmu
XMNAKOCTN N3 060N104KN;

e reMocTaTUMYECKUN KnamaH* ana MUWHMUMKU3aA-

Unn NCTedYyeHNAa KpoBU B OﬁpaTHOM HanpaBsne-
HUWM.

KomnnekT ,U'I'IVIHHOI‘/'I 060N104KN COCTOUT Wn3

LNVUHHOW 060N04YKM, KaTeTepa M COCYAUCTOTO

AvnataTopa. Bce KOMNOHeHTbLI, BBOAWMbIE B

KpoOBEeHOCHbLIE CcOCyAbl, ABNAKNTCA PEHTrHEHO-
KOHTPaCTHbIMU.

OnvHHaa o60n04Ka U KOMNNEKT ANUHHOWM

o6onoykm BblNyCKawTCA B I'IpﬂMOI7I N N30THY-

TON KOH(pUrypauusax u npegcrtaBieHbl ABYMSA
pasmepamun. 43-cm 060N104YKY (pPeKOMeHyeTCH
mcnonb3oBaTb € 50-cM 6MONCUAHBIMUK WUMN-
guamMu Cordis) MOXHO MCMNONMb30BaTb B fApeM-
HOW BeHe Ans 6MoncuMuM NpaBoOro Xenypo4yka
WNW ANA BBeJeHWA KaTeTepoB B NMOAB340LW Hbl e

aptepun. 96-cM 060104KY (peKoMeHAyeTcs

mcnonbsoBaTtb ¢ 104-cM GMONCUNHBIMUK W WUN-

uamMmm Cordis) MOXHO wucnonb3oBaTb B 6ef-

peHHOn apTepuum W BeHe UAW ANsA 6Guoncuu
npaBoro v NeBOro XenyaouykoB. MpuBeseHHas
fanee UBeTHas MapKUpOBKa YyKa3blBaeT pas-
Mepbl KaTeTepoB

Cordis no ¢paHULy3CcKO

KOTOpble CcnefgyeT ucnonb3oBaTb ANA
BBeEHUNA.

wKane,

KaTeTep BCcTaBnsieTcs uyepes 060-
NouKy, popmupys c60pKy, KoTopas BBOAMUTCS
Kak efMHOe Lenoe no metoay CenbauHrepa.

Pa3smep no dpaHLy3cKoii LwKasne LIBeT MapKMpOoOBKMU

7 OpaHXeBblii
g CuHum
KaTeTepbl, NPOBOAHUKN U aHruorpapuueckue

UIFNbl MOXHO 3aKa3aTb B Kopnopauuu Cordis.

MOKA3AHNA
INDICATIONS FOR USE

MHTpoAbloCcep noKa3aH ANns o6ecnevyeHus

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

The Cordis Long Sheath is an assembly con-

sisting of:

« A radiopaque polyethylene sheath
« A 22-cm sideport extension with stopcock
for flushing and aspirating the sheath

« A hemostasis valve* for minimizing back-
bleeding.

The Cordis Long Sheath Set consists of the
Long Sheath, a catheter, and a vessel dilator.
All components that enter blood vessels are
radiopaque.

The Long Sheath and Long Sheath Set are
available in both straight and curved configu-
rations and in two lengths. The 43-cm sheath
(recommended for use with 50-cm Cordis Bi-
opsy Forceps) may be used in the jugular vein
for right ventricular biopsies, or to introduce
catheters into iliac arteries. The 96-cm sheath
(recommended for use with 104-cm Cordis

Biopsy Forceps) may be used in the femoral
artery or vein for right or left ventricular biop-
sies. The color coding below indicates the
French size of the Cordis catheter that should
be used for

introduction. The catheter is in-

serted through the sheath, forming an assem -
bly to be introduced as a unit

using the

Seldinger technique.

French Color

7 Orange

8 Blue

Catheters, guidewires, and angiographic nee-

dles are available from Cordis.

Introducer is indicated for use
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YPECKOXHOro focTyna MHTPaBaCKYnsAPHbIX
ycTponcTtB. MHTpoabcep Long Sheath Set
nokasaH N8 MCNONb30BaHWA B apTepuanb-
HbIX W BEHO3HbIX Npouegypax, Tpebyto W nx
YpPECKOXHOTO0 BBejeHMnA 6uoncuiiHbl X

wunnuoB n kKatetepos Cordis.

MPOTMBOMOKA3AHMUS
CONTRAINDICATIONS

He M3BeCTHBbI.

MOBOYHBIE OENCTBUSA

COMPLICATIONS

MepeyeHb BO3MOXHbIX OCMOXHEHUNR BKIIO-
YyaeT BO3AYWHY 3mM60nuto, nepdopaumnio
CTEHKMW cocyfa, UHGpULUMpPOBaHUE U 06paso-

BaHMue remaToMbl B MeECTe NMpoKona.

YCcCnosmda nPMMEHEHWMA

CONDITIONS OF USE

LaHHOe MefWLUWHCKOE M3LeNiMe MPUMEHS-
eTCcsl TONbKO B YCNOBUAX NedyebHbIX U ne-
Ye6HO-NPOMNNAKTUUYECKNUX MEAULUHCKUX
yupexpaeHuit KBanu@uUUMPOBAHHLIM MeAU-

LMWHCKNUM NnepcoHanom.

NMPEAOYNPEXOEHWA

WARNINGS

Mocne BbLINONHEHUA OJHOW nNpoueaypbl
ycTpoiicTBa Heo6X0AMMO YTUNU3NPOBATH.
Ha CTPYKTYpPHYH LENOCTHOCTb u/nnwu
hYHKLMOHUpOBAHME yCTpoihcTBa oTpuua-
TeNbHOe B/IMSSHME MOFyT OKa3blBaTb MNO-
BTOpPHOEe MCNONb3oBaHWe M o4yucTka. Bce
feTanu 4ypesBblYallHO TPYyAHO B focCTaTou-
HOli CTEMEeHW OYUCTUTHL MOCNe KOHTaKTa C
6uomatepmanom, U NpPW NOBTOPHOM MUC-
Nonb30BaHWM TaKWe MNPOBOAHUKWU MOTYT
NPUBECTU K HexenaTelbHbIM peakuusam y
nauveHTa. B cooTBeTCTBUU C 3TUM KOpPNoO-
pauuns Cordis He HeceT OTBETCTBEHHOCTMU
3a KaKue-nub6o npsimble WAM KOCBEHHBbIE
y6bITKU UNKN yuw epb, NPUUYNHEHHbIEe BCNef-
CTBME MOBTOPHOFO0 WMCNONb30BAaHUA [NWH-
HOW 060M10YKM U KOMNNEKTa [ANUHHOWM

060104YKMN.
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to provide percutaneous access of intravascu-
lar devices. The Long Sheath Set are indicated
for use in arterial and venous procedures
requiring percutaneous introduction of Cordis

Biopsy Forceps and catheters.

None known.

Possible complications include air embo-
lism, perforation of the vessel wall, infec-

tion, and hematoma at the puncture site.

This medical device is used only in the
conditions of medical and therapeutic insti-

tutions by qualified medical personnel.

Discard after one procedure. Structural in-
tegrity and/or function may be impaired
through reuse or cleaning. All parts are ex-
tremely difficult to clean adequately after
exposure to biological materials and may
cause adverse patient reactions if reused.
Accordingly, Cordis will not be responsi-
ble for any direct or consequential damag-
es or expenses resulting from reuse of the
Long Sheath or Long Sheath Set.
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MEPbI NMPEOOCTOPOXXHOCTU
PRECAUTIONS

e 3anpeuwaerca mcnosnb3oBaTb, ecnAn yna-
KOoBKa bOblna BCKPpblITa Mnun noepexpeHa.

*« Bo BpemMA cHATMA ynakoBKWU BO nibexa-
HuUue noBpexageHna HaKOHEYHUKa obonou-

Kn wnnun

KaTeTepa cnepyet B3ATbCA 3a

aganTep U OCTOPOXHO W3BAEYbL YyCTpoil-

cTBa. N3BneyeHne OGLICTPBIMU U pPe3KUMMU
OBUXEHNAMMU MOXET NOBPEeANTb HaKOHeY-
HUK.

e He n3meHAaTb popmMy 060104KN UAN Ka-
hopm bl
NW3MEHUTb CTPYKTYpPHble CBOWCTBa M Npu-

TeTepa. [lMpupgaHue WHOW MOXeT

BECTW K YXYAL €HWIO ynpaBieHWs Bpawe-

HMneMm, paccnnoeHuw CTEHOK,

apyrumm

oTaAeneHnww

HaKOHeYHUKa wnnun Cepbe3Hbl M
npo6bnemam.

e Bo3pelcTBuMe TemnepaTypbl cBbliwe 54°C
MOXET MOBPEAUTb KOMMOHEHTHI.

e« XpaHUTb B TEMHOM CYXOM MNpoxfajHOM
MecTe.

e MpegoxpaHATb OT BO3JeCTBUA OpPraHu-
OHu

HapyWnTb CTPYKTYPHY U DYHKLUOHANb-

YecKux pacTBopuTeneii. MOTYT
HYl LEeNoCTHOCTb YyCTPOMCTB.

e Micnonb3oBaTb HEOGXOAMMO AO McCTeue-
HUA CPOKa FOfHOCTHU.

« ECAM Npu BBeAeHWUN UHTPOAbIOCEpPA YYB-
CTBYeTCss MNOBblWEHHOE CONPOTUBEHUE,
HEeoO6XO0AMMO BbISSCHUTb €ro MNPUYUHY A0
BO306HOBNEeHUS npoueaypbl. Ecnu Bbisc-
HUTb U YyCTPaHUTb MPUYUHY CONPOTUBAE-
HUa He

npeacrasndeTcsa BO3MOXHbIM,

Heo6X04UMO npoueaypy wu

npekpaTuTb
M3BNeYb UHTPOLbIOCEp.

e He ncnonb3oBaTb KOHTPACTHbIE
(Ethiodol*¥*),
(Lipiodol) (Ethiodol n Lipiodol asnawTcsa

TOBapHbIMMU

Bel, e-

cTBa JdTwmopon NTvwnwuopgon

3HakamMun Guerbet S.A.) wunnu

aHanornyHble npenapaTbl, cofjepXxawune
KOMMOHEHTHbl JaHHbIX MpenapaToB.

e AnA NnpefoTBpaALW,eHNA UNAN YMEHbL eEHUS
o6pa3oBaHMA KPOBAHbIX CrycTKOB cob6nto-
paiTe cnepgywouwmne ocobble Mepbl Mpepo-
CTOPOXHOCTH:

1. Mepeg

NMCNnonb3oBaHNEM I'IpOMbIBﬁI?ITG

BCce yCTpoiicTBa, BBOAMMbIe B KPOBEHOC-

Hble COCyAbl, CTEPU/NTbHBIM TenapMHU3INPO-

BaHHbIM (DVI3I/IOI'IOFI/ILISCKVIM mnn aHano-
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« Do notuse open or damaged packages.

« To prevent damaging the tip of the sheath
and/or catheter during removal from the pack-
age, grasp the hub and gently withdraw the
devices. Rapid removal or jerking may dam-
age the tip.

« Do not reshape the sheath or catheter. Re-
shaping may alter structural properties and re-
sult in loss of torque control, wall delamina-
tion, tip separation, or other serious problems.
54°C

¢« Exposure to above

temperatures
(130°F) may damage the components.

« Store in a cool, dark, dry place.

«Do notexpose to organic solvents. They may
damage the structural and functional integrity
ofthe devices.

e Use prior to the “Use By” date.

« If increased resistance is felt upon insertion
of the CSI, investigate the cause before con-
tinuing. If the cause of the resistance cannot
be determined and corrected, discontinue the
procedure and withdraw the CSI.

Do notuse with Ethiodol** or Lipiodol con-
trast media (Ethiodol and Lipiodol are trade-
marks of Guerbet S.A), or other such contrast
media, which incorporate the components of
these agents.

« To prevent or reduce clotting, observe the
following specific precautions:

1. Before flush all

blood vessel with sterile heparinized saline or

use, devices

entering a
a similar isotonic solution.

2. Consider the use of systemic hepariniza-
tion.

3. While the catheter/sheath assembly is in a
blood vessel, always keep it filled with a hep-
arinized saline solution or contrast medium to
prevent blood intrusion.

4. Forcibly aspirate and flush the catheter and
sheath assembly with heparinized saline solu-

tion at least once every two minutes.
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TMYHBLIM M30TOHMYECKUM PacTBOPOM.

2. MpopgymainTe BONPOC NMPUMEHEHUA CU-
CTEMHON renapuHmnsaymnm.

3. MNMoka cb6opka KaTeTepa U 060704YKMHU
HaXoAMWTCA B KPOBEHOCHOM COCYyAe, BO W3-
6exaHume MNPOHMKHOBEHUS B HUX KPOBM
BCcerja coxpaHAliTe WX 3aN0AHEHHbIMMU
renapMHM3NpoBaHHbBIM (G U3NONOTMYECKUM
pacTBOPOM MNWN KOHTPACTHbLIM CPeACTBOM.
4. He pexe OfAHOro pa3a B f[BE MWHYTHI
nNpPpon3BOANTE NPUHYANTENbHY OTKaykKy u
npomblBaHue cbopKuK KaTeTepa U ob6onou-
KW renapuHM3NpoBaHHbIM G uUanonornye-

CKNUM pacTBOpPOM.

CnNoCcob MPMMEHEHNA

DIRECTIONS FOR USE

MpegynpexpjeHune: BO BPemMS BHYTPUBEH-
HblX onepauunii ANA YyMeHbLW EeHWS BepoAT-
HOCTW acnupauuMm BO3fyXxa Yepe3 060N104YKY
ONS npeaoTBpalLeHMA BHe3aNMHbIX Mepeme-
WeHWN PpeKOMeHAYNTe nNauuveHTy coxpa-
HATb Hajnexaltlyee NONOXeEHMNE.

1. BBegnTe KaHWNW aHrmorpaunyeckoim
nrnel B cocyp (PucyHok 1).

MpumMmeyaHune: MHPpoOpMaLWI O NpaBuUNb-
HOM pasMepe WUrAbl CM. B KaTanore yeH A8
cuctem aHrumorpagumyeckunx NPOAYKTOB
Cordis.

2. YpepXwunBasa KaH /N0 Ha MecTe, BBeguTe
rM6KMN KOHeLW NPOBOAHMKA B cocyj nNpwu-
6nnsnTenbHoO Ha 15 cm (pUCYHOK 2).
MpumeyaHune: amameTp NPOBOAHWUKA AON-
)XeH CcO0OTBeTCTBOBaTb KaHany KaTeTepa.
CooTBeTCTBY W NI fuamMeTp NPOBOAHMKA
CM. Ha afjanTepe KaTeTepa WAU ApAblKe
ynakoBKMU.

MpumeyaHne: NpuM WNCNONb30BAaHWN MNpPO-
BOAHWUKA C WFNOh, umeruw e metannmye-
CKYI KaHl /M, He M3BNeKaTe NPOBOAHUK
nocne ero BBeAgeHUs. MNpun Takom mM3Bneve-
HUW MOXHO NMOBPEAUTb MPOBOLHUK.

3. YpgepxuBaliTe NpPoBOAHWMK Ha MecTe Mu
N3BNEKNUTE Urny.

4. TMepemecTuTe COCYAUCTbLIN punartaTtop
Haj NPOBOAHMKOM 4Yepe3 TKaHW W COCYAWU-
CTYl0 CTeHKY, 4Tob6bl co3faTb Mpoxofj AN
BepXylW KN KaTeTepa (pUCyHoK 3).
MpumeyaHwne: COCYANCTHIN auvnartaTtop
fonxeH 6bITb 60nNblwe KaTeTepa Ha OAWH

pasmep no hpaHLy3CcKo wWwKane.
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Caution: To reduce the possibility of air
aspiration through the sheath during intra-
venous procedures, advise the patient to
maintain an appropriate position and to
avoid sudden movements.

1. Introduce the cannula of an angiographic
needle into the vessel (Figure 1).

Note: see the Cordis Angiographic Prod-
uct Systems Pricing Catalog for the correct
needle size.

2. Holding the cannula in place, insert the
flexible end of a guidewire approximately
15 cm into the vessel (Figure 2).

Note: Guidewire diameter must match the
lumen of the catheter. See the catheter hub
or package label for the appropriate guide-
wire diameter.

Note: 1f a guidewire is used with a needle
having a metal cannula, do not withdraw
the guidewire after it has been inserted.
W ithdrawal may damage the guidewire.

3. Hold the guidewire in place and with-
draw the needle.

4. Slide a vessel dilator over the guidewire,
into the tissue, and through the vessel wall
to create a pathway for the catheter tip
(Figure 3).

Note: The vessel dilator must be one
French size larger than the catheter.

5. Holding the guidewire in place, slide the
dilator offthe guidewire and discard.

6. Fill a syringe with heparinized saline so-
lution. (If heparin is contraindicated, use

another isotonic solution.) Attach the sy-
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5. YpaepXxunusass NpPpoBOAHWUK Ha MecTe, CHMU-
MWUTe gunaTtaTtop C NPOBOAHUKA U YTUNU3N-
pyliTe ero.

6. MpomoliTe wnpuy TrenapuHM3NpoOBaH-
HbiM (Gunsmonornyecknum pacrtsopom. (Ecnu
remapuH npoTuBOoMNOKasaH, WCNONb3yihTe
Apyroii m3oToHuMuyeckuit pacteBop.) Mopgco-
eAVNHUTE WNPUL K 3aMOPHOMY KpaHy YANU-
HUTensa 60KOBOro nNopTa.

7. Ona ypaneHunsa BoO3jyXxa nNepeBepHUTEe
cbopKy 060N104KN M NMpoMOliTe ee pacTBO-
pom.

8. BcTaBbTe KaTeTep B C60pKY 060n04YKM
(pucyHOK 4) n npoMoiiTe 060N104YKY N KaTe-
Tep pacTBOPOM WNW KOHTPACTHbIM Cpef-
CTBOM.

9. OTcoeUHNUTe WNPUL OT 3aNOPHOro Kpa-
Ha yANnuMHUTena 60KOBOro nopra n 3aMeHMu-
Te ero Ha BHYTPUBEHHYH MWHMPY3NOHHYIO
CUCTEMY C PU3NONOTMYECKUM PAaCcCTBOPOM.
10. BBeagnTte 060n104Ky c cbopkKe Cc KaTeTe-
pomM nNo NMPOBOAHUKY 4Yepe3 TKaHu, ObyabTe
OCTOPOXHbI, YT06bl KaTeTep He BblABUHY-
cA 06paTHO M3 060M104YKKN (PUCYHOK 5).
BaxHoe 3amevyaHwue: BO u3bexaHue 06-
paTHOro ToKa KpoBu B 060104KY npu BBe-
JeHUNn UAN MaHUNynAuuKM KaTeTepoMm nMoO-
CTOAHHO NPOBOANTE BHYTPUBEHHYI WHGY-
3110 .

MpunmeyaHne: MPOBOJHUK MOXHO UCNONb-
3oBaTbCA [ANA HaBuUrauumm B U3BUNUCTHIX
cocypax nnu nnsa NO3ULUNOHUPOBAHUSA
HaKOHeYHMKa KaTeTepa MNpPU BbIMONHEHUNU
CeNTeKTUBHBIX aHrunorpapunuecknx npoue-
aoyp. Mpu obHapyXeHUM 3aKynopku pns
yAydweHns Bulyanumsauumum uccnefyemoin
o6nactum 4yepes KaTeTep MOXHO MHbELUPO-
BaTb KOHTpacTHOe CpejAcTBO, He u3BJeKas
KaTeTep MNnM c60pKY 060104YKHN.

11. N3BNeKNUTe NPOBOAHUK N3 cOOpPKN KaTe-
Tepa c 060104YKOW.

MpumeyaHune: ecnm Npu M3BNEYEHUN NPO-
BOJHMKA YYBCTBYeTCS BblpaXeHHOe CONpo-
TUBNEeHMe, BO u3beXaHue TpaBMuUpoOBaHUA
KPOBEHOCHOrNO cocyja M MNOBPeXAeHUs Ka-
TeTepa C NPOBOAHWUKOM M3BNEKNUTEe KaTeTep
M NPOBOAHWK KaK efuHOE LLenoe.

12. MomMecTuUTe cCOOPKY KaTeTepa ¢ 060104 -
KON B XenaemMoe MONOXeHUe. B 3TOT MO-
MEHT, 4TOoObl BM3yanuianposaTb COCYA, 4e-

pe3 KaTeTep MOXHO WHbeuunmpoBaTb KOH-
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ringe to the sideport extension stopcock.

7. Invert the sheath assembly and flush
with solution to remove air.

8. Insert the catheter into the sheath as-
sembly (Figure 4) and flush the sheath and
catheter with the solution or with contrast
medium .

9. Remove the syringe from the sideport
extension stopcock and replace it with a
saline solution IV drip.

10. Thread the eatheter/sheath assembly
over the guidewire and into the vessel, be-
ing careful that the catheter does not slide
back through the sheath (Figure 5).
Important: maintain an 1V drip whenever
inserting or manipulating a catheter to pre-
vent backflow ofblood into the sheath.
Note: A guidewire may be used to navi-
gate tortuous vessels or to position the
catheter tip for selective angiographic pro-
cedures. If an obstruction is encountered,
contrast medium may be injeeted through
the catheter to help visualize the area with-
out removing the catheter or sheath assem -
bly.

11. Withdraw the guidewire from the cath-
eter/sheath assembly.

Note: 1f strong resistance is felt when re-
moving the guidewire, remove the catheter
and guidewire as a unit to prevent injury to
the blood vessel and damage to the eatheter
and guidewire.

12. Position the eatheter/sheath assembly
in the desired location. At this time, con-
trast medium may be injeeted through the
catheter to opaeify the vessels.

Note: Hold the sheath assembly in place
whenever inserting, positioning, or remov-
ing a catheter. The collar on the sideport
extension may be used as a temporary su-
ture site.

13. Remove the eatheter from the assem-
bly.

Important: when removing the catheter,
aspirate the sideport extension with a sy-
ringe to collect any fibrin that may have
been deposited at the tip of the sheath.

Do not aspirate the sideport extension after
removing the catheter. If aspiration be-
comes necessary, tightly cover the hemo-

stasis valve with the valve cap or with a



Cordis.

TpacTHOe CpefcTBO.

MpumevyaHune; BCerfa, Korga NnponsBognT-
CA BBefleHWe, NO3NLMNOHMPOBAHUE UAMN W3-
B/fleYeHNe KaTeTepa, HEOOXOAMMO YJAepXu-
BaTb C60PKY 060N104YKN Ha mecTe. XOMYT Ha
ya4nuHuTene 60KOBOro mnopTta MOXHO WuC-
nonb3oBaTb B KayecTBe yyacTKa BPEMEHHO-
ro ynnoTtHeHus.

13. 3BnekuTe KaTeTep U3 c6OpKU.
BaxHoe 3amevyaHne: nNpu M3BJMEYEHUU Ka-
TeTepa MNPOU3BOAMTE OTKaykKy wnpuuyem
yepes YANMHNUTeNb 60KOBOro nopTra, YTob6bl
cobpaTb Becb hpUOGPUH, KOTOPbLIA MOF O0TNO-
XNTbCA B HAKOHEYHUKeE 060104YKN.

Mocne ypaneHns KaTeTepa He cnepyet
NPon3BOAUTL OTKA4YKy 4epe3 YANUHUTENb
6okosoro nopta. [Mpu BO3ZHUKHOBEHUMU
Heob6xogMMOCTH acnupauwunu, 4TO06bI
npeforepaTtTuTb MNPOHUKHOBEHME BO3Ayxa
Yyepe3 remMocTaTM4YeCKMN KnanaH, MNAOTHO
ero 3akpoiTe KONNaykoM KnanaHa wnu
6onbWKNUM NManbLuem PYKW.

Tenepb C60PKY 060/104YKWN MOXHO MCMONMb-
30BaTb A4NA BBeJeHNA GUONCUIHBIX WNUNLOB

Cordis unun fpyroro KateTtepa.
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thumb to help prevent air intrusion through
the valve.

The sheath assembly can now be used for
the introduction of Cordis Biopsy Forceps

or another catheter.
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Figure 1. Positioning of Cannu-

la in Vessel

PucyHok 1. PacnonoxeHwue

KaHw M B cocypae

Figure 2. Insertion of Guide-

wire into Cannula

PWcyHoK 2. BBefjeHne npoBoO-
NOYHOrOo NPOBOAHMWKA B KaHIO -

no

Figure 3. Insertion and W ith-

drawal of Vessel Dilator
PucyHok 3. BBefjeHue n nssne-
YeHWe COCYy[MCTOro gmMnararto-

pa

Figure 4. Pigtail Cathe-
ter/Sheath Assembly

PucyHok 4. Cbopka KaTeTepa C
3aKPYYEHHbIM KOHYMKOM U

060Nn04YKM

Figure 5. Advance of Assem -
bly through Tissue into Ves-

sel

PucyHok 5. BBegeHue cbopku

yepes3 TKaHMW B coCyf

A =1V drip

BHYTpUBeHHAasa MHPY3NOHHaASA

cncrtema
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FAPAHTVWUWHBIE OBA3ATE/NIbCTBA

WARRANTIES

MpoussognTensd rapaHTupyeT COOTBeT-
CTBME [AHHOTF0 MEAWLUWHCKOro uU3genuns
3afAB/IEHHbIM XxXapakKTepucTukam B npefje-
nax coxpaHeHMs cpoka rogHocTum (cpoka
cCoOXpaHeHUNSA ero CTepunbHOCTH), npwu
ycnosumn, 4Tto cobniwpatTca TpeboBaHus
npon3BOANTENS, yKa3aHHble B MHCTPYKLMMK
nNo NPUMEHEHMUIO .
Ha npogykuyunto Cordis, onucaHHylo B
fjaHHOW ny6numkauwm, He pacnpocTpaHa-
lI0TCA Kakue 6bl TO HM 6bINO SABHO Bblipa-
XeHHble NAN NoApa3yMeBaeMble rapaHTum,
B TOM 4Yucne Bknw4yawwune B cebsa ntobble
noagpassn”eBaeMble rapaHTum rofHocTHn
ONS NpojaXuW UAWM rapaHTUW NPUTOAHOCTM
ONS UCNONb30BaHMA NO Ha3HaudyeHuto. Hwu
npun Kakux ob6ctoaTenbctBax Cordis He
HeceT OTBETCTBEHHOCTW 3a Kakue 6bl TO HU
6blno NpAMblIe, CAyYallHble NN KOCBEHHbIE
y6bITKN, KpOMe Tex, KOTOpble MNpPAMO
npejycMoTpeHbl B COOTBETCTBYH L eM 3a-
KoHOofjaTenbcTBe. Hukakume nuua He ynon-
HOMOYEHbl MpefcTaBNATbL OT umeHun Cordis
KaKytl -nnbo mHpopmMaunil WAW rapaHTuu,
3a WCK/NlYeHMeM cnyyaeB, 0co60 OroBo-
PeHHbIX B AaHHOM fJOKyMeHTe. OnucaHuns
NNN TeXHUYEeCKUe XxXapaKTepUCTUKKU, Npu-
BoAMMbIe B nyb6nukauumax Cordis, B TOM
ymcne B JaHHOW, npeAHasHa4yYeHbl WCKNIO -
UNTeNbHO [ANA npejocTaBneHUa obuw el
MHpOpMaLMM O NPOAYKLMN HAa MOMEHT ee
npom3BoACTBAa M HU B KOEM C/lyyae He SiB-
NAKTCA N3N0XeHNEM rapaHTuiiHbl X o6s3a-
TeNbCTB.

Kopnopauuna Cordis He HeceT OTBETCTBEH-
HOCTW 38 KaKue-nnbo npamble, cnyyaliHble
NWAN KOCBEHHble YO6bITKU, MNPUYUHEHHBbIE
BC/MeACTBME MNOBTOPHOFO0 MWCNONMb30BaHUS

ee NPoOAYKLUMN.

The manufacturer warrants conformance
of this medical device to the declared
characteristics within shelf life (sterility
term) provided that all requirements of the

manufacturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis prod-
uct(s) described in this publication. Under
no circumstances shall Cordis be liable for
any direct, incidental, or consequential
damages other than as expressly provided
by specific law. No person has the authori-
ty to bind Cordis to any representation or
warranty except as specifically set forth
herein. Descriptions or specifications in
Cordis printed matter, including this publi-
cation, are meant solely to generally de-
scribe the product at the time of manufac-
ture and do not constitute any express war-

ranties.

Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse of the prod-

uct.

ycnosemad TPAHCMOPTUNPOBAHWMA, XPAHEHUWA W SKCNNTIYATALWU

CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION
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MeanuunHckune n3genns Cordis MOTyT
TpaHcnopTuposaTbCsA BCeMU BUJaMU TpaHC-
nopTta B KPbITbIX TPAHCMNOPTHbLIX cpejcTBax
B COOTBETCTBUWM C npaBuaamMum MNepeBO3KMU
rpys3oB, AeAicCTBYO LW NX Ha TPaHCNOPTe KaX-
fjoro supa, npu temnepatype or - 40°C pgo
+ 50°C OTHOCWUTENbHOIW BNAXHOCTU BO3JY-
xa oT 20 % fo 80%.

Megnuunnckune wunsgenuna Cordis [JOAXHBbI
XpaHuUTbCA Npwn TemnepaTtype oT +15°C pgo +
25°C B MecTe, 3alWlUWEHHOM OT MNPAMbIX
CONHEYHbIX Nyyeli.

MeanunHckne wmnsgennsa Cordis npu 3kKc-

nnyataumm cTabunbHbl K BO3AEWCTBUIO

KNAMMaTuyeckux (akKTopoB npu Temnepa-

Type oT +32°C po +42°C wn ycToluYuBbLI K

BO34eACTBUIDO 6MONOTMUYECKUX XULKOCTEI.

CPOK rogHocTn
SHELF LIFE

CpoOK COXpaHeHUs CTepUNbHOCTM - 3 roja.

YTUNNIAUUA
DISPOSAL

Mocne wncnonb3oBaHWA BCe UCMNONb3ye-
Mble KOMMNOHEHTbI M YyNakKOBOYHble MaTe-
pvanbl MOryT 6blTb MNOTeHUMaANbHO 6MO-
norvmyeckm onacHelmum. O6paboTka n
yTunusayuma NpoBoAUTCSA B COOTBETCTBUMN
C NPUHATONW MeAVWLMHCKON NMpaKTUKON, a
TakKXe B COOTBETCTBUM C MECTHbIMMU, roc-
yAapCcTBEHHbIMUN N (efepalbHbIMU 3aKO0-
HaMu U nonoxeHusamun. N3gennsa, MMmes-
WNne KOHTAKT C KPOBbLIO uU/Mnu fpyrumu
6nonornyeckumMm Xunagkoctamu, nopgne-
Xart yTunusauuum n/Mnum YHUUYTOXEHUIO
cornacHo CaHlNwunH 2.1.7.2790-10 (knacc
B).Hencnonb3oBaHHLI e n3genns (He
MMEeBLINE KOHTaKTa C KpPOBbO wu/unm c
6GNONOTMYECKUMU XULKOCTAMU), B TOM
yncne € WUCTEKW UM CPOKOM TOJHOCTMH,
nognexart ytununsauuum n/mnm yHUUYTOXeE-
HuUto cornacHo CaHlluH 2.1.7.2790-10

(knacc A).
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transpor-
tation rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

ty-

Cordis medical devices should be stored

at temperatures ranging from +15°C to +
25°C, in a place protected from direct
sunlight.

Cordis medical devices being in operation
are stable in temperature conditions from
+32 °C to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and pack-
ing materials may be potentially biologi-
cally dangerous. Their treatment and dis-
posal are performed according to the ac-
cepted medical practice, and also accord-
ing to local, state and federal laws and
provisions. The products which had a
contact with blood and / or body fluids
are subject to disposal and / or destruc-
tion according to SanPiN 2.1.7.2790-10
(B class). Unused products (which had no
contact with blood and / or body fluids),
including those with expired shelf-life,
are subject to disposal and / or destruc-
tion, according to SanPiN 2.1.7.2790-10
(Class A).



Cordis,

TEXHMWYECKOE OBCNYXUWBAHWE N PEMOHT

MAINTENANCE AND REPAIR

JaHHble MEULMUHCKNE U3LeNNS - OAHOpa- These medical devices are for single use

30Bble. TEXHUUYECKOMY 0GCAYXUBAHUIO ” only and are not subject to maintenance and

PEMOHTY He nognexart. repair.

CnMBOIJbI

SYMBOLS

MI

LOT

@

STEMUE

RxOnly

MponssoagnTensb

Homep HO kaTtanory

Homep naptuu

CpoK rogHocTu

TOoNbKO NS OAHOPA30BOro MCNONb-
30BaHunA
BHuMaHune! CMOTPUN MHCTPYKLMNIO

nNo NPUMEHEHWUIO .

ANUVPOreHHO

He gonyckaTb BO34elCTBUS CON-

HEeYHOro ceeTa

Bepeub oT Bnaru

He mcnonb3oBaTb Npu NOBpPexXge-

HNUWN YyNaKOBKMU

CTepnnns3oBaHo C NPUMEHEHUNEM
3TUNEeHOKCcKUpja

OcTOpOXHO! B cooTBETCTBUN C
hefepanbHbIM 3aKOHOLATENbCTBOM
CLI A paHHOE YCTPOMNCTBO MOXET
npojgaBaTbCsA TONIbKO BpayamMu unu

nNo X yKasaHU.

npeicTaBuTeNb B eBPONelickom

M anufacturer

Catalog Number

LOT Number

Use-By Date

Do not re-use

Caution

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do notuse if package is damaged.
Sterilized with ethylene oxide
Caution: Federal (USA) law re-
stricts this device

to sale by or on order ofa physi-

cian/

Authorized Representative in the

EC REP
coobu,ecTBe European Community
C€ CoOTBeTCTBME TPeBOBAHUAM AU - Compliance with the requirements
pekTuebl EC ofthe European Union (EU) Di-
0086
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rective 93/42/EEC
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YMOMHOMOYEHHbI npeagcTaBUTESb
NPon3BOAUTENA Ha TEPPUTOPUN
Poccuiickoi depepaumu:

OO0 "[XOHCOH & [>XOHCOH"
Poccuiickas

depepaunsa, 121614, r.

MockBa, yn. Kpbelnartckaa, gom 17,

Kop-
nyc 2
Ten. + 7 (495) 580 77 77;

®akc + 7 (495) 580 78 78
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Authorized Representative of

the manufacturer in the Russian Fed-
eration:

Johnson & Johnson LLC

Russian Federation, Krylatskaya
17, building 2, M oscow, 121614
Tel: + 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78

street



Cordis

«Kopaunc KopnopeiiwH» (Cordis Corporation)

14201 HopcsecT 60 AseHto (NW 60th Avenue),
Maviamu Jevike (Miami Lakes), ®nopmaa 33014
MouToBbIN agpec: a/a 025700, Maitamun, ®nopuaga 33102
Ten.: (786) 313 2000 ®dakc: (786) 313 2080

20 anpens 2017 r.

MNOATBEPXXAEHUE AOCTOBEPHbIX N TOYHbIX MOKA3AHUN

A, Murens Asuna (Miguel Avila), B cBoem KauecTBe Buue-npesmgeHta, OTgen rnobanbHON cucTeMbl KayecTsa U
HOPMaTUBHO-MPaBOBOr0  perynupoBaHms - «Kopguc KopnopeiwH», NOATBEpXAald, uUTO  MpunaraemMble
MHCTPYKLUKN NO NPUMEHEHWNIO MPOBOAHUKOB:

- AVANTI+;
- Brite Tip SHEATH,;
- Long Sheath Set;

BblJaHHbIE KOMMaHuen THOWKTCA AOCTOBEPHBIMWU W TOYHbIMW, HACKO/ILKO MHE
M3BECTHO.
/mognucs/
Mwurenb ABuna
Buue-npe3ungeHT, OTAen rnobanbHol CUCTEMbl KayecTBa
M HOPMaTUBHO-MNPaBOBOro perynmpoBaHus

r KanudopHus HoTapuyc wnm  gpyroii  COTPYAHWK, MOMYYalOWMUA  HACTOSLLWI

c -Knapa cepTMMKaT, MpOBepseT TONMbKO JIMYHOCTb /ML, MOAMMCABLUEro

yr LanTa p [OKYMEHT, K KOTOPOMY MpWUAaraeTcs HacTosWU CepTU(MKAT, a He

[OCTOBEPHOCTb,  TOYHOCTb  WAM  [elCTBMTENLHOCTb  HACTOSILLEro
[OKYMeHTa.

20 anpensi 2017 1. ko mHe, WKIOH BAH (ZHENG WANG), HoTapuycy, obpatunace Murens ABuna, KoTopas Ha
OCHOBaHWW [OCTOBEPHbIX [aHHbIX MOATBEPAMNIA, 4YTO SBASETCA NULOM, MOANUCH KOTOPOro MNpPOCTaBfeHa Ha
[LOKYMEHTe, M 4TO OHa MoAnucana ero B CUMY UMEILWMUXCS Yy Hee NMOSIHOMOYMIA, U YTO ee NOAMUCHI0 Ha JOKYMeHTe
NNLO, UK IOPULMYECKOE ML NO NOPYYEHUI0 KOTOPOro AeiiCTBOBaN0 N0, OOPMUI0 HACTOALLMIA JOKYMEHT.

A noateBepxpato, C YYETOM OTBETCTBEHHOCTM 3a MpefoCTaBfieHWe 3aBefoMO JI0XKHbIX CBe,qEHVIVI cornacHo
3aKoHOAaTeNnbCTBY LWITaTa Ka]'ll/l(hOpHVlﬂ, YTO BbILLEN3NOXKEHHBI MYHKT AB1AETCA AOCTOBEPHbLIM U NpaBU/IbHbIM.

3ACBNAETE/IbCTBOBAHO moei nognucbto 1 omumanbHOR neyatbo.

/mognucs/
Ux3H BaH, HoTtapuyc
LTamn: [WKSH BAH* komuccus Ne
2105471* HOTAPUNYC - KATIMD®OPHUA* OKPYT™
CAHTA-KJTAPA* CPOK WCTEYEHVA MOUX
MOJIHOMOUWIA 02 ATMPE/A 2019 I* NNA1]
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Mepesog & o/wekcTa chenaH MHOI, nepeBoguymkom MamegoBbiM TUMypOM
O>kaBaH em

Poccuiickaa deaepauus
"opog Mocksa

UeTBepTOro Mas fige ThiCA4YN CEMHaALATOrO roga
A, MapThbhiHOoBa HaTanus AHpeeBHa, BpeMEHHO UCNONHAO W as 06493aHHOCT M HOTapuyca

ropofa Mockebl AkumoBsa Nne6a bBopucosuya, CBUAeTeNbCTBYO NOLANHHOCT b NOANUCKU NepeBOAYMKa
Mamegosa Tumypa > aBaHWuUpoBuYa.
Moanuce capenaHa B MOEM NPUCYTCTBUK.

JINYHOCTbL NOANMCABLWEro [LOKYMEHT yCTaHOBAeHA.

3aperncrpuposaHo BpeecTpe: Ne -/ —2"0% b
B3biCKaHO rocygapcTBEeHHON now nuHbl(no Tapugy): 100py6.

YnnayeHo 3a oKas3aHWe ycnyr npaBoBOro m TeXHWYECKOro xapakTepa: zzzz Py6

H.A. MapTbiHOBa

Bcero npowHyp<

N CKpenneHo ney”

BPMO HoTapuyca
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Cordis Corporation

14201 NW 60" Avenue, Miami Lakes, FL 33014
Mailing Address: P.O. Box 025700, Miami, FL 33102
T (786) 313 2000 F(786) 313 2080

April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Awvila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instructions for Use for Biopsy Forceps:

- BIOPSY FORCEPS BIPAL,
- BIOPSY FORCEPS

issued by Cordis Corporation are true and correct to the best of my knowledge

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

A notary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document, to which
. . this certificate is attached, and not the
State of California truthfulness, accuracy, or validity of that

County of Santa Clara document.

On April 20, 2017, before me, ZHENG W ANG, Notary Public, personally appeared Miguel
Avila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon

behalfofwhich the person acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the

foregoing paragraph is true and correct.

WITNESS my hand and official seal.

. ZHENG WANG f

Zheng Wang, Notary Public Commission # 2105471 K
Notary Public - California 1
Santa Clara County g

(

Comm. Expires Apr 2. 2019
v hwy A
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NHCTPYKUNA N0 NPUMEHEHUIO
Instruction for Use

W wnus OGUONCUMHE
Biopsy forceps

BIOPSY FORCEPS

Cordis Corporation /Kopauc KopnopeliwH

Vice President, Global Quality and Regulatory Affairs/
Buuye-Mpe3naeHT no Fno6anbHbIM BONpocaM KavyecTBa MpernameHTauum_
(pon>X HocTb/position)

Miguel Avila/ Murens Asuna

(nmsa/naTe)

(nodnuch/signature)

«20» Aprl/l/Anpenb_2017
«fleHb» mecAal (uudpamn) / «day» month (numerals)

«[MoATBEpPMOAAID TOUHOCTb, MPaBU/ILHOCTL U MEPEBO/, HA PYCCKUIA S3bIK»

I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis,

NHCTPYKUMS MO MPUMEHEHUIO
LLIynup1 6uoncuiiHble

OrNnMCAHVE

DESCRIPTION

PeHTreHOKOHTpacTHble 6GUONCUIAHBbIE W UNLbI
OAHOKPATHOTO ucnonb3oBaHus Cordis cocToAT
M3 PYKOATKU € 3-Ms KONbLUaMW, pexyu ux

GpaHWwell N3 HepXaBelWelh cTanm M NPYXUH-
HOro Tpocuka. MTM6Koe KONbUO ANA 6ONbLWOTO
nanbla Bpaw aeTcs U MOXeT 3aHUMAThb

nio60e NONOXEHMUE.

MpyXWHa BHYTPU PYKOATKWU yAepxusaeT pe-
Xy e
MblKalOTC NpU pa3BefeHUU CABOEHHbIX KOJeL,

6paHW MW COMKHYTbIMU. BpaHWwu pas-

M Konbua AnAa 6onbworo nanbua. bpaHwwn
CMblKalwTCA Ha obpas3ue TKaHuW npu cbnumxe-
HUWN CABOEHHbIX KONeu U Konbla NA 60NbLO-
W nnuy bl

m3BnekawT o6pasey TKaHM 06beMOM Npumep-

ro nanbua. pasmepa 5,5F (1,85 MM™)

HO 2,46 mMmm3, a pasmepa 7F (2,3 mMmm) - ob6be-
MoM 5,20 Mmm3.
BuoncuiiHble Wunybl

50 cmM npegHasHayeHbl

Ans 6uoncuM NpPaBOro Xefnyaouyka BHYTpEH-

HUM ApemMHbIM (1J) u nogknw4YmyHbelm (SC)

fOCTYynom.
BuoncuitHble wunubl 104 cM npefgHa3HaueHbl
Ana 6moncumnm NpasBoro UAWM NeBOTr0 Xenyaouyka
TpaHchemopanbHbiM (FEM) gocTtynom.

Onsa BBepeHusa 6uoncuiiHblXx wunyos 5,5F pe-
KOMeHAyeTCH

mcnonbsoBaThb MHTPOAbKOCEP

Cordis 6F (2,0 mm). Ans BBefeHUSA 6GMONCUI-

HblX WWNUOB 7F peKOMeHAyeTCs WCNONb30-
BaTb MHTpoabtocep Cordis 7F.

Ha 6uoncuiiHbix wwunuax Cordis wnmeetcs
uBeTHasas MapKMpPOBKa KPenneHWs PYKOATKN.

LilBeTHaa MapKuMpoBKa:
6F (2,0 mm)
7F (2,3 mm)

3eneHbl i

OpaHXeBblil

NMOKA3SAHUMA
INDICATIONS FOR USE

BuoncuiiHble wunuybl Cordis npegHas3Haue-

Hbl 4Nna 6MoncumM aHAOMUOKApPAA.

MPOTUNBOINOKA3AHIA
CONTRAINDICATIONS

He n3BecTtHbIl.
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Instruction for Use
Biopsy forceps

The radiopaque Cordis Disposable Biopsy For-
ceps consist of a 3-pull ring handle, stainless
steel cutting jaws, and a coiled shaft. The flex-
ible thumb ring rotates to accommodate any
position.

A spring in the handle keeps the cutting jaws
closed. The jaws are opened by moving the
double rings away from the thumb ring.

The jaws are closed on the specimen by mov-
ing the double rings toward the thumb ring.
The forceps can remove a tissue sample of ap-
proximately 2.46 mm3 for the 5.5F (1.85 mm)

and 5.20 mm3 for the 7F (2.3 mm) catalog

items.
The 50 cm biopsy forceps are intended for
right ventricular biopsies using the internal

jugular (1J) and subclavian (SC) approach.

The intended for

104 cm biopsy forceps are
right or left ventricular biopsies using the fem -
oral (FEM) approach.

A Cordis 6F (2.0 mm) sheath introducer is rec-
ommended for the introduction of the 5.5F bi-
opsy forceps. A Cordis 7F sheath introducer is
recommended for the introduction of the 7F
biopsy forceps.

The Cordis biopsy forceps include color cod-
ing of the handle strain relief

The color coding system is as follows:

6F (2.0 mm)

7F (2.3 mm)

Green

Orange

The Cordis biopsy forceps are designed

for endomyocardial biopsies.

None known.
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MOBOYHBLIE getvicTteu=
COMPLICATIONS

BMmewaTtenbcTBa ¢ MCNoNb3oBaHWemM 6uon-
CUWHBIX WWUNLOB AOMXHbI MPOU3BOAUTLCS
TONbKO BpayaMu, OCBeJOMNEHHbIMU O BO3-
MOXHbIX OCMOXHEHUAX. OCNOXHEHUS MO-
ryT pasBuMBaTbcA KakK B npolecce npoBefge-
HWA BMelW aTenbCTBaA, Tak M nocne ero 3a-
BeplweHmns.

MepeyeHb BO3MOXHbIX OCNOXHEHUN BKAIO-

yaeT B ceb6ss B TOM 4yunucne:

o6pa303aH|/|e remMmatTomMbl B MeCTe nNpokKona,

MHpUUMpOBaHUE,

nepdopaumio CTEHOK COCYAO0B MuoKapaa,

TpaBMYy cocyja,

am6éonuio,

netanbHbIN mecxon.

ycnoBunAa mMPMUMEHEHWA
CONDITIONS OF USE

L aHHOe MeEAMLUHCKOE un3aennMe NPUMEHS-
eTCs TONbKO B YCNOBUAX NeyebHbIX U ne-
YeGHO-NPOMNAKTUYECKUX  MEJULUHCKUX
yupexpaeHuit KBanu@UUMPOBAHHLIM MeAu-

LMWHCKNUM nNepcoHanom.

MPEAYTIPEXXAEHWA

WARNINGS

Mocne OKOHYAaHMUA onepayumn WUNLbl HeoG6-
X0AWMO YTUNMN3NPOBATh.

Ha CcTpYKTYypHYyt LenocTHOCTb  uU/nnu
hYyHKLMOHMpPOBaHME YycTpoiicTBa oTpuua-

TenbHOEe BAWAHWE MOryT oOKa3blBaTb MNoO-

BTOpPHOEe MCMNONb30BaHWe M ouncTka. W un-
U bl
KOHTakKTa ¢ 6uomaTepuanom,

Yype3BblYallHO TPYAHO OYMUCTWUTbL MNocne
M nocne no-
BTOPHOFO0 MCNONb30BaHWSA TaKUX LWUMNLOB

COCTOAHME NayuneHTa MOXET yXyaWwW nNTbCcA.

MEPbLI MPEAOCTOPOXHOCTW
PRECAUTIONS

Mo xoAy Mpouesypbl WUNLbI
MO TW,aTeNbHO NMPOMbIBaTb FemapuMHU3NPO-

Heob6xoau-

BaHHbIM PU3NONOTMYECKNM pacTBOPOM Me-
pea Kaxpao 6uoncueid m nocne Hee.
«Bo BpeMs onepauuu AO0NXKEH BbINOAHATH-

cs 06bIYHbIA MOHNTOPUHT KT .
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Procedures requiring biopsy forceps should
not be attempted by physicians unfamiliar
with the possible complications. Complica-
tions may occur at any time during or after
the procedure.

Possible complications include, but are not
limited to:

«hematoma at the puncture site

e infection

« perforation of the vessel wall or the myo-
cardium

e vessel trauma

eembolism

e death.

This medical device in the

conditions of medical and therapeutic in-

is used only

stitutions by qualified medical personnel

Discard forceps after completing one pro-
cedure. Structural integrity and/or function
may be impaired through reuse or cleaning.
Forceps are extremely difficult to clean af-
ter exposure to biological material and may

cause adverse patient reactions if reused.

e« The forceps should be thoroughly rinsed with
heparinized saline before and after each biopsy
during the procedure.

¢« The heart should be routinely monitored by
ECG during the procedure.

« Use prior to the “Use By” date.
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7. MpombiBaliTe 6MONTOM nNepef KaxXpfoW
6unoncueid n nocne Hee.

8. NMNoBTopuTe Wwarm 2-7, 4Tob6bl NOANYUYUTHb
o6pasybl TKaHuW B JOCTATOYHOM KONUYe-

cTBE.

FAPAHTUAHBIE OBA3SATE/IbCTBA

WARRANTIES

MponssoguTenb rapaHTUpyeT COOTBETCTBUE
[LAaHHOT0 MEAULUMWHCKOTFO0 uU3fenusa 3asiB/eH-
HbIM XapaKTepucTukamM B npegenax coxpa-
HeHMUSA cpokKa FofHOCTM (CpoKa COXpaHeHUS
ero CTepMNbHOCTM), NPU YyCNOBUU, YTO CO-
6niopfatTCA Tpe6oBaHUSA npomnssoguTens,
yKa3aHHble B UHCTPYKLUMN NO MPUMEHEHUIO .

Ha npogykuutwo Cordis, onucaHHyw B faH-

HOolW ny6nmkKaumm, He pacnpocTpaHAawTCA

Kakue 6bl TO HW ObIIO SSBHO BblpPaXeHHbIe

MNN nopapasymeBaeMble rapaHTuum, B TOM

ymcne BKNw4Yawuwme B cebsa nwbble nogpa-

3ymMeBaeMble rapaHTUuM FTOAHOCTMW AN NpoO-

faXuW UAW rapaHTUM MNPUTOLHOCTU ANSA MUC-

nonb30BaHWA MO Ha3HadyeHWw. Hu npu Ka-

KUx obctoaTenbctBax Cordis He HeceT OT-

BEeTCTBEHHOCTM 3a KakKue 6bl TO HWU 6bINO

npsavble, cnyyanHble nnu KOCBEHHbI e
y6bITKM, KpPpOMe Tex, KOTOpble nNpsAMO
npegycmMoTpeHbl B COOTBETCTBYK LW, M 3a-
KOHoOfjaTenbcTBe. Hukakume nuuya He ynon-
HOMOUYEHbl MpefcTaBNATb OT MMeHu Cordis
KaKyl-nnb6o mHpopmauun uUAKM rapaHTumu,
3a UCK/H4YeHUeM cny4vyaeB, 0c060 OroBO-
PEHHbIX B JAaHHOM JOKYMEHTE.

OnucaHMsa UNAM TexXxHUUYECKUe xapaKTepu-
CTUKMN, nNpUBOANMbI € B nyénukauyumsax
Cordis, B TOM uucne B faHHOW, NnpegHa3Ha-
YeHbl MWCKNKWYUTENbHO fNS nNpepocTaBe-
HUs o6Ww el MHpoOpMaLUM O NPOAYKLMM Ha
MOMEHT €e MPOM3BOACTBA U HU B KOEM CNy-
Yyae He SABNSAKTCHA WU3N0XEHWUEM rapaHTUNR-
HblX 06a3aTenbcTB. Kopnopauwnsa Cordis He
HeceT OTBeTCTBEHHOCTW 3a KaKue-nubo
npsmble, cnyyanHble nnn KOCBeHHbl e
yObITKN, MNPUYUHEHHbIE BCNeACTBUE MO-

BTOPHOIo mncnonbs3oBaHNA ee npoagykKunn.

The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-

facturer’s use instructions are met.

There is no express or implied warranty,
including without Ilimitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty

except as specifically set forth herein.

Descriptions or specifications in Cordis
printed matter, including this publication,
are meant solely to generally describe the
product at the time of manufacture and do
not constitute any express warranties. Cord-
is Corporation will not be responsible for
any direct, incidental, or consequential
damages resulting from reuse of the prod-

uct.

YC/oBUNA TPAHCITOPTUPOBAHWA, XPAHEHUA W SKCMNNYATAUNNA
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION
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Cordis,

MeanuymnHckune n3genns Cordis MOTYyT

TpaHcnopTMpoBaTbCAa BCeEMMU Bnagammu

TpaHcnopTa B KpP bl Thbl X TPaHCNOPTHLI X

cpeacrteBax B COOTBETCTBMM C nNpaBunamu

nepeBO3KY rpysoB, fJelicTBylwWwux Ha
TpaHcNopTe KaXAoro BuUAa,

-40°C po + 50°C

npu Temnepa-
Type oT OTHOCUTENbHOW
BnaxHocTtu Bo3gyxa ot 20 % po 80%. Me-
onuunHckne mnsgenna Cordis JONXHBI Xpa-
HUTbCA nNpu TemnepaTtype oT +15°C pgo +
25°C B MecTe, 3allUULLeHHOM OT MNpPAMbIX
CONHEYHbIX ny4yeii. MegUUNHCKNE N3jenns
Cordis npwu

IKcnnyatayunum cTabunbHbl K

BO3eNCTBMI KAUMATUYECKNUX (aKTopoB
npn TemnepaTtype oT +32°C po +42°C n
ycToluyuMBbBl K

BOo3jelicTBUIO Guonoruve-

CKUX XUNLKOCTEW.

CPOK rogHocCcTMH
SHELF LIFE

CpoOK COXpaHeHUs CTepUNbHOCTM —3 roja.

YTUNIN3AUNA
DISPOSAL

Mocne nmcnonb3oBaHUA BCe Mcnonb3yemMbl e

KOMMNOHEHTbl M ynakKOBOUYHble MaTepuanbl MO-
rytT 6bIlTb NoTeHLMaNnbHO 6MONOrMYECKU onac-
HbiMW. O6pa6oTKa M yTUAM3aLWUs NMPOBOAMUTCSA
B COOTBETCTBUU C NPUHATON MeLWUWHCKOMN
NpakTUKON, a TakXe B COOTBETCTBUMU C MECT-
HbIMW, FTOCYJapCcTBeHHbLIMU W (pelepanbHbIMU

3aKOHaMMn N NONOXEHNUAMMNU.

M3gennsa, UMeBLW Me KOHTAKT C KpPOBbl u/nunun
ApYyrumu
nognexaTt YyTUAMW3aLUU WU/MAN YHUUTOXEHWUIO
cornacHo CaHlNwuH 2.1.7.2790-10 (knacc b).

6unonornyeckumMm XnapkKocrtamum,

Heuncnonb3oBaHHble u3fenna (He uWMeBLW Me
KOHTaKTa C KPOBbO M/MAKU ¢ 6UO0NOTNYECKUMMN
XNLKOCTAMMU), B TOM YUCNe C UCTEKW UM CpPO-
KOM rofHoOCTWU, nofnexar ytunumsauuun n/vmnnm
YHUUYTOXeHUtw cornacHo CaHlwuH 2.1.7.2790-

10 (knacc A).
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
- 40 °C

- 80% relative humidi-

mode, at temperatures ranging from
to +50 °C and at 20%
ty.

Cordis medical devices should be stored at
temperatures ranging from +15°C to + 25°C,
in a place protected from direct sunlight.
Cordis medical devices being in operation are
stable in temperature conditions from +32 °C

to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and packing

materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medi-
cal practice,

and also according to local,

state and federal laws and provisions.

The products which had a contact with
blood and / or body fluids are subject to
disposal and / or destruction according to

SanPiN 2.1.7.2790-10 (B class).

Unused products contact

(which had no
with blood and / or body fluids), including
those with expired shelf-life, are subject to
disposal and / or destruction, according to

SanPiN 2.1.7.2790-10 (Class A).
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TEXHUNYECKOE OBCNTYXXVNBAHWVE NN PEMOHT
MAINTENANCE AND REPAIR

LaHHble MEULMUHCKNE U3JeNNS - OAHOpa- These medical devices are for single use on-

30Bble. TEXHWUYECKOMY 06CNYXMBaAHUIO U ly and are not subject to maintenance and

PEMOHTY He noagnexart. repair.

CMBO/JIbI
SYMBOLS
Mponssogntens M anufacturer
Homep no kKaTtanor Catalog Number
REF] P Y
HomMep naptumu LOT Number
LOT P nap
CpoK rogHocTun Use-By Date
TonbKo ANsi ofHopa3oBoro mcnonb- Do notre-use
o 30BaHMUA
BHuMaHune! CMOTPU MHCTPYKLUMUIO Caution
no NPUMEHEHWUIO .
He gonycKaTb B034eliCTBUS CON- Keep away from sunlight
HeYyHOro ceeTa
Bepeub oT Bnarm Keep dry
He mcnonb3oBaTb Npu NoBpexge- Do notuse if package is damaged.
HUUN yNnaKoBKM
CTepuUNMN30BaHO C NPUMEHEHUEM Sterilized with ethylene oxide
STERLEED P P
3TUNEeHOKCUja
1B 1REP 1 MpeacTaBUTENb B eBPONERCKOM Authorized Representative in the
coobuyecTtBe European Community
C€ CooTBeTCTBUE TpebOBaAHUAM AU - Compliance with the requirements
pekTuebl EC ofthe European Union (EU) Di-
0086

YMONHOMOYEHHbIN

NnpeacTaBUTESb

rective 93/42/EEC

NPoOn3BOANTENIA Ha TEPPUTOPUN
Poccuiickon Pefepaunu:

OO0 "[OXXOHCOH & [>XXOHCOH"
Poccuiickas

denepaunsa, 121614, r.
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the manufacturer in the Russian Feder-
ation:
Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
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NHCTPYKUMA NO NPUMEHEHUIO
Instruction for Use

LLLnnubl 6MONCUNHBIE
Biopsy forceps

BIOPSY FORCEPS BIPAL

Cordis Corporation / Kopduc KopnopeiwH
Vice President, Global Quality and Regulatory Affairs/

Buuye-MpesngeHT no Fno6anbHblM BonpocamM Ka4decTBa mpernameHTayuun_

(pon>k HocT b/position)

Miguel Avila/ Murens Asuna

(nmal/naTe)

fy (nognucsb/signature)

«20»  AprU/Anpens_ 2017

«peHb» mecay (umppamn) / «day» month (numerals)

((HO,D'TBep)K,EI'aIO TOYHOCTb, NPaBU/IbHOCTL U MepeBo ] Ha pyCCKI/II\/JI A3bIK»

I hereby certify accuracy, correctness andreliability
of this document translated into Russian

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



Cordis.

NHCTPYKLMA N0 NPUMEHEHNIO Instruction for Use
LLinnubl 6uoncninHble Biopsy forceps BIPAL

Fig.! Puec.l

Fig.2 Puc.2

\§

Fig.3 Puc.3
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ONMNMCAHWME
DESCRIPTION

PeHTreHoKoOHTpacTHbl e nirnbae-

Wunybl
OfQHOKpATHOro ucnonb3oBaHua Cordis co-

Mble/Bpaujatou,meca 6umoncuiiHble
CTOAT U3 PYKOATKM C 3-MA Konbuamu, pe-
Xylwmnx 6paHw el n3 HepxaBetow e cranm,
NP3"MHHOINO0 TpOCMKA U 3aKNIWYEHHOro B
o6onouyky us PTFE (TedpnoHa) narnbaemo-
ro Tpoca. Nmbkoe KoNbLO ANA 60/AbLWOrO
nanbua BpawaeTca U MOXET 3aHUMaTb N0 -
6oe nonoxeHwue. W unybl (3a NCKNIOYEHUEM
PYKOATKMN) UMeT guameTp 2,3 MM.
MpyXnHa BHYTPU PYKOATKU YyaepxusaeT
pexyuwmne 6paHW M COMKHYTbIMWU. BpaHwm
pasMblKatloTCcA Npu pa3BefileHNUN CLBOEHHbIX
Koneuw W Konbua fAna 6o0nbWwoOro nanbua.
BpaHwW cmblKatoTcA Ha o6pasye TKaHu npu
CONMMXEeHNUN CLBOEHHbLIX KOMEW W Konbua
aona 6onbworo nanbua. O6beM TKaHW, OT-
6bupaemMoil wwunuamu, cocTaBnseT NpumMep-
HO 5,03 Mmm3.

BuoncuiiHble wunybl 50 cM npefHas3Haue-

Hbl Ans 6uoncum npaBoro Xenypodka
BHYTPeHHUM sdApeMHbIiM (1J) manm nopknio-
YMYHbIM (SC) gocTynom.

BuoncuiiHble wunuybl 104 cm npejHasHa-
YeHbl Ana 6umoncuum nNpasoro MAW NeBOro
(FEM)

Xenyjouyka TpaHcheMopanbHbIM

LOCTYyNnoOM.

Ona BBefeHUA 6MONCUIAHBIX

wunyos 7F

pekKomMeHAyeTCA nmcnonbsoBaThb MHTPOAb-

tocep Cordis 7F (2,3 mm).

Ha 6unoncuiinblx wwunuyax Cordis umeetcs
uBeTHasa MapKMpPOBKa KpenneHUA PYKOATKN.

LLBeTHass MapKUpoBKa:

TF (2,3 mm) OpaHXeBbl i

MOKA3AHWNHA
INDICATIONS FOR USE

BuoncuitHble wunybl Cordis npegHa3Haue-

Hbl Ana 6MoncumM aHAOMUOKApSA.
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The radiopaque Cordis Formable/Torqueable
Disposable Biopsy Forceps consist of a 3-
pull ring handle, stainless steel cutting jaws,
a coiled shaft, and PTFE encased formable
shaft. The flexible thumb ring rotates to ac-
commodate any position. The forceps (not
including handle) have a diameter of 2.3

mm.

A spring in the handle keeps the cutting
jaws closed. The jaws are opened by mov-
ing the double rings away from the thumb
ring. The jaws are closed on the specimen
by moving the double rings toward the
thumb ring. The forceps can remove a tis-

sue sample of approximately 5.03 mm 3.

The 50 cm biopsy forceps are intended for
right ventricular biopsies using the internal

jugular (1J) or subclavian (SC) approach.

The 104 cm biopsy forceps are intended for
right or left ventricular biopsies using the

femoral (FEM) approach.

A Cordis 7F (2.3 mm) sheath introducer is
recommended for the introduction of the 7F
biopsy forceps.

The Cordis biopsy forceps include color
coding of the handle strain relief The color
coding system is as follows:

7F (2.3 mm) Orange

The Cordis biopsy forceps are designed

for endomyocardial biopsies.



Cordis,

MPOTMBOIOKA3AHINA
CONTRAINDICATIONS

He n3BeCTHbI.

YC/NoBUA NMPMMEHEHWA
CONDITIONS OF USE

JaHHOEe MeWLMWHCKOE M3LeNnne NPUMEHS -
eTCA TONbKO B YCNOBUSAX NeyebHbIX M ne-
Ye6HO-NPOPUNAKTUYECKNUX MEJULUHCKUX
yupexpaeHui

KBanM@uUUUPOBAHHbIM Me-

OAWUWNHCKNUM nNepcoHanom.

NMOBOYHbLIE pevictBu =S
COMPLICATIONS

BmewaTenbcTBa C MCNnonb3oBaHWeM 6uoncuii-
HblX WWALOB AONXHb MPOU3BOAUTHLCHA TONbKO
Bpayamu, oCBEAOMAEHHbI MM 0 BO3MOXH bl X
OCNOXHeHUSAX. OCNOXHEHWA MOTFYT pasBu-
BaTbCA KaK B npouecce
npoBefjeHNa BMelw aTenbcTBa, Tak M nocne
ero 3aBepleHnn.

MepeyeHb BO3MOXHbIX OC/MOXHEHUI BKAKYaeT
B ce6s B TOM uwncne:

e obpas3oBaHMe remaToMbl B MecTe NpokKona,

s MHDUUMPOBaHUE,

enepopauntio CTEHOK COCYA0B MuMoKapaa,
*TpaBMYy cocyja,

eambonuio,

eneTanbHbl i mncxon

Cnocob NMrPMMEHEHNA
DIRECTION FOR USE

1. B pas3pgene “OnucaHne” NoNyymTe UH-
popmauui o Bblb6ope pasmMepa UHTpPO-
Ablocepa U 6MONCUWAHBIX WUNLOB, KO-
TOopble OYyAYT MCMNONb30BaHbI.

2. Mop ®NWOOPOCKOMMUYECKUM KOHTPONEM

wunuysl

WHTpPOAbIOCep

BBeguTeE 4yepes COOTBETCTBY-

owmni B npaBblii wnnmn

NneBbl Xenygouek.

MpumeyaHue: Mpu ucnonb3oBaHuuM 6MoON-

CUiHBbIX wWwunuyos 104 cmM nepepj Bbl-

NONMHEHWEM KaXpfohh 6moncum HeobGXo-
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Not detected.

This medical device is used only in the
conditions of medical and therapeutic in-

stitutions by qualified medical personnel.

Procedures requiring biopsy forceps should not
be attempted by physicians unfamiliar with the
possible complications. Complications

may occur at any time during or after the pro-
cedure.
Possible complications include, but are not
limited to:

*«hematoma at the puncture site

e infection

e perforation ofthe vessel wall or the

myocar dium

e vessel trauma

eembolism

« death

1. Refer to the “Description” section for

aid in selecting the size of the sheath

introducer and biopsy forceps to be
used.
2. Using fluoroscopy, advance the for-

ceps through the appropriate sheath in-
troducer and into the right or left ven-

tricle.

Note: W hen using the 104 cm biopsy for-
ceps, confirm the position of the sheath

introducer in the ventricle prior to each
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AVIMO npoBepATb MNONOXEHUWE UHTPO-
fbloCcepa B Xenypjouke.

3. PasoMKHMWTe 6paHWM TONbKO MNocne
TOro, Kak ybeamTtecb B TOM, YUTO W UM-
Lbl YX€ HaXxofATCA B XeNnyAouykKe.

4. MNMopBeanTe packpbiTble 6paHW M K cep-
fe4YHOW cTeHKke. Ans nonyyeHua o06-
pasuya TKaHW MNNOTHO COMKHWTe 6paH-
wu. Ana ygepxaHuns obpasya npu ero
N3BNeYeHUUn Heob6xoAaMMO NNOTHO
npuXunmMmaTb CABOEHHbIE KONbLa.
MpumeyaHne: CMblKaHue 6GpaHWel un
oTBefleHMe b6uonTomMa AONI)KHO BbIMNO/-
HATbLCA OJHOBPEMEHHO, B OAHO feW-
cTBUE.

5. Bo BpemMsa MefNeHHOro W3B/MeYeHUA
WMNLOB HEOBXOAMMO NMOCTOAHHO Npo-
MblBaTb MHTPOAblOCEP TenapuMuHU3INPO-
BaHHbIM (G WU3NONOTNYECKUM pacTBO-
pom.

6. M3BneknTe obpasel, M3 6paHLIEn.

7. MNpombiBaliTe 6MONTOM Nepef KaxXpfoW
6unoncueid n nocne Hee.

8. MoBTopnTe wWwarn 2-7, 4T06bLI NONYy-
UNTb o6pasybl TKaHW B [JOCTATOYHOM

KOonn4yecrtBe.

MpumeyaHue: Ha KoHLUe faHHbIX WWNLOB WX
hOpMYy MOXHO W3MEHUTb. UToGbl WU3MEHUTH

yron mexnagy conpdaraemblMn 4yactaMunu, BO3bMMU-

Te AWCTaNbHbIA KOHeL WUNLOB 6GONbLW UM

yKasaTeNbHbIM nanbuem (pucyHok 1). Mepe-
Melw aiiTe ManblUbl BAONb AMUCTaNbHOW 4YacTu u

OfHOBpPEMEHHO BbirM6aiiTe WMUNUbl Ha Tpeby-

eMblii 5TON (pucyHku 2 n 3).

NMPEAYTIPEXAEHWNA
WARNINGS

Mocne OKOHYaHWSA onepauuMmn WUNLbl HeoG6-
X0OAWMO YTUNU3MPOBATb. Ha CTPYKTYpHYIO
LenocTHOCTb U/MAM GYHKUMOHUpPOBaHUE
ycTpoicTBa oTpULaTeNbHOE BAUSSHUE MOTYT
OKa3blBaTb MNOBTOPHOE MWCMNONb30BaHWe MU
ouMmcTKa. Ulumnubl 4Ype3BblYaliHO TPYAHO
OUUCTUTL NoOcC/le KOHTakKTa ¢ 6uomaTepua-
NIOM, U Nocne NMOBTOPHOFO MCNONb30BaHUSA
TaKUX WUMNLOB COCTOAHME NMaLlMeHTa MOXeT

YXYAWUTbCS.
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biopsy to be performed.

After confirming that the tip of the for-

ceps is in the ventricle, open the jaws.

Advance the open jaws to the heart
wall. Close the jaws firmly to obtain a
tissue specimen. Maintain sufficient
pressure on the double rings to assure
retention of specimen during with-
drawal.

Note: Closing of the jaws and with-
drawal of the bioptome should be per-

formed in a single motion.

Flush the sheath introducer continu-
ously with heparinized saline while

slowly withdrawing the forceps.

Remove the sample from jaws.

Rinse bioptome before and after each
biopsy.

Repeat steps 2 thru 7 until sufficient

tissue volume is obtained.

Note: These biopsy foreeps are formable at
the tip. To modify the angle of the existing
curve, grasp the distal end between the
thumb and index finger (Figure 1). Slide fin-
gers along tip while bending to desired angle

(Figure 2 and Figure 3).

Discard the forceps after completing one
procedure. Structural integrity and/or
function may be impaired through reuse or
cleaning. Forceps are extremely difficult
to clean after exposure to biological mate-
rial and may cause adverse patient reac-

tions if reused.



Cordis,

MEPbI MPEJOCTOPOXHOCTW
PRECAUTIONS

. Mo X04Yy npouepypbl wun-
Lbl HEO6XOAUMO TULATENbHO npo-
MblBaTb FenapMHW3MPOBaHHBIM (G U3NO-
NOTMYECKUM pacTBOPOM Nepef Kaxpaoi
6uoncueit n mocne Hee.

. Bo Bpems onepauuu LONXKEH Bbl -

NMONHATbLCA 06blYHbIN MOHMW-

TOpuUHT KT .

. Mcnonb3oBaTh Heo6X0AMMO [O MC-
TeyeHUs cpokKka TOJHOCTHU.

. Henvcnonb3oBaTb, eCIM BHYTPeHHSASA
ynakoBKa OTKpbITa nnu nospe-
XpeHa.

. MpogymaiiTe BOMPOC MNPUMEHEeHUS

CUCTEMHON renapumHunsaymnn.

. Ecnu npu MaHUNYyNsAUUN BBOJ

OKa3blBaeTcAa 3aTPYAOHEHHDbIM,

HeO6X0,CI|VIMO nNPpMoOCTaHOBWUTbL BbINON-

HeHMe npouefypbl W, TMNpexpae Uem
NPOAONXWUTL, ONpPeAeNUTb MNPUUMNHY.
ECAM BbIACHUTb MNPUYUHY He TnNpeg-
cTaBnsetvcsa BO3MOXHbIM, Wunybl

HEO6XO,D|VIMO n3Bne4ynb.

FAPAHTUAHBIE OBA3ATE/IbCTBA

WARRANTIES

MponsBoanTenb rapaHTUpyeT COOTBeTCTBUE
JAHHOT0O MEAUULWMHCKOFO W34ennsa 3asiBfeH-
HbIM XapakTepucTukam B npejenax coxpa-
HeHWA cpoKa FroOAHOCTM (CpoKa COXpaHeHMUA
ero CTepuMNbHOCTM), NPW YCNOBWUMW, YTO CO-
6nwo garoTCAa

Tpe6oBaHWs nNpou3BoOAUTENS,

YKa3aHHble B UHCTPYKLUUWUWN NO NPUMEHEHWUIO .

Ha npogykuuto Cordis, onMcaHHYl B fjaH-
Holl mMy6nuMkKayuum, He pacnpocTpaHslOTCsA Ka-
Kue 6bl TO HM GblIO ABHO BblPaXeHHbIe UK
nojpasymeBaeMble rapaHTuuW, B TOM 4Yucne
BKAYalouwme B ceba niobble NnogpasymeBae-
Mble FapaHTUW TOAHOCTM LNA NPOJaXW WAK
rapaHTUyM NPUTOAHOCTWU ANS WCNONb30BaHUSA
no HaszHayeHWo. HW Npu Kaknmx o06CcTOATENb-
cTBax Cordis He HeceT OTBETCTBEHHOCTM 3a
Kakue 6bl TO HM GblN0 NpAMble, cny4valiHble

NN KOCBEHHDbIE y6bITKI/I, KpomMe TeX, KOTO-
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The forcepsshould be thor-

oughly rinsed with heparinized
saline before and after each biopsy

during the procedure.

The heart should be rou-
tinely monitored by ECG
during the procedure.
Use prior to the “UseBy”
date.
Do not use if the in-
ner package is open
or damaged.
Consider the use of sys-

temic heparinization.

I f strong resistance is met dur-
ing manipulation, discontinue the
procedure and determine the cause
of resistance before proceeding. If
the cause ofresistance cannot be de-

termined, withdraw the forceps.

The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-

facturer’s use instructions are met.

There is no express or implied warranty,
including without Ilimitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty

except as specifically set forth herein.



Cordis.

pble NPAMO NPejyCMOTPeHbl B COOTBETCTBY-
loWwem 3aKoHofjaTenbcTBe. Hukakue nuuya He
)TIOnHoMoueHbl nNpeacTaBNsATb OT WMEHMK
Cordis Kakyw-nn6o wMHpopmMauuw wnnum ra-
paHTUKU, 3a WCKAKYeHUemM cny4dyaeB, 0C060
Or0OBOpPEHHbIX B AfaHHOM JOoKymeHTe. Onuca-
HUA WMAW  TeXHUWYecKume XapaKTepucTukm,
npuBognmble B nybnukaumax Cordis, B TOM
ymcne B fLaHHON, NpefHa3HayYeHbl WCKAKYU-
TeNbHO ANA NpepocTaBneHnsa obw e nuHhop-
MauuMnm 0 MpoOAYyKLMMW Ha MOMEHT ee MPoOuU3-
BOACTBA M HW B KOEM Cny4dyae He ABAAKTCA
N3N0XEeHWEeM TapaHTUAHbLIX 006583aTeNbCTB.
Kopnopauuna Cordis He HeceT OTBETCTBEHHO-
CTW 3a KaKue-nnbo npssmble, cnyvyaliHble UK
KOCBEeHHble YO6bITKW, MNPUUYMHEHHbIE BCNef-

CTBME NOBTOPHOrNro mcnonbsoBaHuMA ee Npo-

AYyKUMUYK.

Cordis

printed matter, including this publication,

Descriptions or specifications in
are meant solely to generally describe the
product at the time of manufacture and do
not constitute any express warranties. Cord-
is Corporation will not be responsible for
any direct, incidental, or consequential
damages resulting from reuse of the prod-

uct.

YCNOBUA TPAHCMNOPTUPOBAHUNA, XPAHEHNA N SKCIMNNTYATALUNU
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MeaguvuunHckune n3genns Cordis MOTYyT

TpaHcnopTMpoBaThbCA BCeEMMU Bnpgammun

TpaHcnopTa B  KPbITbIX TPaHCNOPTHbIX
cpefcTBax B COOTBETCTBUWM C npasBunammu
nepeBo3Ku rpysos, feNcTBYIO W NX Ha
TpaHcnopTe KaXpjoro Buga, npu Temnepa-
Type oT -40°C pgo + 50°C OTHOCUTEeNbHOI
BnaxHocTtu Bo3gyxa ot 20 % po 80% . Me-
anuunHckne msgenna Cordis JONXKHBIL Xpa-
HUTbCA nNpu TemnepaTtype oT +15°C pgo +
25°C B MecTe, 3allUUWEHHOM OT MNpPAMBbIX
CONHEYHbIX Nyyen. MegnuynHcKMe nN3genns
Cordis npwu

IKcnnyatayunu cTabunbHbl K

BO3feiCTBMNIO KAMMaTMyecknx (akKTopoB
npu TemnepaTtype oT +32°C pfo +42°C n
ycTou4mBbl K

Bo3jelicTBUI Guonorude-

CKUX XUJKOCTEN.

CPOK rogHocCcTM
SHELF LIFE

CpoOK COXpaHeHMUs CTepUNbHOCTM - 3 roga.

YTUNNIAUNA
DISPOSAL
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-
ty.

Cordis medical devices should be stored at
temperatures ranging from +15°C to + 25°C,
in a place protected from direct sunlight.
Cordis medical devices being in operation are
stable in temperature conditions from +32 °C
to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.



Cordis,

[Mocne wncnonb3o0BaHWA BCe WUCMNONMb3yeMble After use all used components and packing
KOMMNOHEHTbI W YNaKoOBOYHbIe MaTepuansl materials may be potentially biologically
MOTyT 6blTb MNOTeHUMANbHO 6MONOTMYECKHM dangerous. Their treatment and disposal are
onacHelMun. O6paboTkKa M yTunmsauusa npo- performed according to the accepted medi-
BOAMTCA B COOTBETCTBUW C MPUHATOW MefU- cal practice, and also according to local,
LMWHCKOMN nNpakKTUMKOW, a TaKXe B COOTBET- state and federal laws and provisions.

CTBUM C MECTHbBIMWU, TOCYJAPCTBEHHLIMU U

hefepanbHbIMU 3aKOHAMMN U NMONOXEHNAMMU . The products which had a contact with
blood and / or body fluids are subject to

N3gennsa, uMeBL Me KOHTAKT C KPOBbIO n/nnun disposal and / or destruction according to

apyrumu OGUONOTMYECKUMU  XULKOCTAMMU, SanPiN 2.1.7.2790-10 (B class).

nognexart yTunmnsauum U/MNm yHUUYTOXEHUIO

cornacHo CaHlNwuH 2.1.7.2790-10 (knacc b).

Hencnonb3oBaHHble un3genns (He WMEB- Unused products (which had no contact
Wune KoOHTaKTa ¢ KpPOBb u/Mnu ¢ 6uono- with blood and / or body fluids), including
rMYEeCKUMU XMUAKOCTAMMU), B TOM 4YuUCle C those with expired shelf-life, are subject to
MCTEKW UM CPOKOM FOJHOCTW, MNoAnexart disposal and / or destruction, according to
yTunumsaumm uU/MAM  YHUUYTOXEHUI CO- SanPiN 2.1.7.2790-10 (Class A).

rnacHo CaHlNwuH 2.1.7.2790-10 (knacc A).

TEXHNYECKOE OBC/TY)XXVNBAHWE NN PEMOHT
MAINTENANCE AND REPAIR

OdaHHble MEAULUNHCKNWE N3JeNnNa - offHopa- These medical devices are for single use on-
30Bble. TEXHMYECKOMY 0O6CAYXMUBaAHUI U ly and are not subject to maintenance and
PEMOHTY He NoAnexart. repair.
i CMMBO/JIbI
t SYMBOLS
MpoussoguTenb Manufacturer
Homep no kaTtanory Catalog Number
w1 ‘
LOT Homep naptumn LOT Number
CpoK rogHocTun Use-By Date
TonNbKO ANA 04HOPAa30BOro ucnonb- Do notre-use
® 30BaHuA
BHuMMaHuMe! CMOTPU MHCTPYKLMNIO Caution

no NPUMEHEHNIO .

ANUWPOTreHHO Non-Pyrogenic
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RxOnly

1 EC 1REP 1

CE

0086

YNONHOMOYEHHbIN

He fonyckaTb B0O34eiACTBUSA CON-
HeYHOro cBeTa

Bepeub oT Bnaru

He ncnonb3oBaTb Npu NMOBpPEXAe-

HUN yNaKOBKMU

CTepnnnsoBaHo C NTPUMEHEHUNEM
3TUNEeHOKCUja

OcTtopoxHo! B cooTBeTCTBUMU C
hefepaZbHblM 3aKOHOAATENbCTBOM
CLUl A paHHOE YCTPOMNCTBO MOXET
npojgasaTbCsA TONbKO BpavyamMu nnu
no Mx ykKasaHuio.

MpepctaBuTeNb B eBPONENCKOM
coobuw ecTtBe

CooTBeTCTBME TPebOBaAHNAM AU -
pekTtuebl EC

npeacTaBUTENb

NPOM3BOANTENSA Ha TeppUTOpPUN
Poccuiickoi defepaumn:
OO0 "AXOHCOH & [XXOHCOH"

Poccuiickasn

MockBa,

nyc 2

121614, r.
17,

depepaunsa,

yn. Kpblnatckas, AOM KOp-

Ten. + 7 (495) 580 77 77;
®akc + 7 (495) 580 78 78
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Keep away from sunlight

Keep dry

Do notuse ifpackage is damaged.

Sterilized with ethylene oxide

Caution: Federal (USA) law re-
stricts this device
to sale by or on orderofaphysi-

cian/

Authorized Representative in the
European Community
Compliance with the requirements
ofthe European Union (EU) Di-
rective 93/42/EEC

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, Moscow, 121614

Tel.:+ 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78



Cordis

«Kopauc Kopnopeiiw H» (Cordis Corporation)

14201 HopcsecT 60 AseHto (NW 60th Avenue),
Maviamu felike (Miami Lakes), ®nopuaa 33014
MouToBbIN agpec; a/a 025700, Maiiamn, ®nopuaga 33102
Ten.: (786) 313 2000 dakc: (786) 313 2080

20 anpensa 2017 r.

NMOATBEPXAEHWE AOCTOBEPHbLIX U TOYHbLIX MOKA3AHUW

A, Murenb ABuna (Miguel Avila), B eBoeMm KauecTBe Buue-npesvgeHta, OTaen rnobasibHOM CcUCTeMbl KadecTBa v
HOPMaTUBHO-MPaBOBOIro  perysimpoBaHuUsa - «Kopauc KoprnopeiilH», noaTBep>Kgato, 4UTO npuiaraemble

MHCTPYKUUMU MO NPUMEHEHMNIO W MNLOB ANA 6uoncumn:

- BIOPSY FORCEPS (LLunubl gna 6unoncun) BIPAL;
- BIOPSY FORCEPS ((LUunubl ansa éuoncumn);

BblAaHHble KoMnaHuein «Kopauc KopnopeliWwH», ABNAOTCA [OCTOBEPHBLIMW U TOYHLIMW, HACKOJIBKO MHe

MN3BECTHO. ” ) ’
mofgnuce/

Murenb ABuna
Buue-npe3ngeHT, oTaen rnob6anbHOM cUcTeMbl KadecTBa

" HOPMaTUBHO-MPaBOBOro perysimpoBaHuns

Hotapuyc WM fApyroii  COTPYAHWK, MOMyYaloWniA  HAcTOSILMA

LLTaT KannpopHus CepTU(MKAT, NPOBEPAET TONbKO JIMYHOCTb /IULA, MOAMMCABLLErO

Okpyr CaHTa-Knapa [OKYMEHT, K KOTOpPOMY MpUiaraeTcs HacTosWMiA cepTUdMKaT, a He
[OCTOBEPHOCTb,  TOYHOCTb UMW fieCTBUTENLHOCTb  HACTOSILLEro
LOKYMEHTA.

20 anpena 2017 r. ko MHe, UWK3H BAH (ZHENG WANG), HOoTapuycy, obpartunace Mwurenb ABwuna, KoTopas Ha
OCHOBaHUM [OCTOBEPHbIX [aHHbIX MoATBepAwaa, 4YTO SB/SETCA JIMLOM, [OAMNMUCb KOTOPOro rpocTaB/ieHa Ha
NleHTe, U 4YTO OHa noanucana ero B CUYy UMEIOLMXCHA Yy Hee MOJIHOMOUMA, 1 4YTO ee MoAMUCbIO Ha AOKYMeHTe

[ rtopuanyeckoe NULLO Mo NMopyYHeHUD KOTOPOro AeicTBoBas1o /MU0, OOOPMUIIO HACTOALLNIK AOKYMEHT.

YYETOM OTBETCTBEHHOCTU 3a npegocTaB/ieHVEe 3aBefoMO JIOXKHbIX cBefeHu corsacHo

A noagr-

A anmcbopva, UTO BbILLUEUN3IOXKEHHbIV MYHKT ABAAETCA OCTOBEPHbIM M NMpaBU/ibHbIM.
3aKoHoJaTe b
3ACBUAETENBLCTBO noAMNUCLIO U 0OhMLUMANbHOW NevyaTblo.

Inognucs/

Y>kaH BaH, HoTapunyc
W Tamn: |Y4X3H BaH* «komwuccus Ne
2105471* HOTAPUYC - KAIM®OPHNA* OKPYT
CAHTA-KNAPA* CPOK MWCTEYEHWA MOUX
MONMHOMOUYWNIA 02 ANPENSA 2019 I'.* NNA1]
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Mepesog Aa, TekcTa CcAenaH MHOW, nepeBogunkoMm MamefoBbiM TUMYpPOM
[>KaBaHLl m

Poccuiickaa degepauuns
MNopos Mocksa
UeTBepTOro Mas fBe ThICAYM CEMHAALATOr0 roga
A, MapTbHoBa HaTanua AHApeeBHa, BPeMEHHO UcnonHsawWwaa o0693aHHOCT M HOT apuyca

ropoga Mockebl Aknmosa Nne6a bopucosnya, cBUAETENLCTBY NOAAMHHOCT b NOANUCKH NepeBOAYMKaA
Mameposa Tumypa [>K aBaHW MpoBuya.

Mognuce cipenaHa B MOeM MPUCYTCTBUN.

InyHOCTbL NofNMcaBllero AOKYMEHT ycTaHOB/ieHa.

3apermcrpupoBaHo BpeecT pe: No " A 3 n '
B3blckaHO rocygapcTBeHHON nownuHbi(no Tapudy): 100py6.

YnnayeHo 3a OKa3aHWeycnyr npaBoBOro M TeXHWYeECKOro xapakTepa: zzn Py6.

H.A. MapTblHOBa
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cordis.

Cordis Corporation

14201 NW 60" Avenue, Miami Lakes, FL 33014
Mailing Address: P.O. Box 025700, Miami, FL 33102
T (786) 313 2000 F(786) 313 2080

April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instruction for Use for Vessel Dilators /Obturators issued by
Cordis Corporation is true and correct to the best of my knowledge.

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

Anotary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document, to which
this certificate is attached, and not the

State of California truthfulness, accuracy, or validity of that

County of Santa Clara document.

On April 20, 2017, before me, ZHENG W ANG, Notary Public, personally appeared Miguel
Avila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon

behalfofwhich the person acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws of the State of California that the

foregoing paragraph is true and correct.

WITNESS my hand and official seal.

Zheng Wang, Notary Public
*oxox ok g " ZHENG WANG

Commission # 2105471
Notary Pubiic - Caiifornia
Santa Ciara County =

1 Mv Comm. Expires Apr 2, 20t9>
»» I »» «m*»>m>1>»nl
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Cordis.

NHCTPYKLUKMA MO NPUMEHEHUIO
Instruction for Use

Annatopbl/O6TypaTOphI
Dilators/Obturators

Vessel Dilators/Obturators

Cordis Corporation /Kopauc KoprnopeiLuH

Vice President, Global Quality and Regulatory Affairs/
Buue-MNpe3ngeHT no MyobanbHbIM BONpOCaM KayecTBa MpernameH Tauum
(pon>kHocTb/position)

Miguel Avila/ Murenb ABnna
(uma/naTe)

(nognuck/signature)

«20»  AprU/Anpens__ 2017
«peHb» mecsay (undpamn) / «day» month (numerals)

«MoaTBepXAa TOYHOCTb, MPAaBUNLHOCTb W NepeBof Ha PYCCKUI A3bIK»

I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis,

NHCTPYKUMS MO NPUMEHEHWIO
Annatopbl/O6TypaTopbl

OMNMMCAHNME

DESCRIPTION

CocyaucTblii gunaTaTop

CocyamucTbliAi gunataTop o6nervyaetr 4YpPecKOX-
HOe BBeJeHUE MHTpoOAbloCcepa KaTeTepa (cathe-
ter sheath introducer — CSI1) 3a cyeT o6paso-
BaHWS aTpaBMaTU4YecKOro nepexoja 0T KOXMW K
cocyfaMm yYepe3 MNOLKOXHbIe TKaAHW.

MpumeyaHue. aunaTa-

Pasmep cocygucToro
Topa [LON>XEeH COoOTBeTCTBOBAaTb pa3Mepy npo-
BOAHWKaA, 060N04KN U KaTeTepa. MHpopmayms
0 pasmMepe NnpuBefeHa Ha MapKMpPOBKe NPOLYK-
Ta N Ha afjlanTepe.

O6TtopaTop

OGTopaTop KaH nu

noffep>XmnBaeT CTeEHKY
NOCTOAHHOW 060N104YKKN. Mcnonb3yliTe o6Topa-
TOp, KOTOPbIA NO ppaHLy3CKON W Kane Ha Of4UH
pa3mMep MeHblle WHTpoOAblCcepa. YcTaHOBKa
o6TiopaTopa Ha MeCcTO MO3BONSET BbINOMNHATH
NPOMbIBKY U WHGpY3nI0, a TakKXe BEeCTU MOHMU-
TOPWHT faBneHuna. lna cnpaBOK MCNONb3yliTe
npuBeAEHHYI HUXe Tabnuuy.

Pasmep no dhpaHUuy3cKoOl wkKane
Mutpogbiocep (CSI)4 567 89 10 11
O6TopaTtop -456789 10

MpegcTtaBneHHas HUXe LBeToBaA MapKupoBKa

hpaHUy3CKO

COOTBETCTBYET pasMmepam no

wKane pana HambonbLWw nx MHTpaBaCKy/NApHbIX

yCcTpOMCTB, NMPOXOAAWUX Yepe3 [JaHHbIA WH-

TpoAgblocep. LiBeToBas MapKuMpoBKa COCYAM-

CTOro AMnaTatopa coBnajgaeT C LBeTOBOM Map-

KUPOBKON COOTBETCTBYHOWEro eMy WHTPOAb-
locepa. LiBeToBasa MapKuMpoBKa oTpaxaeT ¢ak-
Tuyeckuii pasmep o6TopaTopa, KOTOpPbIA Ha

O4WH pas3mep NO (paHUY3CKON W Kane MeHbL e
MHTpOAblocCepa.

Hanuuue ycTpoicTB onpefjeneHHbl X pasmMepoB
no ¢paHLUy3CKOW WKane 3aBUCUT OT NIMHeKHU

NPOAYKTOB M yKa3aHO B KaTafnore NpoAyKUum.

PaiMep no LiseT Pasmep no LieT
(ppaHLYy3CKO mMapknpoBKkM dhpaHLiyackoit

LUIK&NS wKane

4 (1,35MM)  KpacHsblii 8(2,7|.w} CunHuit
5(1,65MM)  Cepbiit 9 (3,0 mbl} UepHblii

6 (2,0 Mm) 3eneHblii 10(3,3 mm) MypnypHbIii
17 (2,3 Mmm) OpaHxesbll 11 (3.7 mm)  XKenToi
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Instruction for Use
Dilators/Obturators

Vessel Dilator

dilator facilitates the percutaneous

A vessel
entry of the catheter sheath introducer (CS1) by
forming an atraumatic transition from the skin
through the subcutaneous tissue to the vessel.

dilator size must match the

Refer to the

The vessel
sheath,
product labeling or hub for size information.

Obturator

An obturator supports the cannula wall of an

Note:

guidewire, and catheter.

indwelling sheath. Use an obturator that is one
French size smaller than the CSI. This allows
for flushing, infusing and pressure monitoring
while the obturator is in place. Use chart below

as a reference.

French Size

CSI145 6789 10 11

Obturator -456 789 10

Color coding below refers to the French size of
the
through the CSI.
dilator matches that of the corresponding CSI.

largest intravascular device that will pass
Color-coding of the vessel
French

Color-coding will indicate the actual

size of the obturator which is one French size

smaller than the CSI.

The availability of French sizes varies per
product line. Refer to product catalog for
availability.

French Color French Color

4 (1.35mm) Red B (2.7 mm) Blue

5(1.65mm) Gray 9 (3.0 mm) Bfeck

6 (2.0 mm) Green 10 (3.3 mm) Magenta

7 (2.3 mm) Orange 11 (3.7mml  Yellow
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MOKA3AHWHA
INDICATIONS FOR USE

O6Tiopatop W cocygucTblii  Aunatatop
npegHasHayeHbl AN UCMNONb30BaHWUA C CU-
CTEMO uHTpPoOAblocepa katetepa Cordis,
NPUMEHAEMOro B Onepauusax Ha apTepusx u
BEHax C YPECKOXHbIM BBeAEHVWEM WHTpa-
BACKY/IAPHbIX YCTPOMNCTB.

MPOTMBOIMOKA3AHINA
CONTRAINDICATIONS

He n3BecTHblI.

MOBOUYHbIE AENCTBUA
COMPLICATIONS

B 4ncno BO3MOXHbIX OCJ/IOXHEHWI KpoMme
npoyero BXoAaAT:

* BO3ayLWHaa ambonus;

* MH(buuMpoBaHue;

* paspbiB UHTUMBI;

» o6pa3oBaHVe remaTom;

* nepdopayms CTEHOK cocyaa;

* TpOM60O0O6pa3oBaHue.

YCNoBUA nNPMMEHEHWA
CONDITIONS OF USE

[laHHOoe MeauuMHCKoe u3fenve npuMeHs-
eTCA TOMbKO B YCNOBMAX ne4vyebHbIX U fne-
yeGHO-NPONNAKTMYECKUX  MEANLMNHCKNX
yupexaeHuin KBanuguuMpoBaHHbIM Mefdu-
LUHCKUM NEPCOHAOM.

MNMPEAYTIPEXAEHWA
WARNINGS

* TonbkOo AN 04HOPA30BOro0 MCNOJb30Ba-
HuA. 3anpeuiaeTca cTepuiv3oBaTb UKW uUC-
nosb3oBaTb NOBTOPHO. OuucTka, NOBTOP-
Has cTepunusauns Uam NOBTOPHOE UCMOSb-
30BaHMe MOryT OTpULAaTeNIbHO NOB/UATbL Ha
CTPYKTYPH}IO UEesIOCTHOCTb U/MNu (PYHKUM-
OHMpOBaHMe, a Takxe Bbi3BaTb y nauMeHTa
HexxenaTesibHble peakuuu.

* He ncnonb3oBatb KOHTpacTHble BeLlecTBa
Ethiodol n Lipiodol*, a Takxe aHanormu-
Hble npenapatbl, cogepxalue Ux KOMMO-
HEHTbI.

* He octaBnsaiiTe BBeAEHHbI MHTPOAbIOCEP
Ha AnutenbHoe Bpems 6e3 kateTepa wau
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The obturator and vessel dilator are used in
conjunction with the Cordis catheter sheath
introducer system, indicated for use in arte-
rial and venous procedures requiring percu-
taneous introduction of intravascular devic-
es.

None known.

Possible complications include, but are not
limited to:

e airembolism

« infection

e intimal tear

*«hematoma

e perforation ofthe vessel wall

e« thrombus formation

This medical device is used only in the
conditions of medical and therapeutic insti-

tutions by qualified medical personnel.

e« For one use only. Do not resterilize or re-
use. Structural integrity and/or function
may be impaired through cleaning, resterili-
zation or reuse and may cause adverse pa-
tient reactions.

« Do not use with Ethiodol or Lipiodol*
contrast media, or other such contrast me-
dia, which incorporate the components of
these agents.

« Do not leave a CSI in place for extended
periods oftime without a catheter or obtura-

tor to support the cannula wall.
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Cordis

06T+opaTopa, noggepxumBawuwero CTeHKu
KaHMNn.

MEPbLI MPEAOCTOPOXHOCTW
PRECAUTIONS

* XpaHUTb B TEMHOM CYXOM MpOX/fagHOM
MecTe.

* He ncnonb3oBatb, €c/v ynakoBKa OTKPbI-
Ta UIn nospexaeHa.

* Vicnonb3oBaTb 40 UCTEYEHUSA CpoKa rof-
HOCTH.

» BospgelictBne Temnepartypbl Bbiwe 540C
(1300F) moxeT noBpegnTb 060/104KY KaTe-
Tepa un Apyrne KOMNOHEHTbI.

» MpepoxpaHAaiiTe 0T BO3JENCTBUA OpraHu-
yeckuMx pacTeBopuTeneli (Hanpumep, cnup-
Ta).

* Ecnu npu BBEAEHUM MHTpOAblOCEpA YYB-
CTByeTCA TMOBbILEHHOE COMNPOTUBNEHNE,
Heo6Xo04MMO BbLIACHUTL €ro nNpPuUYUHY [0
BO306HOBNEHNA npoueaypbl. Ecnn Bbifc-
HUTb W YCTPaHWUTb MPUYUHY HEBO3MOXHO,
Heo6xoANMMO NpekpaTuTb nNpoueaypy M uns-
B/IeYb UHTpOAbIOCED.

Cnocob NPMMEHEHWNA

DIRECTION FOR USE

BBEAEHI/Ie n mn3Bfe4yeHme Ccocyanctoro
amnararopa

1 AOna pgunatauynum nepemecTtute cOCyau-
CTbIl AmMnaratop Hajg NPOBOAHWKOM 4Yepes
TKAHW W COCYAUCTYHD CTEHKY, 4TOoObl co-
34aTb NPOXOA ANS BEPXYLW KN KaTteTepa.

2. YoepxuBasa NpoBOAHUK HA MecTe, aKKy-
paTHO yganuTe gunaratop u3 Mecta BBOAa
M C NPOBOAHMKA. YTUAU3UpPYylTe 3N1eMeHT
nopobatwmm obpasom.

BBefeHMe 1 n3BneyeHne obTopaTopa

1. MpomoiTe MHTpOAbOCEP FrenapuHn3npo-
BaHHbIM  (PM3MOMOTMYECKUM  PaCTBOPOM.
Yaepxusasa MHTpPOAbOCEP Ha MecTe, 3aBe-
AnTe obTiopaTop 4epes remoctaTuyeckui
kKnanaH v Wen4YkoM YCTaHOBUTE MPUXUM-
HOe KOMbLO Ha mecTo. PekomeHayeTcsa Ka-
nefbHOe BBeAEeHWe renapuHU3NpPOBAHHOIO
dm3nonornyeckoro pacrtsopa uyepes yanu-
HuTenb 6okoBoro nopta. (Ecnu renapuH
npoTuBOMNOKasaH, WCNONb3yinTe  Apyroi
N30TOHUYECKNIA pacTBop.)

2. YpepxuBas WHTpoAblOCEp Ha MecTe.

000 LMPMM &7 INFO@CIRML.RU & WWW.G0SZDRAVNADZOR.RU

 Store in a cool, dark, dry place.

* Do not use if package is open or damaged.

» Use prior to “Use By” date.

 Exposure to temperatures above 540C
(1300F) may damage the catheter sheath and
components.

» Do not expose to organic solvents, e.g. alco-
hol.

* If increased resistance is felt upon insertion
of the CSI, investigate the cause before contin-
uing. If the cause cannot be determined and
corrected, discontinue the procedure and with-
draw the CSI.

Vessel Dilator Insertion and Withdrawal
1 To dilate, slide the vessel dilator over the
guidewire and into the tissue and vessel
wall to create a pathway for the catheter tip.
2. While holding the guidewire in place,
gently withdraw the dilator from the entry
site and off the guidewire. Discard appro-
priately.

Obturator Insertion and Withdrawal

1. Flush the CSI with heparinized saline.
Holding the CSI in place, slide the obturator
through the hemostasis valve pushing the
snap-fit ring into place. A heparin drip
through the sideport extension is recom-
mended. If heparin is contraindicated, use
another suitable isotonic solution.

2. To remove, hold the CSI in place, re-
leasing the snap fit ring, and withdraw.
Discard appropriately.
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0CcBOGOAWTE MPUXMMHOE KOMbLO C 3auien-
KO, a 3aTeM u3B/iekMTe 06TIOpaTop. YTu-
nM3npyiiTe anemeHT nopo6Gawuwum obpa-
30M.

FAPAHTUHBIE OBA3ATE/IbCTBA

WARRANTIES

MponsBoanTens rapaHTMpyeT COOTBETCTBUE
[AaHHOTO MEeAWUMHCKOro W3Aenvs 3asiB/ieH-
HbIM XapakTepucTukam B npegenax coxpa-
HEHWS cpoka roAHOCTM (Cpoka COXpaHeHus
€ro CTepWsbHOCTU), MPU YCNOBUWU, 4YTO CO-
6nwopgawTca  TpeboBaHUA Npou3BoAUTENS,
yKa3aHHble B MHCTPYKLUW N0 NPUMEHEHULD.

Ha npogykuyuio Cordis, onncaHHyw B faH-

HO ny6nuKauumu, He pacnpocTpaHsalTCcA

Kakme O6bl TO HWU ObIIO SABHO BbIpaXEHHbIE

wny nogpasymeBaeMble rapaHTuu, B TOM

ynucne Bk YawlMe B cebsa noboie nogpa-

3ymMeBaemMble rapaHTMM rogHoOCTU A/is Mnpo-

JaXW WX rapaHTUU NPUrogHOCTW ANS WC-

Nosib30BaHUA NO HasHauvyeHuto. Hu npu ka-

Kux obcToaTensctBax Cordis He HeceT OT-

BETCTBEHHOCTM 3a Kakume 6bl TO HU O6bIIO

npsmMble, CcAy4valHble WUIN  KOCBEHHbIE

yO6bITKM, KpOMe Tex, KOTopble npsMOo

npeaycMOTpeHbl B COOTBETCTBYHLWEM 3a-

KOHogartenoctBe. Hukakve nuua He ynon-

HOMOYeHbI npeacTaBnATb OT uMeHu Cordis

Kakyl-nmM60o MHdopMauui uaun rapaHTum,

3a MCK/4YeHWeM criydyaeB, 0C060 OroBso-

PEHHbIX B AAaHHOM AOKymeHTe. OnucaHus

WUIN TEXHUYECKNE XapaKTepucTuku, NpuBo-

avmble B ny6nukauuax Cordis, B TOM yucre

B AaHHOW, npegHa3Ha4yeHbl NCKMOUYNTENBHO

ANna npegocTaBieHus obwein mHhopmaymn

0 MPOAYKLUM HA MOMEHT ee NPOM3BOACTBA
N HW B KOEM C/lydae He SABNAKTCA M310Xe-
HUEeM rapaHTWiHbIX 0653aTenscTB. Kopno-
pauus Cordis He HeceT OTBETCTBEHHOCTU 3a
Kakme-nnbo npsmMble, cryyaiHble Uam Koc-
BEHHbIE YObITKM, NPUYNHEHHbIE BCEACTBME

NOBTOPHOTO WCMO/Ib30BaHUA €e NpoAaykK-
uumn.
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The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fithess for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein.

Descriptions or specifications in Cordis
printed matter, including this publication,
are meant solely to generally describe the
product at the time of manufacture and do
not constitute any express warranties. Cord-
is Corporation will not be responsible for
any direct, incidental, or consequential
damages resulting from reuse of the prod-
uct.
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YC/TOBUA TPAHCMOPTUPOBAHUSA, XPAHEHUNA N SKCTIJTYATALNN
CONDITIONS OF TRANSPORTATION, STORAGE AND OPERATION

MepguuunHckne unsgenna Cordis moryT
TpaHCNoOpTUpPOBaTbCA BCEMMU BUAAMMU
TpaHcnopTa B KPbITbIX TPAHCNOPTHbIX

cpeAcTBax B COOTBETCTBUM C MpaBunamu
nepeBO3kM Trpy30B, [AENCTBYHLWMUX Ha
TpaHcnopTe Kaxaoro Buga, npu Temnepa-
Type oT - 40°C pgo + 50°C oTHOCUTE/NbHOM
B/laXHoctu Bo3ayxa ot 20 % po 80%. Me-
avunHckue wnspenunsa Cordis OO/MKHbI Xpa-
HUTbCA nNpu Temnepartype ot +15°C pgo +
25°C B MecTe, 3alUWLEHHOM OT MPAMbIX
COJTHEYHbIX Nyyei. MeanynHckne nsgenus
Cordis npu 3kcnayatauyumu cTabuibHbl K
BO3ENCTBMIO KAMMaTUYEeCKUX (hakTopoB
npu Temneparype oT1 +32°C po +42°C wu
yCTONUYMBbLI K BO3AEWCTBUID OGuonornye-
CKUX XNOKOCTEI.

CPOK rogHocTMH
SHELF LIFE

CpoOK coxpaHeHusa cTepusibHOCTM - 3 roga.

YTUNN3IAUNA
DISPOSAL

Mocne wucnonb3oBaHMA BCe MWCMNO/b3yeMble
KOMMOHEHTbI 1 yNakoBOYHble MaTepuasibl MO-
rytT 6biTb NoTeHunasbHO 6uonormyeckn onac-
HbiMK. O6paboTka U yTunmsauus npoBoAUTCS
B COOTBETCTBUM C MNPUHATON Me[ULNHCKON
NpakTuKoii, a Takke B COOTBETCTBUM C MECT-
HbIMW, TOCYAApPCTBEHHbIMU U hefepaibHbIMU
3aKOHaMUu 1 MOIOXEHUSMU.

M3penusa, nmeBlIne KOHTAKT C KPOBbIO wn/unn
ApyruMun  GUOMOTNYECKUMU  XKUAKOCTAMM,
nognexar yTuausaunun u/mnm YHUUTOXEHUIO
cornacHo CaHluH 2.1.7.2790-10 (knacc b).

Hewncnonb3oBaHHble n3genus (He nmesLine
KOHTaKTa C KPpOBbH n/mnn ¢ 6MoNorMYecKkumMmn
n
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Cordis medical devices may be transported
using all available modes of transportation in
covered vehicles, according to the transporta-
tion rules applicable to each transportation
mode, at temperatures ranging from - 40 °C
to +50 °C and at 20% - 80% relative humidi-

Cordis medical devices should be stored at
temperatures ranging from +15°C to + 25°C,
in a place protected from direct sunlight.
Cordis medical devices being in operation are
stable in temperature conditions from +32 °C
to +42 °C and to biological liquids.

Sterility maintaining term - 3 years.

After use all used components and packing
materials may be potentially biologically
dangerous. Their treatment and disposal are
performed according to the accepted medi-
cal practice, and also according to local,
state and federal laws and provisions.

The products which had a contact with
blood and / or body fluids are subject to
disposal and / or destruction according to
SanPiN 2.1.7.2790-10 (B class).

Unused products (which had no contact

with blood and / or body fluids), “ “ "6
those with expired shelf-hfe, are subject to
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XUAKOCTAMMU), B TOM YUC/Ee C UCTEKW UM CpoO- disposal and / or destruction, according to

KOM FofHOCTW, nNojgnexaTt yTunmsauunum un/vnun SanPiN 2.1.7.2790-10 (Class A),

YHUUYTOXEeHN cornacHo CaHlMwnH 2.1.7.2790-
10 (knacc A).

TEXHWYECKOE OBCNYXVMBAHWE NN PEMOHT

MAINTENANCE AND REPAIR

OJaHHbIe MEAUUUHCKNE N3Jenmnsa - ogHopa- These medical devices are for single use on-
30Bble. TEXHMYECKOMY 0BCNYXMUBaAHUIO U ly and are not subject to maintenance and
pPeMOHTY He nofgnexart. repair.
CMMBO/JIbI
SYMBOLS

M. MponssoanTensd M anufacturer

REF Homep no kaTtanory Catalog Number

LOT Homep naptumn LOT Number

CpoK rogHocTun

TONbKO ANSA O4HOPA30BOro MCNOMb-
3oBaHNA

BHuMaHune! CMOTPU MHCTPYKLNIO
A No NPUMEHEHWU IO .

He gonyckaTb B0o34eiCTBUS CON-

HeYHOoro ceeTa

Bepeuyb oT Bnarmn

He mcnonbsoBaTb NpU MOBPEXje-
HUN YyNaKOBKMU
- CTepnnun3oBaHO C MPUMEHEHUEM
STEIlLE E& P P

3TUNeHoOKCcMAaa

B©E ReP MpeacTaBUTeNb B eBPOMNENCKOM
coobuw ecTtBe

C€ CooTBeTCTBUE TPebOBAHUAM LU -

pekTusbl EC
0086
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Use-By Date

Do not re-use

Caution

Keep away from sunlight

Keep dry

Do notuse ifpackage is damaged.

Sterilized with ethylene oxide

Authorized Representative in the
European Community
Compliance with the requirements
ofthe European Union (EU) Di-

rective
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YNONHOMOYEHHbI I npeacrtaBuTenNb
NPOM3BOAUTENA Ha TeppuTopuu
Poccuiickoihi ® egepauyunm:

OO0 "OXOHCOH & [AXOHCOH"
Poccuinickasn denepauns, 121614, r.
MockBa, yn. Kpblnarckada, gom 17, Kop-
nyc 2

Ten. + 7 (495) 580 77 77;

®akc +7 (495) 580 78 78
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Authorized Representative of

the manufacturer in the Russian Feder-
ation;

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, M oscow, 121614

Teh:+ 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78
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«Kopauc KopnopeiiwH» (Cordis Corporation)

i4201 HopceecT 60 AseHto (NW 60th Avenue),
Maviamu Nelike (Miami Lakes), ®nopuga 33014
MouToBbIi agpec: a/a 025700, Mailiamu, ®nopumaa 33102
Ten.: (786) 313 2000 ®dakc: (786) 313 2080

20 anpens 2017 r.

MOATBEPXAEHWE LOCTOBEPHbLIX U TOUHbLIX MOKA3AHUW

A, Murens Asuna (Miguel Avila), B eBoem kayecTse Buue-npesmgeHta, OTaen rnobanbHOM CMCTEMbI Ka4yecTBa M
HOPMaTWBHO-MPaBOBOr0  perynupoBaHus — «Kopauc KopnopelilwH», MNOATBEpXAato, uUTO nNpunaraemble
MHCTPYKLMN NO NPUMEHEHMUIO COCYAUCTbIX AunaTtatoposB/o6Tynatopos, BblJaHHble komnaHuelt «Kopauc
Kopnopeiiw H», ABAAKTCA LOCTOBEPHLIMU W TOUHBIMU, HACKO/IbKO MHE WU3BECTHO.

/nognuce/
Mwurens ABuna
Buue-npesnaeHT, 0TAen rnobanbHoli CUCTeMbl KayecTBa
N HOPMaTUBHO-MPaBOBOIro perynnpoBaHnA

TaT Kanm(*)opng Hotapuyc wnu  Apyroi  COTPYAHWK, NOMyYaloLWMiA  HacToALMiA
Okpyr CanTa-Knapa TONbKO /INYHOCTb NMLA, NOAMNWCABLLErO

€ HacTosWMI cepTUMKaT, a He
N [OeiiCTBUTENbHOCTb  HACTOSLLEro

20 anpens 2017 r. KMb-»" . y* BAH (ZHENG WANG), HoTapuycy, obpatunace Murens ABuna, KoTopas Ha
OCHOBaHMW [A0p35<7" M- NaHHbIX MOATBepAWa, UTO SBAAETCH JfIMLOM, MNOAMWCL KOTOPOro MpocTaB/eHa Ha
LOKYMeH3" m ' foanucana ero B CUay UMEKLWMUXCA Y Hee NONHOMOUUIA, U YTO ee MOAMUCHI0 Ha JOKYMEHTe
amw A AMyeckoe NMLO Mo MOPYYEHNO KOTOPOro AeliCTBOBaN0 MU0, OPOPMUIO HACTOSLLUIA JOKYMEHT.

noaTeep>xgard, C Yy4YeToM OTBETCTBEHHOCTW 3a TMpefoctaB/ieHME 3aBeAOMO JI0OXKHbIX CBeAEHWW COrnacHo
3aKoHOAaTeNbCTBY WITaTa KaI'IVI(*]OpHI/IFI, YTO BbILLEN3NOXKEHHbIN MYHKT ABNAETCA AOCTOBEPHbLIM U NpaBUIbHbIM.

BACBVWAETENBbCTBOBAHO Moeli nognucbio U onumManbHON nevyaTblo.

Inognuce/

Ux3H BaH, HoTapuyc
W tamn: [UX3H BAH* KomMwuccusa Ne
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MepesoA faH, TekcTa caenaH MHOW, nepeBog4YMKOM MamenoBbiM TUMYpOM
[>kaBaHuu, (em

Poccuinckas ®egepauns
Mopof MockBa

YeTBepToOoroMmasa ABe ThiCAYM CeMHagLaTOro roga

O MapTbolHOoBa HaTanusa AHApeeBHa, BPEMEHHO MCNONHA L as 06593aHHOCT M HOT apuyca

ropoga MockBbl Akumosa Nyeba Bopucosuya, CBUAET €NbCT BY NOANUHHOCT b NOAMMUCKU NepeBOfYMKaA
MamepoBa Tumypa [A> aBaHwWwW uposBuYa.

Moanuce caenaHa B MOEM NPUCYTCTBUU.

JInyHOCT b NogNMCaBLW Eero AOKYMEHT ycTaHOBNeHa.

3apermcrTrpuposaHo BpeecT pe: Neo -y
B3bickaHO rocygapCcTBEHHON nownuHbl (Nno Tapudy): 100 pyb.

YnnayeHo 3a oKa3aHWeycnyr npaBoBOro M TEXHWYECKOro xapakTepa: znz Py6

HA. MapTblHOBa
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Cordis Corporation

14201 NW 60 Avenue, Miami Lakes, FL 33014
Mailing Address: P.O. Box 025700, Miami, FL 33102
T (786) 313 2000 F(786) 313 2080

April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instructions for Use for Stents
- PREOSEPRORX
SMART. Nitinal;
- SMART. CONTROL,
- PALMAZ GENESIS,
- PALMAZ GENESSon SLALOM,
- PALMAZ GENESISon OPTA PRO,
- PALMAZ BLUE
PALMAZ Peripheral.
issued by Cordis Corporation are true and eorrect to the best of my knowledge.

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

Anotary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document, to which
this certificate is attached, and not the
truthfulness, accuracy, or validity of that

County of Santa Clara document.

State of California

On April 20, 2017, before me, ZHENG W ANG, Notary Public, personally appeared Miguel
Avila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon
behalfofwhich the person acted, executed the instrument.

| certify under PENALTY OF PERJURY under the laws of the State of California that the

foregoing paragraph is true and correct.

WITNESS my hand and official seal.

ZHENG WANG I
Commission # 2105471
Notary Public - California z

Zheng Wang, Notary Public Santa Clgra County
My Comm. Expires Apr 2, 20191
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[ 065 * (1.65mm) OR 078" (1.98 mm)|

[ 062+ (1.57 mm) OR 065" (1.65 mm)|
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Cordis.

3 BHYTpPeHHWIA BannK: cnupanb u3 Hepxasetoweli ctann / Inner Shaft - Stainless Steel Coil

4. HakoHeuHUK KaTeTepa (guctanbHoe oTBepcTue KaHana) / Catheter Tip (Distal Wire Lumen)

5. AganTep Jlioapa (415 BHellHel 060n104ku) / Luer Hub (Outer Sheath)

6. BHewwHsAa o6onouka / Outer Sheath

7. ApanTep Jltospa (415 npoKcMmanbHOro oteepcTms KaHana)/ Luer Hub (Proximal Wire Lumen)

8. Camopacwwupsiowmiica cteHT S.M.A.R.T./ S.M.A.R.T. Self-Expanding Stent

9. Y-06pasHbiin TpOHUK (Ha KnanaHe Tuohy-Borst) / Y-Connection (on Tuohy Borst Valve)

10. PeHTrenokoHTpacTHbI MapKep (hnkcaTop BHYTPEHHEro Banvka cteHTa) / Radiopaque Marker
(Inner Shaft Stent Stop)

11. inctanbHbI PEHTreHOKOHTPACTHbLIA MapKep (418 BHelHel 06010ukun) / Distal Radiopaque
Marker (Outer Sheath)

12. AuncTtanbHblii mapkep cTeHTa / Distal Stent Marker

18. MpokcumanbHbIli Mapkep cTeHTa / Proximal Stent Marker

1. MpokcmanbHbIl knanaH (knanaHa Tuohy-Borst) / Proximal Valve (of the Tuohy Borst Valve)

MOKA3AHWHA

INDICATIONS FOR USE

HutnHonoBas
S.M.A.R.T.
pocKknepo3a nepupepnyecKknx apTepuin, BKNIO-

Yad nopaxeHwnda noas3gow HOWN 1 NMNMOBEPXHOCT-

HOW 6

TPaAHCHOTYNAPHOro BHYTPUNEUYEHOUYHOro Nop-

TOCUCTEMHOTIO

cncrtema CTeEHTUpPOBaHNA

npefHasHayeHa ANS fevyeHUs aTe- is indicated for use

ing iliac and superficial femoral,

eApeHHOW apTepuit, AJns onepayni (Transjugular  Intrahepatic

WyHTMPOBAHNSA TIPSS lignant neoplasms in the biliary tree.

(TPaHCBHIOTYNAPHbIA BHYTPUMNEUYEHOUYHbIW nop-

TOCUCTEMHbI WyHT (TBMNLW ) nm nannmaTtuBHO-

ro ne4yeHmMsa 3/10KayYeCTBEHHDbIX HOBOO6pa3OBa-

The Cordis S.M.A.R.T. Nitinol Stent System
in patients with athero-
sclerotic disease of peripheral arteries, includ-
for TIPSS
Portosystem ic

Shunt) procedures and for palliation of ma-

HUI XenueBblBOLALW UX N)ITei.

MPOTNBOMOKA3AHUA
CONTRAINDICATIONS

N

3

ft_

N

ft

B NMpoTtmnBonokasaHMAMU K NCNOAbL3I<N

3TOro ycTpoiicTtBa ABnstwTcan
Hapyl eHne CBepTblBAEMOCTU KPOBU/-
HEeNepeHOCUMOCTb aHTUTPOMbBOTUYUD -’

|CKI/IX nnun aHiTaarpfflramraiTi: Bpenapa»

MpumMeHeHWe Ha BHYTPLY” pPENnHH"
KpTepunax(~~"

M3BecTHaAsA TMNepUYyBCTBUTENIBHOCTDb
[HMKenb-TMTaHOBOMY cnnaBy|'
nopaxeHus, NnpenaATCTBYO W e NOMHOW
LUy pasgyBaHuto 6annoHa gnsa aHrucl,
iouiacTHKH nnun npaBnnbHOMY pasMmelle-
|[iwo cTellra unm cuctembl focTaBKii

cTeHTa;"

E_1 nepthopnpoBaHHbIM XeNUHbI NPOTOK

»

bnyqaﬂx" Korga CTEHT MOXET yCUUTb;
lucTeyeHUe N3 NPOTOKA;

neptoprvpoBaHHbIE COCY/AH;
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traindications associated with.
evice include”

eding disorders

p Inability to tolerate antithrombotic or a”

feplatelct therapie®~~~

PFlIntra-cranial arteri”®

pKnown hypersensitivity to nickel titaniuri

[iLesions that prevents complete inflation of

angioplasty balloon or proper placemen!

~Nfthe stent or stent delivery systie”
Perforated biliary duct w'here leakage fre
m duct could be exacerbated by the steni
Perforated vessel

j*PregnancyTT>*

» Presence of severe ascit

f Stentofaduct with total biliary occlusi®j
W hich cannot be crossedbY the delive™”?

ffThrombusinorm "FEeteStJe~S



Cordis®

6epeMeHHOCD
oCcTpbIA acyumT!
CTEHTUPOBAHHbI XENYHBIN NPOTOKY
BO/MTHOW OKK/NO3MEN, yepe3 KOTOPbI A L

«oxer IWBATU kaTew cucteMbl ntN

N"TpomboobpaszoBaHMe Ha NnopaxeHlilLl

lacTke nnu B6n1mn3N Hero,!

MOBOYHBLIE AENCTBUA
COMPLICATIONS

» BMmewaTtenbcTBa, conpoBoXpjat W unecs
ANAPECKOXHbIM BBefjeHNEM KaTeTepoB, AONXHbI Bl)legoH
WAL TONbKO Bpauyu, 0CBEAOM/EHHbIE O BO3IMOXHM ?|
CKWOXHeHNAX. OCNOXHEHUA MOTyT pas3BuBaTbCs

| Bpemsa, Tak U nocne 3aBepweHWMs npouegypbl. LI

®CcNo BO3MOXHbIX OC/NOXHEHWUR, NOMUMO npoyero!

woT4
BHe3anNnHOe 3aKpblTe 0TEBA3A

HEBO3XMOXHOCTb gocTyna”
anpeprunyeckasi/aHagmunakTomnHas peakr~”
aHemunal
cTeHoApans/kap§8iia8Has nweémmna/nul
nokappa

aHeBpM3IMa MNM NceBfoaHeBpu3mMa cocyga um
lecTta focTyna Kcpeypys

apunTMmuman

apTepuocknepos!

Maccamm (cuH1

amM601nA aTepomMaToO3HbIMMU
E®pOM «cuHero nanbuya»)!
nepgopaumnsa xenuybl x npoY OKoB|
6pagukappunsa!
netanbHbIN ncxog”
CUHAPOM onccemw MP6w Aor3
|[HyTpucocyamncrtoro ceepToiBaly a!
nepudepmyeckmnii otek/
am6onmna (Bo3ayxom, 6nAawkoi. pgpOm60xA
ycTpoihcTtBom un gp.»
nmxopsguw /N
obpasoBaHue canin
raHrpeda!
XeNnyLoyYHO-KNLW eyHoe 06yJ
rA0BNEHHOE NPUMEHEHNEM aHTUKOAryAsaHyoB N aynb*

KpoBOoTe4deHMUe,

ArperaHTHbI X NpenapaToB]
KPOBOU3NUAHNA UNKN o6pa3oBaHWe remMaToMbl |
NOHW)XEHNEe WAW NOBblIWEeHNe apTApuaTbHOro
3[aBneHunan
MHpeKUMa n (nnu) cencuc*

noBplw aeHune/oTcnoeHune/paspolB/népppab

Mwemusa. Tp~ YHuas BMewaTenbcTsa il
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IOWCLULLE3 requiring percutaneous cath-
eter introduction should not be att~gffltf
ediby physicians unfamiliar with thi”
possible complications. Com plicatioi”®
fay occur atany time during or
jthe procedure. Potential com plicationg
ny
f Abrupt stent closurn

include, but are not limited toj

bAccess failurO

« Allergic / ani“hylactoid reacticii

PAnemin~~

~NAngina /oaw ary ischemia/n”~call
jflial infarcticffil

[Aneurysm orPseudoana”™nm:"
jjel or vessel access sifeT

pArrhythmia,

pArteriosclerosis

f Atheroembolization Bluel™oe Si

[ Bile duct perforation

[ Bradycardia

pDeath

pDisseminated intravascular,coa

*Edema, peripheral

[ Embolization (air/iiaaim . thrombus]
device or otherj

[Feven

* Fistulazatiop

[ Gangrene

[Gastrointestinal bleed from anticoa”
Jiation/antiplatelet medicaTipi/

[ Hematoma/Hemorrhagi®

pHypotension/hypertensi”®

p Infection and/or sepsis

f Intimal injtt-1

_iry/dissection/rupture/peribratioti

[Ischemia requiring intervention (by3
jpass or amputation oftoe, foot or leg

FLimb losd



Cordis,

pruppsaH”e unau, wayraumnsa na?lbua Horm”™ cToHbl Hjiiii e« Liver absce
MeHwu)| pPaici__
norepsa KoHeyHo™N[ p PancrealLl,
abcuecc neveHni pParenchymal hemorrhagi®

6onb” pRenal insufficiency or failiiS

p Restenosis of the stented

o U

napeHXxMMaTo3HOe KPOBOTeUYeHUW » Sludge occlusion!
noyeyHass HeAOCTATOUYHOCTb! * Stent malappositiofl
pecTeHO03 CTEHTUPOBAHHOTO p Stent migration
OKKNlo3Ms BCNejCTBUE Cnajx-cayappmal jlnStent obstruction sopgddary to HH LU
HemnoNHOe NpUNeraHne cTeHTas 3h0~wth through the steiri
Muxpauyuns f Stent structure fractud
06CTPYKUNSA CTeHTa BCcnefcTeue PoOwey’ p Strok”
liero onyxonu| » Thrombosis/throm bB
paspblB Kopuw ~ctuw [ p Tissue necrosi™ _ _
~nHCynbT! e Tumor oyéw ro\\*b atthestoiFai”
\' Tpom6os! pVasospasni _____
P HeKpo3 TKaHen| mWorsened ciauAcation/re”Si
Ipaw :we LLl,oneiA B 06n1acTM KOHLOB CTeH1

P Baszocnasm!

mypuneHune nepemexatuenca" xpchph

o

W /BO3BHMKHOBeHMEe 60NN B COCTOAHUN NoKoA]

YCNoBunA MPNMMEHEHNA
CONDITIONS OF USE

faHHoe MeAMLMHCKOE U3jenne nNpumeHseTcs This medical device is used only in the

TONbKO B ycnoBusx nedyebHbix U nevyebHO- conditions of medical and therapeutic insti-
npo@uNakTM4YecCKUX MEeAULUHCKUX YyupexXpe- tutions by qualified medical personnel.
HW i KBannpuULUpOBaHHbIM MEAULUHCKUM

nepcoHanom.

Crnocosb NMPMMEHEHWA
DIRECTION FOR USE

MoaroToBKa K onepayuu Pre-procedure
3a oApMH-ABa AHA A0 onepauun nokasaH acnu- The patient may be started on nonbuffered,
puH 6e3 6ydpepHbI X Belw ecTB, B hopMax 6e3 3H- nonenteric-coated aspirin one or two days

Tepoconto 6UNbHOW 060104KKM, B COOTBETCTBUN  prior to the procedure per standard hospital

CO CTaHAapTHbIMMK yKa3aHuAMW Nno AO3NPOBKE dosing guidelines or as prescribed by a phy-

ONA ycCNnoBUNR cTauuoHapa UNM No yKasaHUK ne-  sician.

Yyauwero Bpadva. The percutaneous placement of the stent in a
UpecKOXHY YyCTAaHOBKY CTEHTOB B CTEHO3MPO- stenotic or obstructed artery should be done
BaHHbIX UNWN 3aKYMNMNOpPeHHbIX apTepnax Heobxo- in an angiography procedure room. Angi_

AUMO NPOBOAWTL B aHruorpagpuueckoid onepa- ography should be performed to map out the
UMNOHHOK. Heo6x0oAMMO BbINONHATL aHrnorpa- extent ofthe lesion(s) and the collateral flow.

puio ANS BbIABAEGHWS CTeNeHW nopaxeHusa u Ifthrombus is present or suspected, thrombo-
KonnaTtepanbHoOro KposoToka. [lpn Hannyuu lysis should precede stent deployment using
TpomG6a MnNu NOAO3PEHNN Ha ero Hanuyue ycta- standard accepted practice. (Access vessels
HOBKE CTeHTa AONXEH npefwecTtBoBaTb TPOM- must be sufficiently patent, or sufficiently
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Cordis,

HOCTWN OCTOPOXHO CHMUMUTE YNaKOBKY U uU3Bne-

KK BETbhbI CTeHT/CI/ICTeMy BBefeHUA WU

KUTe U3
yCTaHOBKU. OCMOTPUTE YCTPOWCTBO ANS BblSAB-

nNeHnAa BO3MOXHbIX I'IOBpG)K,CI,EHVII?I. Ecnn nme-

OTCA COMHEHWA B TOM, UTO CTEPUNbHOCTbL UK

pa6oTocnoco6HOCTb YyCTpoiWcTBa COXpPaHeHb,

TakKoe yCTPOWCTBO MCNONb30BaTb HeNb3A,
L MpomoiTe Y -06pas3Hblii TPOMHUK, pacnono-
XEeHHbl1 Ha knanaHe Tuohy-Borst, renapuHu-

hM3NONOrMYECKNUM pPacTBOPOM,

SUPOBaHHbIM

MCNonb3ysa ANA BblTECHEHUS BO3jdyXa WNpuUL

o6bemMomM 3 Kyb6.cm. 3akpoiniTe kKnanmaH Tuohy
Borst mn npogonxaTe nojgayy O Tex nmop, Noka
renapMHU3MpoBaHHbLIN Gusnonornyecknii pac-
TBOP He HayYHEeT BblTeKaTb N3 ANCTANbHOIO KOH-
La KaTeTepa.

4. MpomoiiTe KaHan NpPoBOfHMKA CUCTeMbl BBe-
feHNA N ycTaHOBKW CTeHTa remnapuHM3nMpoBaH-
HbIM M3NONOTMYEeCKMM pacTBOPOM, UCNONMb3ys
ONA BblTeCHeHMA Bo3ayxa wnpuy obbemom 10
Ky6.cm. MpogonxaliTe nofgadyy Ao Tex nop, noka
renapMHU3MpoOBaHHbLIN (GU3NONOrMyecKknUin pac-
TBOP He HayHeT BblTeKaTb M3 OTBEPCTMHA HaKoO-
HeYHMWKa KaTeTepa Ha AUCTalbHOM KOHLe,

€. OcMOTpuUTe AUCTanbHbIA HaKOHEYHUK KaTe-
Tepa n ybegnmTecb B TOM, YTO CTEHT HaxoamTcH
BHYTPW BHeWw Hell 060N04KM. He mcnonbsoBaTh,
€CNN CTEHT YyXe 4YacTU4YHO BblcBOGOXAeH. Ecnu
MeXfy HakKOHeYHMKaMu KaTeTepa W BHelW He
060N04YKKN Ccyu,ecTBYeT 3a30p, OTKpPONTe KnanaH

Tuohy Borst 1 0OCTOPOXHO MNOTAHWUTE BHYTPEH-

HWIA BanMK B NPOKCUMANbHOM HanpaBneHWUW,
noka 3a30p He WcYe3HeT. llocne NOACTPONKM
3akpoiiTe knanaH Tuohy Borst nyTem BpalWeHus

NPOKCMManbHOro KOHUa KJjsanaHa no yacoBOW

CTpenke.

MopAfoK BbICBOOOXAEHMA CTEHTA

1. BBegeHue 0060/104KM WHTPOAbIOCEPA WU
NPOBOAHMKOBOIO KaTeTepa 1 NPoBOAHMKA

d. MonyunTte gocTyn B HY>XHOM MEeCTe, UCMNONb-

coBME-

BcnomMmoraTtenbHOEe 06opy,qOBaH|/|e,

3ys
CTUMOE C CUCTEMOW BBeAEHWS U YCTAaHOBKMU 6F.
6. Uepes 060N0UKY WUHTpPOAbIOCEPA WUAU MPO-
NPoOBOAHMUK

KaTeTep BBeAUTE

BOAHWKOBBI WA
0,035” (0,89 MM) cOOTBETCTBYO L, €N ANUHBI.

2. AvnaTtauma nopaXxeHHoro yyactka

a. MNpu Heob6X0ofgUMOCTW NpPOBefUTe MpefBapU-
TeNbHY AunaTauuio MNOPaXeHHOro yyacTka C

cCTaHjapTHOW MeTOAUKMN

ncnonb3oBaHMUEM

l-IpecKO)KHOI‘/JI TpaHCI'IIOMI/IHaI'IbHOVI aHrmonna-

cTukn PTA.
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d. Flush the Tuohy Borst Y valve with hepa-
rinized saline using a 3-cc syringe to expel
air. Lock the Tuohy Borst valve and continue
to flush until heparinized saline weeps from
the distal catheter end.

€. Flush the guidewire lumen of the stent de-
livery system with heparinized saline using a
10-cc syringe to expel air. Continue to flush
until heparinized saline flows out of the wire
lumen at the distal catheter tip.

f. Evaluate the distal end of the catheter to
ensure that the stent is contained within the
outer sheath. Do not use if the stent is par-
tially deployed. If a gap between the catheter
tip and outer sheath tip exists, open the Tuo-
hy Borst valve and gently pull the inner shaft
in a proximal the gap is
closed. Lock the Tuohy Borst valve after the

direction until

adjustment by rotating the proximal valve

end in aclockwise direction.

Stent Deployment Procedure

1. Insertion of Introducer Sheath or Guid-
ing Catheter and Guidewire

d. Gain access at the appropriate site utiliz-
ing the
compatible with the 6F delivery system.

b. Insert a .035" (.89 mm) guidewire of an
the introducer

appropriate accessory equipment

appropriate length through
sheath or guide catheter.

2. Dilation of Lesion

a. If appropriate, pre-dilate the lesion using
standard PTA techniques.

b. Remove the PTA balloon catheter from
the patient maintaining lesion access with the

guidewire.
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Cordis,

SSM.ALRT. 8 X MPT-

M edical

150 mm B
Philips

CTEeHTa

CKaHHepe Intera KomMnaHuUWM

Systems ¢ MarHmrtHoro 3

Hanpsa>XeHHOCTbIO
Tn. npoAeMOHCTPUPOBANN MeHbLI ee BpalleHue
noa AelicTBMEM MArHWUTHOFO MONA W OTKAOHSA-
loWweh cUNbl, MO CPaBHEHUI CO CMeU,eHUEM,
Bbl3BaHHbIM €XeAHEBHOW aKTUBHOCTbIO Nauu-
eHTa. YUYnTblBasi CMel, eHMe U Bpal,eHne CTeH-
Ta, MPT c npumMeHeHUEeM Nofeil HaNPsAXEHHO-
CTbt He 60n1ee 3 TN. MOXHO NPOBOAUTL cpasy
nocne MMnaaHTaumMmnm cTeHTa. JOKAUHUYeCKUEe

BO3MOXHOCTMHU cMeuw,eHna

mccnegoBaHus
hunbTpa B NoNe HampsiXXeHHOCTbio Gonee 3 Tn.

He npoBoAUNNCH.

NMPEAYNPEXAEHUNA
WARNINGS

Ao n nocne npoueaypbl JoNnxXHa 6t
HpoBeAeHa COOTBETCTBYl W aA Tepanus aHTna’|
EperaHTHbIMUW/aHTHKOAW AHTHBIMMK -m int
ramu

*Ha faHHbIA MOMEHT 0 AONTOCPMNHbBK UWCXo«
Kax nocne NOBTOPHONW AuMnaTtauuu, sHAOTENM
[MpoBaHHbLIX cTeHTOB He H3BecTHOj

WY nayuveHTOB C aNNeprmyeckMmMmy peakuma»
la HUTMHON (HMKeNb-TUTaANOBbLIN cnna.)

LEET NMoOABUTbCA anneprma Ha AaHHbIVI AMnnaH»

» MoBTOpPHOEe MCNONb30BaHWe wn3fgenns nocnl
26paboTku M (MNKN) NOBTOPHOIW cTepunusaums

ero uenoct4d

WX eT MPUBECTU K HapyL eHUIo

KocTn wn HeHafnexawemy @QYHKUMOHMpPOBAB
N0, a TaKXe K yTpaTe BaX HblX MApKMpPOBOK A
W dopmayunimi gna mcnonb3oBaHma, ytoctasm!
BOJ yrposy 6esonacHoOCTb nayumeHTtal'™"~']__

YUepHbIA TOYeYHbIW PUCYHOK AO0NXeH 6w |
MOpowWwoO BMUAEH Ha CepoM MHAMKATOpPe Temne-
paTypbl, KOTOPbIA pPacnonNoXeH Ha BHYyTpenHel
Ecnwn TemMnepaTypi

pakoBKe. MHAMKATOP

IO NMHOCTbIO YepHbIN, Mcnonbs3oBaThb ctenl
aenb3d, TakK Kak Npuv 3TOM e€ro gunameTp B pao
e~blTOM COCTOSAHWUW MOXeT He COOTBeTC3BO"
aTb 3afABNeHHOMYN

BeTBAX

Gyayuem
3YAHNTb BblNOMHEHNE AUNATHOCTUYECKUNUX NN

YcTaHOBKa CTeHTOB B KPpynHBbI!

CeENYHbIX NPOTOKOB MOXEeT B 3a|

TepaneBTMYeECKUX npoueaypa
Mpn BbINOAHEHUWN NO6GbLIX NOBTOPHbLIX pac
6unuapHoro Heob6xogum!

eHU A CTeHTa

lcnonb3oBaTbh YW O00WCTBO WMHAUKALUM M|
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posed by a patient’s daily activity. W ith regard
to stent migration and torque, MRI at 3 Tesla
or less may be performed immediately follow -
ing the implantation of the stent. Non-clinical
testing has not been performed to rule out the
possibility of stent migration at field strengths
above 3 Tesla.

N Appropriate anSplateleb™anfic
therapy should be administered are and

Ipostprocedurei’

jL__The long term outcome following repeal
dilatation of endothelialized stents is u:
fettOMii at present”

F Persons allergic to nitinol (nickel titani

LW a) may suffer an alleigc reaction to
bglantj N
B~T~Reuse: of this product, including after re

processing and/or re-sterilization, maj
pause a loss of structural integrity whict
toould lead to a failure of the device to per-j
[Ornr as intended and may lead to a loss oi
information all ol

m tical labeling/use

which™»ent a potential risk to patiei
jsafetyj

P The black dotted pattern on the grey tem*
berature exposure indicator, found on thi
m er pouch, must be clearly visible./

pot use if entire temperature exposure in*|

jdicator is completely black as the uncon-|

strained stent diameter

may have

___Compromisedj

F Stenting across a major bilerdueTbrancl
Cduld

nostic or therapeutic proceduresj

lead to compromised fijture dial

p... Any secondary expansion of theH ~i
#tent should be performed with a devi
ldicated for biliary stent placement!

Do not use with Ethiodol or Lipiodo!

hiodol and Lipiodol are trademarks o:

rbet S.A.1 contrast mediar



Cordis,

6ropacnonox”
He ucnonb3yinTe ¢ KOHTpacTHbiMW "Bew A
Ethiodol n Lipiodol (Ethiodol mn Lip]

iodol aBnawTCcA ToBapHbIMW 3HakKamMu Guerbel

MEPbI MPEAOCTOPOXHOCTW
PRECAUTIONS

IIfflEttoe n3pgenne JONXHO Mcnonb3oBaTbCcATo/

KO BpavyaMu, nNpowejW MMy MNOATOTOBKY U UM

bwummy onblT B NPOBEJEHNUUN AMATHOCTUYECKUX]

prrepBeHUMNOHHBbIX npoueayp. Heobxoanumo wu

ponb3oBaTb CTaHfapTHble MeTOfbl NpoBefeHa
ep DHUMOHHBLIX Npoueayp| _

Cucrtema JOCTaBKW He nNpeAgHa3HayeHa
O nb3oBaHMA ¢ MHbEKLMNOHHBIMUK cUcTeMamMmu B[
1KOIro pasneHual __

He pekomeHpgyeTca mcnonb”™~"~'""aHHOEé"!
lenne AN NaumeHTOB C W3BECTHOW YyBCTBYEeT
O CTb0 K KOHTpacTHOMY BeLW ecTBY, ecnum nakdy
[BIA™ He 6blNa nNpoBejeHa COOFBeTCTBYlWa
bpweankaunal .  _ _ _ _ _

JaHHOe M3genve A0ONXKHO Mcnonb3oBaTbCcA_nNe

ptOoHTreHOCKonH4ecKHM KoHTponem1l~~
BnnmaHune HarpesaHusa npu nposBefeHwnun' Ll
HakKfnajblBal W UXCA CTEHTOB WUAW CTEHTOB
30pBaHHbIMKM 6anKamMu HEM3BECTHO,'
» besonacHocTb U ahpekKTUBHOCTL Wl nméHes
N bblna NnoAgTBepXAgeHa” ...
i A4 NOIHOCTLIO U TIJTI0THO Kal'IbLLI/l(i)LLII\/'I
nop«eip[fi
ansi peteinl”

?a6oTa c CMCTEMOW: Mepbl NpejoCcCTOPOXHO(;N
XpaHUTe nsgenune npn KOMHaTHOW Tem>{
lepaType, He gonyckaa nonafjaHua npamuw conl
leyHbIx Nyyelii]
He ncnonbsyiiteno ncreyeHnn CPOKa
paHocTm! _ _
BHMMAaTenbHO OCMOTPUTE CTEPUNBHY:N_ N
<0BKY W YyCTpPOWCTBO Mepef UCNONb3oBaHMn”
le ucnonb3yinTe Npu oBHapPYyXeHUI
3BPEXAEHUN,
MpenoxpaHaliTe cucTemy gocTasku N
©pelicTBNA OpraHM4YyecKknUx pactsopurenen]”
He nbiTaliTecb M3BNeYb CTEHT U3 CUCTHA
locTaBkM 0 ncnonb3oBaHuAal
He ncnonb3yiTe, eCN BHEW HIO 0 FTMAb3

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

pThis product should only be used by physS
blan8 trained and experienced in diagnostic
pnd interventional techniques. Standard «

Siques for interventional procedures ‘shouli

S~"Do not use power injection s«tem s wil
jiii delivery system,!
Use in patients with a history of cot
Btisitivity is not recommended unless the pau
pEBt can be adequately prc-medicatcdj_ ”
p Use of this device intiires ~
W ntrolT
e« The effect of heating in the”" MRI environ
inent for overlapping stents or stents w
pactufed struts is not known]
p Safety and effectiveness has'A'not
iemonstrated in?
Lesions that are either total or densels
tieifiaj " n
b Pediatriclbatients

tern Handling - Precautio:
Store at arnbient room conditions out of di-
sunlight]

»Do not use beyond the “Use By”" te
p Carefully inspect the sterile packaging a:
jdevice prior to use. Do not use if it
ttamagedc _ _ _ _ _ _ _ _ __ ___ ___
kDo notexpll the'deliv» sifeifo or
lc solvents,;
pDo not attempt to remove” Sii*~~t from ty
M jvery system before use]
» Do not use if the outer sheaSrc? the’devi”
jNIttaot be flushedj
Do not use if the inner lumen of the

LW re tube cannot be flnstodJ



Cordis,

f'CTpOI/ICTBa HEBO3MOXHO MPOMbITH"
P He ncnonb3yliTe, eCN BHYTPeHHUI

pBeT W OBOAHMKA HEBO3MOXHO LL)OM]bri

rctaHoBKa CTeHTa,; npejgocTopoX HocH

He npunarainTe n36bl TOYHbLIX yCuUnuin iipi

M ep bl

8HMKHOBEHUN CONPOTMUBNEHUA BO Bpema LpOo~n
leaypbl npoBefeHunsa. NpunoxeHune ycunusa g a |
LPEe0OfONEeHNA CONPOTUBAEHNA MOXET ipnBecTu]
|poBpexageHnto cTeHTa nnm npocBexald

f Ecnmn conpoTuBneHne BO3HUKaeT ripj"
PhOTankuBaHuu yepe3 rMgb3yY "OCTOPOXHO U3
|[MOeknTe cucTemy cTeHTa|
Ecnv npu Havyane n3BnevyeHns BHew He
rMNb3bl N8 YCTAHOBKMW YYyBCTBYEeTCHA CONPOTUBS
KeHWe, He OCylW, ecTBNAlTe pa3BepTbiBaHUe C yCK
l[eM. OCTOpPOXHO N3BNEKUTe cucTemMy cteHTtal ~
pte passopauyunBas CTeHT|
Mocne Hayana nNnpouefypbl pasBepTbiBal
CTeHTa OH AO0/NIXXEeH OblTb pa3BepHYT NOJIHEH
a. Cuctema He npefgHa3HayvyeHa gnsa
NOBTOpPEHNHA yCTAHOBKMW MUK 3axBaTa cTeHTa]
p Cob6nopaliTe OCTOPOXHOCTbL Npu npose”

NeHWMW BCNOMOraTelbHbK MHCTPYMEHTOB Yepes’

pPTaHOBNEHHbI i CTeHT|
p Mepep pasBepTbiBaHMEM CTeHTa ycTpaHu™

BCeé NnpoBMUCaHuda BCUCTemMe AOCTaBKW KaTeTep

bl

FAPAHTUHBIE OBA3ATE/IbCTBA
WARRANTIES

Mpous3BoAMTENb rapaHTUpyeT COOTBEeTCTBUE

nsgenna 3asdB/1€H-

JaHHOIo MegUWUUMHCKOTO

HbIM XapaKTepuctmkKkam B npepenax coxpa-

HeHWs cpokKa rofgHOCTM (CPOKA COXpaHeHMUSN

4TO CO-

ero CTEepUNbHOCTWU), NPWU YCNoOBUMN,

Tpe6oBaHMS NpoOM3BOAMTENSA,

6nwo pgaTCcH
yKa3aHHble B UHCTPYKLMWMN MO NMPUMEHEHMWUIO .
Ha npogykuwnio Cordis, onncaHHyl B AaH-
HOMW nyb6nmkKayuuwmn, He pacnpocTpaHAl TCA Ka-
Kne 6bl TO HW 6GbINO ABHO BblPaXeHHbIe UK

nogpasymeBaeMbl e B TOM 4ucne

rapaHTum,
BKNouyaloume B ce6s nobble nogpasymeBae-
Mble TapaHTUM TOAHOCTWU ANA MPOAAXU UK
rapaHTMyM NPUTOAHOCTMU JAS UCNONb30BaHUSA
no HasHauyeHWw. HU Npu KakMx 06CTOATENb-

ctBax Cordis He HeceT OTBeTCTBEHHOCTMU 3a
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Placement - Precautiolis

p N'resistance is encountered at any time dur-
ing the insertion procedure, do not force pas
bge. Resistance may cause damage to th
stent or lumen|

resistance occurs diH g moveme
It(I].m the sheath, carefully withdraw t
btent systenjii
p If resistance is felt when initially retractir
do not

the

lhe outer deployment sheath,

peployment. Carefully withdraw ster
pystem wTthout deploying the stentj~"'

p Once stent deployment has begun7the ste
must be fully deployed. The system is n_

pesig_oed for stent repositioning or 1la>Llr.

pUse caution when cross!» adeplo»d steii
jwith any adjunct devicelJ
p Prior to stent deployment, retoyé7alr 8'aj

from the catheter delivery systetri

The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-

facturer’s use instructions are met.

There implied warranty,

including without
warranty of merchantability or fitness for a
on the Cordis product(s)

is no express or
limitation any implied
particular purpose,
in this publication.
Cordis be

or consequential damages

described Under no cir-

cumstances shall liable for any
direct, incidental,
other than as expressly provided by specific

law. No person has the authority to bind
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Cordis,

NHCTPYKLKMA MO MPUMEHEHNIO
Instruction for Use

CTeHTbI
Stents

S.M.AR.T. CONTROL

Cordis Corporation /Kopanc KopnopeiiuH
Vice President, Global Quality and Regulatory Affairs/

Buue-Mpe3ngeHT no MnobanbHbIM BOMPOCaM KavyecTBa MpernameHTauum’®
(momkHocTb/position)

Miguel Avila/ Murenb ABuna
(wma/naTe)

ly (mognwuck/signature)
«20» Apr/Anpens__ 2017
«AeHb» Mecsl, (uugpamm) / «day» month (numerals)

«MopfTBepX Aak TOYHOCTb, MPaBUNbHOCTb M MEPeBOS Ha PYCCKUIM A3bl K»
| hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cucrema 2ocTasxn crenta SM.AR.T. CONTROL / $.M.A.R.T. CONTROL Steat Delivery System
()
(14
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Cordis.

hrukcaTtopom (10) BHYTpeHHEero

YymnBaeTcCH
CTepXHA CTeHTa, COeAMWHEHHbIM C BHYTpPEH-

HUM cTepxHem. Ha KOHLUe

ANCTaNnbHOM
BHeW Held 060N0UYKWM HaHeceHa PEHTIEHOKOH-
(11).

KpblITUEM CTEHTa B TpeﬁyeMOM MecTe B61U3MU

TpacTHaa nonoca-mapkep Mepeps pac-
LeneBOoro NMOpaXeHHOro yyacTka BbIMONHAET-
CA ero nNo3MUMOHMPOBAHWE C NMOMOL, b AU-
cTanbHbIX (12) M nNnpokcumManbHbIX (13) map-
KepoB. NS packKpbliTUA CTeHTa Heo6XO0AMMO
BbITAHYTb (ukcatop (14). O60N04YKYy u3BNE-
Kal T, KpenkKo 3axaB PYyKoATKY (15) Takum
obpasom, 4To6bl NOBOPOTHOEe Konecuko (16)
Haxo0AMNOCb MeXpay 6onbW MM U yKas3aTeNb-
HbIM nanbuamu. Ana Toro 4YTobbl packpbiTb
CTEHT, NOBOpPOTHOe Konecuko (16) BpawawT
6oNbW MM U yKa3aTenbHbIM nanbuamu [pucy-
HOK 2] mo yacoBOli CTpeNnKe 40 Tex Nop, noka
guctanbHble mapkepbl (12) u pgucTanbHbli
KOHel CTeHTa He 6yAyT BM3yanNbHO Npunerathb
K cTeHkKam cocypa. Korga gucrtanbHble map-
kKepbl (12) n gncTtanbHbIi KOHel CTeHTa pac-
nonarakw T HanpoTWB CTEHOK cocCyja, packKpbl-
TWe CTeHTa MNPOAONXAWT, BbITArMBas Hasafp
YyCTaHOBOYHbLI pblyar (17) [pucyHok 3]. Pac-
KpblTe CTeHTa CYMTaeTCss 3aKOHYEHHbIM, €c-
npoKcu-

I'IpOKCI/IMaﬂbeIVI KOHel u”

nm ero
ManbHble MapkKepbl (13) BM3yanbHO npunera-
0T K CTeEHKaM cocyfa, a PEHTreHOKOHTpacT-
Hbli mMmapkep (11) BHewHeli 060N104YKK pacno-
naraeTcs OTHOW EHNI K

prnkcatopy (10) BHYTPEHHEro CTEePXHSA CTeH-

NpoKCMManbHO nNo

Ta.

NMOKA3AHUA
INDICATIONS FOR USE

HuTuHonoBas cuctema cteHTupoBaHus Cordis
SM.A.R.T. CONTROL nokasaHa K npume-
HEHWIO Yy NaLMEHTOB C aTepPoOCKNEpPO3OM Mepu-
hepuyecKux apTepuit, BKAwYaa NOLB3AOLW Hble
GefpeHHble apTepun, a
npoueayp TIPSS

(TPaHCOTYNsApHbI/A MHTpPamneyYeHOUYHbIW MopToO-

n NOBEPXHOCTHDLIE

TakXe [JNa TMNpoBefeHUS

CUCTEMHBbI WA U.IyHT) nannmnatTuMuBHOINoO nevyeHumMsA
310Ka4yYyeCTBEHHDbI X HOBOO6pa3OBaHMVI B Xeny-

HblX MpOTOKax.

MPOTWVBOINOKASAHWNA
CONTRAINDICATIONS

B NMpoTtnBonokKasaHMaMmnm K ncnonbsb
ro lE®»iictBa ABnsATCA

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

thumb and index finger [Figure 2] in a clock-
wise direction until the distal stent markers
(12) and the distal end of the stent, visibly ap-
pose the vessel wall. With the distal stent
markers (12) and the distal end of the stent
apposing the vessel wall, stent deployment
continues by pulling back on the deployment
lever (17) [Figure 3]. Complete deployment
of the stent is achieved when the proximal
end of the stent and the proximal stent mark-
ers (13), visibly appose the vessel wall and
the outer sheath
proximal to the inner shaft stent stop (10).

radiopaque marker (11) is

The Cordis SSM.A.R.T. CONTROL Nitin-
ol Stent System is indicated for use in pa-
tients with atherosclerotic disease ofpe-
ripheral arteries, including iliac and super-
ficial femoral, for TIPSS (Transjugular
Intrahepatic Portosystemic Shun) proce-
dures and for palliation of malignant neo-

plasms in the biliary tree.

gontraindications associated with thi
ofthis device includej



Cordis?

Hapyl eHWe CBEPTbIBAeEMOCTU KPOBMU|_
HenmepeHOCUMOCTb aHTL
HTMarperaHTHbI X NnpenapaToB!
NPUMEHEHMWE HA BHYTPUYUYEPCNHX apTepua?”®
L wn3BecTHas runepyYyBCTBUTENbIOCTb K Hu«l
}eenb-TutaHosomy cnnaBy{~~
nopaxeHusa, npensaTcTByto W e NnoBHO!
BAyBaHMW 6annoHa AnsA aHruo!
NnpaBMNbHOMY pa3Mel,eHUNtO cTeHTal
__~.wcTeMbl gocTaBkmn cTeHTa(
N nepdopuMpoBaHHbIW XeNYHbIi NPOTOK B
, KOTa CTEHT MOXET 3;°CUINTb UCTeY
M3 nportoka!
b OpMpOBaHHbIE;
p 6epeMeHHOCT:
p ocTpblii acumnT]|
i__ _CTEHTWpPOBAHHbIM XeNUYHbIA NPOTOK C nNon*]
BOW okKknw3ueii, yepes KOTOpPbIi HC MOX
p|I"ATN KaTeTep CUCTeMbl JOCTaBKMU|
N omb6o06pa3oBaHMWe Ha MOPaXeHHOM

feemnn B6nmM3n HerolJd

MOBOYHbIE AEACTBUA
COMPLICATIONS

BmewartenbcTBa,
«KOX HblM BBeJeHWEM KaTeTepoB, 40N Hbl HHOBbI

conpoBoxpat wuecs

TONbKO Bpa4yun, oceBegoMNeHHbIe O BO3MOXHBbI»

OTOXHeHUAX. OCNoXHeHUs MOryT passuBaTtbca 14

TakK U nocne 3aBepweHWa npoueaypbl. B
nomMmumo npOHeroj

Bpems,
1C/IO BO3MOX HbIX OC/MOXHEHUNR,

xoaAaTt~ "

BHe3anHoe 3aKpbiTue cTew un!

HEeBO3MOXHOCTb gocTynal _

,afineprnyeckas/aHapmnaakTongHaape

mHemunsa,!

nwemunsalu,

10kappaal _

mHeBpu3Ma ‘UnN' ncéspgoaHeBpiisw L 0¥gaM N

iecTapgoctyna k cocy_gyj
apunTMmuman

‘apTepuocknepos|_

ambonua aTepomMaTO3HbIMW MaccawrTcuBi
«CUHEero nanbuya»)!

nepdopaums XeNUYHblX NTPOTOKOB!

» M

6pagnkapgpua!
netanbHbIi mcxogp!
CUHAPOM gncceMMHUppBaHHoOr”"

HcocyHHCToro ceeLu watubl
nepudepmyeckuin oTek|

6naw ko, Tp#H|towm |

amb6onua (BO3JyxXomMm,

YW K iicteom u T M
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FBleeding disoitie”

p Inability to tolerate'antM iTom ~ic”
totiplatelet therapief

p Intra-cranial arteri”®

AKnown byp~L §1M™ 101 X
bateai = ... - - -

p Lesions that prevents complete inflt

é

toon of an angioplasty balloon or pi

placement of the stent or stent delivi

'"Perforated biliary duct where leakag
5m the duct could be exacerbated bl
e sten”

f Perforated vessel

p Pregnaneji’

fPresence of severe asci

« Stentofa duct with total biliary o
elusion which cannot be crossed by tli
delivery cathet”

PThrombus in or near the ftrait lesioi

poeedures requiring percutaneous cad”
jeter introduction should not be at
Id by physicians unfam iliar with tt
lossible complications. Complicatic

lay occur at any time during or aftelj

le procedure. Potential com plicatil

ly include, but are not limited to{

Abrupt stent clo5nyal ~~~~
i»Access failurd
A llergic/impb”~actoid reactioa
pAnemiap
~Angina / coronag ischemia / mm>can
Jdial infarcticfflj
NANAneurysm or Pseudoam in ves"!
|lel or vessel access stt)
WA “...l',\(j](\n(\

Arteriosclerosii

Atheroembolization ffilue Toe S Ifl

pJBileduct perforatjoj

pBradycardi”®

« Deatb .

f Disseminated intravascular coal
Cittoi(7~

pEdema, perij

ji"Embolization (air, plitgue» thrombuj]

device or otherj



Cordis,

nnxopag!»
o6pasosaHue cbhi
raHrpesHan

XenyagoyHo-Kunuwe4vyHoe KpoBOTe4deHMUe,

1BNeHHOEe NPMUMEHEHNEM aHTUMKOArynaHTOB U alW, jga

’ablXx npenapaTtoB”

KPOBOU3NUAHNA unu obpasoBaHne rem®aplll

MOHMNXEHNE UNWN NOBblIWeHNE epLU,)VIaI'IbHOTa

MHpekKUUa n (MAun) cencucy __

noepetaeHue/oTcnoeHune/waw 8M A0 Lo H

06;"

pFev”™ _

* Fistulazatio”

~Gangrene

~Gastrointestinal bleed from anticc
lation/antiplatelet medicatij~*»

hHematoma/Hemorrhagig[

*Hypotension/hypcrtensioii

¥ Infection and/or sepai”

NJntimal injne«
ty/dissection/rupture/perforatic

Nschemia requiring intervention (bj

pass or amputation of toe” foot or lei

nwemmnsa, Tpebytouwas BMewaTenbcTBa »Limb Ips4_
3eBaHWe MAKU amMnyTauua nanbua HOrM” cTONbl UAWM  » Lijver ab$c”
roneHun)! o *Pain
noteps KoOHe4yH6CTN3 *Pancreatitis
abcuecc nevesabl *Parenchymal hemorrhag”
60]1!:1:_ 3 f Renal insufficiency or failpj~
naHkpeaTuT '*Restenosis of the stented seyieni|
napeHXxMMaToO3HOe KPOBOTeYeH MU *Sludge occlusiori
noyeyHasa HeJOCTATOYHOCTb|_ bStent malappositioiS
pecTeHO3 CTEHTUPOBAHHOIO CErMeHT"| VStent migratio;
OKKNW3MA BCnefcTteme cnagx-cu, wy3omal * Stent obstruction secondaiy to turn!
HenonHoe NnpuaeraHune creHrta” ingrowth through the sten]|
Murpauma ctex”™ * Stent structure j&actore
__06CTpPYyKLMA CTeHTa BCNefCcTBUE p Stroksj _ _ _
_ |BHero onyxonwnu! fThrombosis/thrombpi
paspblB Kopnyca cTteBg” *Tissue necrwii!
MHCYyNnbT!*™ f Tumor overgcowth at the stem €nds
TpoMm603]|___ »Vaso$pasnS
HEeKpPO3 TKaHell| OWorsened daudication/resf H
acTaHuMe onxopjei B o6nacTum KOTOIM

Basocnasml|

_ycuneHue nepemexatoueiics

3rea/BO3HUKHOBEeHMEe 601K B COCTOAHUM NoKoA!

YCNoBNA NMPNMEHEHUA
CONDITIONS OF USE

JaHHOEe MEAULMHCKOE U3LeNne NPpUMeHseTCS
TONbKO B YCNOBUAX NevyebHbIX W nevyeGHO-
yupe-
MEeAULWH-

NpoMNakKTUUYECKNX MEAULUHCKUX

XAeHUW  KBaNnUULUPOBAHHLIM

CKMM nepcoHanom.

Crnocos NPMMEHEHUA
DIRECTIONS FOR USE

MoaroToBKa K onepauum

3a 0AMH-ABA AHA 4O OMepaLuWmn NayuUeHTy Heo6-

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

This medical device is used only in the condi-

tions of medical and therapeutic institutions

by qualified medical personnel.

Pre-Procedure
The patient may be started on nonbuffered,
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Cordis,

NONHWUTL aHrmorpaduio.

b. N3BneknTe NPOBOAHUK, 060MN0YKY U BbIMON-
HUTe remocTas. NMpumeyaHue. NMocne BbINONHE-
HUA nNpoueaypbl neyawuit Bpay Ha OCHOBE CBO-
ero onblTa M NO YCMOTPEHWW WHAWUBUAYANbHO
Ha3HayaeT NnayMeHTaM CXeMy MeAMKaMEHTO3HO-
ro nevyeHus.

c. Hagnexawmum o6pa3omM 3akpoliTe onepaum-
OHHYI0 paHy.

d. YTunusupyiiTe cuctemy BBefeHWS U ycTa-

HOBKW, MPOBOAHUK M 060N104YKY.

COBMECTUMOCTb C MPT
MRI Compatibility

CTeHT 6e3onaceH npw npoBefeHunm MPT, He
nogesepraeTcs BO34eCTBUIO annapaTypbl
MPT, a TakXe He MewWw aeT NPOBeLEHNI TOMO-
rpagun.

MPEAOYTNPEXAEHNA

WARNINGS

Lo n nocne npoueaypbl AONXHa 6bITB
peBefjema COOTBeTCTBYlO UL asA Tepanusa anwru

}OFaHTHbIMI/I/aHTVIKanyI'IFlHTHbIMVI n pesprapa-

Ha faHHbBIA MOMEHT O JONTOCPOYHbBIX UCX«K
jax nmocne NMOBTOPHOW AunaTayuumm ampgoTtenu!
Ll poBaHHbLIX CTEHTOB He U3BECTHO»!N
Y NauueHTOB C annepruyeckMmm peakumangd

la HUTUMHON (HWKe;N>-TUTAHOBLI cNnaB) MOM

KeT NoABUTbCA annepruma Ha ,anHbIVI I/IMI'II'IaI/I|

MoBTOpPHOe MCNONb30BaHUe u3genua noen!
36paboTKM U (MNAN) NOBTOPHOM CTepLl W 3W MK

"OXeT NpuMBECTU K HapyweHutw ero uenocrt!

KOcT ©“ HeHapgnexauwemMy GYHKLWOHWPOBAB

aTaKkxe K yTpaTe BaXHblXx mapkuposok W
whopmaunmm gna mcnonb3oBaHusa, 4yto CTaBHIj
noj yrposy 6esonacHocTb nayumenta”

P YUepHbIi TOYeYHbIA PUCYHOK JONXEH 6bl i

KOpOW O BMUAEH Ha CepoM MHAMKATOpe TeMnep
M Typbl, KOTOpbIA pacnonoXeH Ha BHYTpeHHeW

MakKoBKe. Ecnm wuHpmkKaTop TemnepaTypbl

NMONHOCTbLIO l-IeprIVI, nmcnonb3oBaTb CTEHT

HeNnb3A, TaK KaK nNpu 3TOM ero guameTtTp B pacéd

M bITOM COCTOATINUN MOXET He cooTBeTcTBO-<

baTb 3asiBeHHOMY |

b) YcTaHOBKAa CTEeHTOB B BeTBAX KPpynHBbI X

KefUHbl X NPOTPKOB MoXe7/ B 6Gyayu,em”
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obtained.
b . Remove the guidewire and sheath
and establish hemostasis. Note: Physician

experience and discretion will determine the

appropriate post-procedure drug regimen
for each patient.
C. Close the entry wound as appropri-
ate.
d. Discard the delivery system, guide-
wire, and sheath.
The stent is MRI safe and does not interfere
with, nor is affected by, the operation of an
MR device.

F

Appropriate antiplatelet/anticoagulai

~Nerapy should be administered gre a
post proccduref

The long term outcome following re®
toatation of endothelialized stents is un
Ibttown at present. E

Persons allergic to nitinol (pickel titan!

pm.) may suffer an allergic reaction to thii
~plantL )

Reuse of this product, including after re-
processing and/or

re-stcrilization, m a|

ause a loss of structural

integrity whicB

uld lead to a failure of the device to perj
tonn as intended and may lead to a loss of
Initical labeling/use information

all o]

~hich present a »tential risk to
Anafety(_

"The black dotted pattern Ol the grey tem-j
berature exposure indicator, found on thi
[nner pouch, must be clearly visible,
not use if entire temperature exposure in-j
jetcator is completely black as the uncon-j
~tmined stent diameter may have
txanpromised”

Stenting across a major bile duct brand
could lead to compromised future diag

postic or therapeutic proceduresj



Cordis.

AYOHUTb BbINOJHEHWE AUATHOCTUYECKUX:
,NaneBTUYECKUX MpoLeaypy

Mpyv BbINONHEHWU N0 GbLIX MOBTOPHbLIX pas3
apeHuit 6GuAMapHOro CcTeHTa THO6X0AUMA
lcnonb3oBaTb YCTPOWCTBO MHAMKALWUM MecTa
ero pacnonoxeHus,!

He

Mcnonb3ynTe c
Ethiodol

KOHTPacTHbIMMA
(Ethiodol

jlodol AaBnawTCcA ToBapHbIMU 3HakKaMu

Beu 3

n Lipiodol n Lip|

MEPbI MPEAOCTOPOXHOCTU
PRECAUTIONS

LaHBOe M3genume AOMXKHO MCNONb30BaThbCA TOLY
KO BpayamMu, NpowejwiuMm NOATOTOBKY U UM
|[K>W1MM oNbIT B NPOBEeAEHUU AUATHOCTUYECKUX

BEHLUOHHbLIX Npouesyp. Heo6xoamumo u

oBaTb CTaHAapTHble MeToAbl apoBeged!

BEHLMWOHHbLIX NpoLeayp,|

»Cuncrtema JOoCTaBKW He NpeAHasHayeHa ANda u

Bonb3oBaHMA C MHBEKLUOHHBIMW CUCTEMAaMWN BK

10 KOTro faBneHuna”

»He.peKoOMeHAYeTCs WCNONb30BaTb fJaHHOe
lenve NS NauWeHTOB C U3BECTHOW YYBOTB
a0CTb!0 K KOHTpPacTHOMY BeLW ecTBY, €CAn Ul un

6Ty He O6blna npoBefeHa

apemegnkauyunal __ ~

*NaHHOEe U3feNnue JONXHO Mcnonb3oBaTbcs nd

3eW TEHOCKOMUWYECKNM KOHTponem”

* BAusHWe HarpeBaHuWs Npu NpPOBefeHUU

pVI HakKnajgblBaw W nxcda CTEHTOB UNun CTEHTOB i

pagaspBaHHbIMU 6anKaMW HEUN3BECTHO,;
Be3onacHOCTb U 3 (PEKTUBHOCTb NPUMCHEL
T 6bl/1a NOATBEPXAEHA|_ ™ i e
0N MONHOCTLIO MAW NNOTHO KanbLw LLy,
NpoBaHHbBLI X NopaxXeHuni!

¥ ganapgetell

Pa6oTa ¢ CMCTEMOI: Mepbl NPesOCTOPOXKHOCT!

y XpaHuTe nsfjenve Nnpu'kKOMHaTUONK Temnep
paType, He fonycKkas nonajgaHusa NpsMm bl X

[eONHEUHBIX Ny4Yen|~ “s~*"An

» "He HcnoiBKprifee no ncteueHumn cpoka
pocTtu!
BHMMaTeTbHO OCMOTPUTE CTepuUnbpyw
NaKOBKY W yCTPOWCTBO Nnepej Mcnonbso!
pafaem. He ncnonb3yiite npd
3NHaApPYXEeHUN NOBPEXAEHUN!
F"npenox”M M « cucTtew [JOCTaBKMOTBON

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

COOTBETCTBYIO HLY

secondary expansion of the bililri

:ent should be performed with a devi”®
ndicated for biliary stent placement!

p~Do not use with Ethiodol or Lipiodol (Ethi*N

~ol and Lipiodol are trademarks of Guer-

S.A |l contrast mediaj

f This product should only be used by physw
ians trained and experienced in diagnostii
d interventional techniques. Standard techj

interv~entional

empio.yedj

ques for procedures shoulj

P”iDo not use power" Iniection.'swtems"™"'w jS
the delivery systems

Use in patients with a history of coni

lensitivity is not recommended unless the
pent can be adequately pre-medicated(

p Use of this device reauires

rontrolT™"™"'

p The effect of heating

wy Tron™

Jw w for overlapping stents"or stents 'wifti

Iftr"CtUfed struts is not knownj

I Safety and effectiveness has nol~bé~n

remonstrated in|__

b Lesions that are cither totall¥ or denselj
~Nifi(?4
b Pediatric patient®

stem Handling - Precauth”

» Store at ambient room conditions onlol1l”
wll sunlightj

*Do notuse beyond the “Use By” date,_

p Carefully inspect the sterile packaging ani
device prior to use. Do not use if it
damaged”

e Do notexpose,the deltvag'gfstem to orian
Ic solvents!

Do not attemptto remove the Stent from thi

Beliveg Systeiabefo reuse|



Cordis?

OcTaHOBKa CTeHTa; MepPbI NPEfOCTOPOXKH
K He npunarainte nsbbl TOYHbIX YyCUNUii
BO3HMKHOBEHWWN COMPOTUBNEHUS BO
npouenypbl npoBefeHUA. NMpunox#|
le ycunus gna npeojoneHna conpolu A
[TeHMA MOXeT NPUBECTU KNOBPEX AeH L,
CTeHTauUNun npoceeTa;

PF_Ecnu conpoTWBNeHUe BO3IHUKAET Npi
np0T111BLLBaHWMM Yepe3 rnnb3y, pcTopin3
po N3B/IEKUTE CUCTEMY CTEHTA.

F""Ecnwn npu Hayane n3snedyeHus BHew HJ
LUBblgns yctanoskn uyscTBYyeTCS
)TUBNEenmne, He ocylW ecTBNANTe pa3Bu

KW aTtae cycunmem. OCToOpoxXBa'
K3BNEKUTE CUCTEMY CTEHTA, He
pasBopauyuBas CTEHT,’

F"" .Mocne Hayana npoueAaypbl pa3BepTbiBaHTN
NHTa OH LON>XeH 6blTb pasBepH>Ir NONHI
CTbto. CucTeMa He NnpejHa3HayeHa gns
NOBTOPEHMWS YCTAHOBKMW UK 3axBaTa

N MeqTtal M

b Co6niopaiiTe 0OCTOPOXHOCTbL Npu NnpoBeal

AHUM BCNOMOraTeNbHblIX UHCTpYyMeHTOB 4fJ
pe3 yCTaHOB/MEHHbIN CTEHTY _

b Mepeg pa3BepTbiBaHUEM CTeHTa ycTpaHuii

NPpoBUCaHNA B CUCTeEMEe AOCTaBKU Kaaj

©aj

FAPAHTUHBIE OBA3ATE/IbCTBA
WARRANTIES

Mpou3BoOAUTENb rapaHTUpyeT COOTBETCTBUE

AaHHOIFro MeAMUWMHCKOIro wusaenmsa 3adBJ/I€H-

HbIM XapakKTepucTukKaMm B npefenax coxpa-
HeHWsT cpoKa FoAHOCTM (CpoKa COXpaHeHUSN

ero CTEepUNbHOCTWU), MPU YCNOBWUM, UYTO CO-

6niopgatoTca TpeboBaHMS NPOM3BOAMTENA,
YyKa3aHHbl e B UHCTPYKLUMWUWU MO MPUMEHEHUIO .
Ha npoagykuyuio Cordis, onucaHHyl B fJaH-

HO Ny6nukKayuum, He PacnNpPoCcTPaHSAI TCA Ka-
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acteristics within

There

Do not use if the outer sheath of the deviagj

annot be fliushed|

Do not use if the inner lumen of the

jre tube cannot be flush”™t

KentPlacenient - Precautioa®

p If resistance is encountered at any time dun

the insertion procedure, do not force pas-
Resistance mav. cause dIB Bie to.tin
jStent or lumeny
p If resistance
Ithrough the sheath, carefally withdraw thi
Stent system ] N

j* If resistance is felt when

sage.

occurs during movemei

initially retractt
le outer deployment sheath, do not fa

eployonent. Carefully withdraw ~the ster
system without deploying the stentj

« Once stent deployment has begun, the stejS
is noi

iffliust be fully deployed. The system

psigoed for stent rfBositioning or recaptur-j
‘JdJse caution when crossipi

th any adjunct device.]

p ior to stent deployment, remove all slaci

ftom the catheter deliveiy ss

The manufacturer warrants conformance of

this medical device with the declared char-

shelf life (sterility term)

provided that all requirements of the manu-

facturer’s use instructions are met.

is no express or implied warranty,

including without limitation any implied
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Authorized Representative of
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Cordis,

NHCTPYKUMA NO NMPUMEHEHNIO
Instruction for Use

CTEeHTbI
Stents

PALMAZ GENESIS

Cordis Corporation / Kopduc KopnopeliwH
Vice President, Global Quality and Regulatory Affairs/

Buue-MNpe3ngeHT no MnobanbHbIM BOMPOCaM KavyecTBa MpernameHTaunmm_
(gomxkHocTb/position)

Miguel Avila/ Munrenb ABuna
(umsa/naTe)
n (noonuchb/signature)

«20»  AprU/Anpenb__2017
«AeHb» Mecsay, (uugpamm) / «day» month (numerals)

«MoaTBepXAal TOUYHOCTb, NPAaBU/IbLHOCTbL W NEePeBOJ HAa PYCCKUA A3bl K»

| hereby certify accuracy, correctness and reliability
of this document translated into Russian
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Cordis,

NMOKA3AHUA
INDICATIONS FOR USE

Mepucdepnuecknin cteHT PALMAZ GENE-
SIS npegHasHa4yeH 419 MPUMEHEHUA B neve-
HUW aTepockKsepos3a nepupepuyeckunx apTe-
pUA HUXe AYTW aopTbl U AN NannmMaTMBHOTO
neyeHwuns

3/10Ka4YeCTBEeHHbI X HOBOO6pa3OBa-

HUWUMA XEeNuYHblX NPOTOKOB.

The PALMAZ GENESIS Peripheral Stent is
indicated for use in the treatment of atheroscle-
rotic disease of peripheral arteries below the
aortic arch and for palliation of malignant

neoplasms in the biliary tree.

Ta6bnuuya 1.
OnucaHue cTeHTa JnnHa cteHTa PEKOMEH0BAHHbIA ~ MWUHaNKHOE 1H»KOMBHAOBAHHb I
6asiIOMHbIN KaTeTTL}  [aB/eHve MHTpT IOCEp
Corceaans PTA anoHKeHus karetepa Cordis' (CSI)
1 NPOBOLANKOEbI
Kareng*
Kog NepaarpsM1wii  Pacumponvieir®  Katetep Homep arM.  idla Pasmep Paswp
[OHaMBT(> {nvm) () no CSino  oBoaHwKOBOrO
X Katasnory* LLIKase KateTepa no
AnnHa (MM) French LuKane French
(Mm) (mm)

PG124P 5x12 12 12 OPTA  419-5015* 6 6w 6P(ro) 8F{2,7)
6x12 11 PRO 419-6015* 6 6C»  6F(2,0) 8F{2,7)
7x12 10 419-7015% 6 608 6,5F 8F(2,7)
8x12 10 419-8015* 6 60S nn) 8F(2.7)

6,5F
(27)

PG154P 5x15 15 15 OPTA  419-5020% 6 W 6F(2,0) 8F(2,7)
6x15 14 PRO 419-60/15* 6 eT 6F(2.0) 8F(2.7)
7x15 13 419-7020% 6 608 6.5F 8F(2.7)
8x15 13 419-8020* 6 608 (2.2) 8F(2.7)

6,5F
(22)

«J184P 5x18 18 18 OPTA  419-5020* 6 6(B  6F(2.C» 8F(2.7)
6x18 17 PRO 419-6020* 6 608  6f{2,0) 8F(2.7)
7x18 17 419-7020* 6 608 6,5F 8F(2,7)
8x18 15 419-8020* 6 608 (2.2) 8F(2.7)

6,5F
(2.2)

PG244P 5x24 24 24 OPTA  419-5030% 6 608  6F(2,0) 8F{2,7)
6x24 23 PRO 419-6030* 6 608  6F(2.0) 8F(2.7)
7x24 23 419-7030% 6 608 6,5F 8F (i7)
8x24 21 419-8030* 6 608 n) 8F(2,7)

6,5F
(2:2)
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Cordis.

Tablal
StNot Description StentLmiith Recommended Cc»dhPTA Nominal  Recommended Cordis Catheter
Balloon Catheter Inflation Sheach Introducer' |CSI} and
Presswe Gtdding Catheters
Product Nominal Unespanded Expanded» Catheter Catalog kPa CSthe GuMtng
Code tmm) (mm) Number* French(mm)  CatteterStze
(mm) French (mm)
PG)24P  .5X12 12 12 OPTAPRO 419-5015* 6 608 6Fa0O) 8PON
6X12 n 419-6015* 6 608 6F0.0) 8fa.7)
7X12 10 419-7015* 6 608 6.5PC2/1 SfQ.n
8X12 10 419«)15* 6 608 6.5F Q2\ sfan
PG154P 5X15 15 15 OPTAP1O 419-5020* 6 608 6Fa0) tf Q.7)
6X15 14 419-6020* 6 608 6Fao) 8fIXn
7x15 13 419-7020* 6 608 6.5F(22) 8F(2.7)
8X15 13 419-8020* 6 60S 63F (2J) Sf(2.n
PG1S4P  5X18 18 18 WTAPRO  419-5020* 608 6F(20) 8Fa.7)
6X18 17 419-6020* 60S 6F(2.0) 8F(2.7)
7X18 17 419-7020* 608 6.5F Q2) 8Fa7)
8X18 15 419«)20* 608 6JF (2J) 8F(2.7)
PG244p 5X24 24 24 OPTAPRO 419-5030* 608 6Fao) 8FG.7)
6X24 23 41945030* 608 6F(2.0) 8F(2.«
7X24 23 4197030* 60S 63F (22) 8FP-7)
8X24 21 419-t030* 608 6.5F (22) SFO-T)
NMOKA3AHUA
INDICATIONS FOR USE
Mepuepunyeckuit cteHT PALMAZ GENE- The PALMAZ GENESIS Peripheral Stent is
SIS npegHasHauyeH ANA NMPUMEHEHWA B fne- indicated for use in the treatment of atheroscle-
YyeHUN aTepockfneposa nepudepuyecKkux rotic disease of peripheral arteries
apTepuii HUXe AYyrn aopThl U ANSA nanauva- below the aortic arch and for palliation of
TUBHOFO NeYEHMNHA 3/10KAYECTBEHHbLIX HOBO- malignant neoplasms in the biliary tree.
o6pa3oBaHWUW >XeNYHbIX NPOTOKOB.
MPOTUBOINOKASAHNA
CONTRAINDICATIONS
CTeHTUpPOBaHUE MNepudepuyeckux apTe- Peripheral Artery Stent Implantation
puii Generally, contraindications to percutane-
Kak npasuno, npoTMBONOKasaHmMn K ous transluminal angioplasty (PTA) are al-
UPECKOX HOMW TpaHCNIOMUHANbLHOMK aHruno- so contraindications for stent placement.
nnactuke (PTA) ABnATCA TakKXe U NpoTun- Contraindications include, but may not be
BOMOKa3aHMAMMWU K yCTaHOBKe CTeHTOB. B limited to:
UMCNO NPOTMBOMOKA3aHMUI CcCpeaM NpPoYero * Patients with highly calcified lesions re-
BXOAAT: sistant to PTA.
e HafiMuMe CUNbHO KanbUUDULUUPOBAHHBIX * Patients with a target lesion with a large
MopaXeHHbIX Yy4aCTKOB, Pe3UCTEHTHBLIX K amount of adjacent acute or subacute
PTA; thrombus.
e BblpaXeHHbIW OCTPbIA MUAM NOJOCTPbIN ¢« Patients with uncorrected bleeding disor-
npouecc Tpom6oo6paszoBaHWA BOKPYr no- ders or patients who cannot receive antico-
paX eHHOro0 y4yacTKa; agulation or antiplatelet aggregation thera-
° HEKOPPWUIMpPOBaHHble HapylWeHNWs CBep- py-
TbIBAEMOCTW KPOBW WAM HanMuyume NPOTUBO- « Patients with perforated vessels evidenced
nokasaHWii K HasHAYeHWI0 aHTUKOATrynAHT- by extravasation of contrast media.
HOW MNM aHTUTPOM6GOLMTAPHON Tepanuu; * A lesion that is within an aneurysm or an

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



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



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



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



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



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



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

90



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



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

oMy



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

K ]



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

14



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



Cordis,

LLMe KOHTaKTa C KpoBbH w/vnun ¢ 6uono-
rMYeCKUMM XXMUAKOCTSMM), B TOM 4YnCne C
MCTEKLUINM CPOKOM FOAHOCTW, noanexar
yTUAn3auum - U/Mnn - YHUYTOXKEHUIO  CO-
rnacHo CaHlnH 2.1.7.2790-10 (knacc A).

cording to SanPiN 2.1.7.2790-10 (Class
A).

TEXHUYECKOE OBC/TY>XUBAHUVE 1 PEMOHT

MAINTENANCE AND REPAIR
[aHHble MeMLMHCKNE U3Aenuns - oaHopa-

30Bble. TeXHUUECKOMY 06CNYXKMBAHIIO W
PEMOHTY He MOANexar.

CMBO/Ib
SYMBOLS

lNponssoanTens

fREFI Homep no katanory

LO

—

Howmep naptumn

Cpok rogHocTtu

TonbKO ANs OfIHOPa30BOro VCMO/b-

30BaHUA

A BHuMaHne! CMOTPU MHCTPYKLMIO

Nno NMPMMeHeHnto.

He gonyckaTb BO3AeNCTBUS CON-

HEeYHOro CBeTa

bepeyb 0T Bnarun

He ncnonb3oBaTth Npu NoBpeXxae-

HNN YMaKOBKN

STEHtE R
€M M30Tona KobanbT-60

lec 1rer 1 TpefacTaBuUTENb B EBPOMNENCKOM CO-

obLecTse
C€ CooTBeTCTBME TPEBOBAHVAM AU-
0086 pekTuBbl EC
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CTepunun3oBaHO ramma- MU3nyyeHu-

These medical devices are for single use on-
ly and are not subject to maintenance and
repair.

Manufacturer
Catalog Number
LOT Number
Use”-By Date

Do not re-use

Caution

Keep away from sunlight

Keep dry

Do not use if package is damaged.

Sterilized using
irradiation

Authorized Representative in the European
Community

Compliance with the requirements ofthe
European Union (EU) Directive
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Cordis.

Tabnuua!l.
OnucaHue CTeHTa OnvHarremta ("xomeHAOHanMblI MUHaNbMOB PekomeHa0BaHHbI N
6annoHHbIi XaTeTep fanneBeMe UKTPOAbKXeEp
CordIf gnaPTA anosHeHus KaTteTepa Cordis’ (C5I
N NPOBOAHUKOBBIA
Katetep ®
Kog, UMManbHble  HepacwMpeHHbI  PaclumpeHHblii*  KaTeTep Homep aTHn  kf/la  Pa3smep Pasmep
3peTw {mm) (nm) no CSino 0BOAMMK08OIO
X Karanory'™ WwKane KaTeTepa no
anvHa Cwm} French wkane French
(Mm) (MM)
PG1910P 10x19 19 17 OPTA 419-0020» 6 603 8F(271 10F (3,3
12x19 16 PRO 419-2020» 4 405 8F(2,7) 10F (3,3
PG2S10P 10x25 25 23 OPTA 419-0030» 6 608  8F(2,7) 10F (3,3
12x25 21 PRO 419-2030» 4 405  8F(2,7) 10F(3,3)
PG2910P 10x29 29 27 OPTA 419-0030» 6 608  8F(2,7) 10F (3,3
12x29 25 PRO 419-1030* 4 405  8F(2,7) 10F (3,3)
PG3910P 10x39 39 36 OPTA 419-0040» 6 608  8F(2,7) 10F(3,3)
12x39 34 PRO 419-2040* 4 405  8F(2,7) OP(34)
OPTA
PGS9U»P 10x59 59 55 PRO 419-0060* 6 608  8F(2,7) 10F(3,3)
Table t
Nominal Recommended Cordis
Stent Recommended Cordis PTA Sailoon oml_na Catheter Sheath
Description Length Catheter Inflation Introducer’ (C5)) and
Pressure Guiding Catheter*
' CsiSize  Guidin
Product Nomina) Unexpanded Expanded’ Catalog - Cathetegr
Code OiaxL Catheter Number atm  icPa French Size
(mm) (mm} (mm) umber (mm)  French (mm)
PG1910P 10X19 19 17 OPTA PRO 419-0020» 6 608 8F(Z7) 10F(3.3)
12X19 16 4192020* 4 405 8F (2.7) IOF (3.3)
PG2510P 10X25 25 23 OPTAPRO 419-0030* 6 608 8F(2.7) 10F(3.3)
12X251 21 4192030» 4 405 8F (2.7) 10F (3.3)
PG2910P 10X29 29 27 OPTAPRO 4190030» 6 608 8F (2.7) IOF (3.3)
12X29 25 419-2030* 4 405 8F (2.7 10F(3.3)
PG3910P 10X39 39 36 OPTAPRO 419-0040* 6 608 8F{2.7) 10F{3.3)
12X39 34 4192040* 4 405 8F (2.7) IOF (3.3)
PG5910P 10X59 59 55 OPTAPRO 4190060* 6 608 8F (2.7) 10F{3.3)
NOKA3AHUA

INDICATIONS FOR USE

Mepupepuueckuit cteHT PALMAZ GENE-
SIS npegHasHayeH 44 NPUMEHEHWUs B fe-
YeHWW aTepockepo3a NepuepuyecKmx
apTepuin HUXe Ayru aopTbl U ANa nannma-
TUBHOIO JIeYEHMUS 3/10KA4YECTBEHHbIX HOBO-
06pas3oBaHnii XeNYHbIX NPOTOKOB.

MPOTUBOIMNOKA3AHWNA
CONTRAINDICATIONS
CTeHTMpoBaHME nNepudepuyecknx apTe-
puii

Kak npaBuno, MpOTMBOMOKa3aHMs K
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The PALMAZ GENESIS Peripheral Stent
is indicated for use in the treatment of ath-
erosclerotic disease of peripheral arteries
below the aortic arch and for palliation of
malignant neoplasms in the biliary tree.

Peripheral Artery Stent Implantation
Generally, contraindications to percutane-
ous transluminal angioplasty (PTA) are al-
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Cordis,

INDICATIONS FOR USE

Mepuepnyecknii cteHT PALMAZ GENE-
SIS npepHasHayeH AnA NPUMEHeHUs B ne-
YeHWM aTepocK/iepo3a nepudepuyeckmx
apTepuii HYXKe Ayrn aopTbl U ANA Nanna-
TUBHOIO JIeYEHUS 3/10KAYECTBEHHbIX HOBO-
06pa30BaHuN XeNYHbIX MPOTOKOB.

MPOTVMBOIMNOKASAHWNA

CONTRAINDICATIONS

CTeHTVpoBaHVEe nepudiepuyecknx apTe-
puii

Kak npaBwno, npoTMBOMNOKasaHuAa K
YPECKOXKHOW  TPaHCMHOMUHAIbHON  aHr1o-
nnactuke (PTA) ABNAOTCA TakxXe U NpoTu-
BOMOKa3aHMAMM K YCTaHOBKe CTeHTOB. B
4MC/I0 MPOTUBOMNOKA3aHWIN Cpean MPoYero
BXOLAT:

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

Tebtel
. Recommended Confie
stent Stent Reconwnended O 76T PTA ;?I'::k“en'
Description Balloon Catii~er > kiSockioer'(C” and
tength Pmeaure =G fing (“heteri
Product HOMIaali Unexpended E~XMnded’ Catalog Cstscze Gl
Code Dia XL (mm) (mm) Cathetw Humber+ atm  kPa Frentdi see
(mm) (mm)
5X29 419-5030* 6 608 7F (2.3) 8F(2.7)
6X29 28 419-6(00* 6 608 7F (z3)  9F(3.0)
PG296P 7X29 29 27 OPTA PRO 419-7030* 6 608 7F (2.3) 9F(3.0)
8X29 X 419-8030* 6 608 7F (2.3) SFp.0)
9X29 25 419-9030* 6 608 7.5F (2.5) 10F (3.3)
WX29 24 419-00»* 6 608 7.5F(2,5) 10F (3.3)
§X59 419-5040* 6 608 # (i-3) 8N (2.7)
6X39 L 419-604H0* 6 60S 7F (2-3) 9F0-0)
PGmMP  7X39 m 37 OPTA PRO 4197040 6 W8 T7F (Z3)  9F (3.0)
8X39 36 419-8040* 6 608 7F (z3)  9F(3.0)
9X39 35 419-9040* 6 w8 7.5F(2.5) 10F (3.3)
10X30 32 419-0040* 6 LI 7.5F(25) 10F (3.3)
" SEP55... 59 “w owor s W 7F(@3) 8FE7)
6X59 58 4196060 6 LI 7F (2.3)  9Fp.0)
PG69SP 7X59 m 57 OPTA PRO 419-7060* 6 m& 7F (2.3) 9F (3.0)
8X58 56 419-0060* 6 608 7F (2-3) 9F (3.0)
9X59 53 419-9060* 6 608 7.5F(2.5) 10F (3.3)
10X50 53 419-0060* 6 608 7.5F(2.5) tOF(3.3)
TT768" 419EI080 g if (i) "5F{z7)
6X79 78 419-180* 6 7F (23)  9F (3.0)
PG795P 7X79 79 76 OPTA PRO 419-NW* 6 608 7F (2.3) 9F(3.0)
8X79 76 419-8000* 6 608 7F (2.3) w(3.0)
9X79 75 419-9LL0* 6 608 7.5F(2.5) 10F (3.3)
10X79 73 419-0080* 6 608 L (3.3)
NMOKA3AHIUNA

The PALMAZ GENESIS Peripheral Stent is
indicated for use in the treatment of atheroscle-
rotic disease of peripheral arteries

below the aortic arch and for palliation of
malignant neoplasms in the biliary tree.

Peripheral Artery Stent Implantation
Generally, contraindications to percutane-
ous transluminal angioplasty (PTA) are al-
so contraindications for stent placement.
Contraindications include, but may not be
limited to:

* Patients with highly calcified lesions re-
sistant to PTA.
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?

HEIX aprephit GyasTe oueHs BHMMaTensmu,

o T s
CTApAliTeCh YMEHBUINTS PHCK SMGOTH3AK o feduce the potential for vessel damage, the

?nﬂated diameter of the balloon should approx-

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



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



Bpata, MWCTONL30BaHME KOHTPACTHMX Be- ¢ ] ic hepari
of systemic heparini-
wecTs MoXeT OuTL HeGe3onacHkM. zation. Fiv  all devices cnter’;g vascular s;;-
WHIM aHTaro- tem with sterile heparinized saline or similar
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Catheter (Product Code 2616) may be used.

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



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



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



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



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



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



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



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



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



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



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



Cordis®

STERILE j R j

RxOnly

1 EC 1REP

0086

YNoNHOMOYEHHbIM

BHuMaHMe! CMOTPU MHCTPYKLMIO
Mo NPUMEHEHMIO.

AnNnporeHHo

He gonyckaTb BO3aeiicTBMS CON-
HEYHOro CBeTa

bepeyb OT Bnaru

He ncnonb3oBaTb NpY NOBPEXe-
HUN YNaKOBKM

CTepun13oBaHo ramMmma- nany-
yeHneM M30Tosa KobasbT-60

OcTopoXkHo! B cooTBeTCTBUM C (he-
flepanbHbIM 3aKOHOAaTe/IbCTBOM
CLUA paHHOe yCTpOCTBO MOXET
nponasaTbCs TONbKO Bpayamu Unmn
Mo UX yKasaHuio.

MpeacTaBuTeNb B EBPOMENCKOM CO-
obulecTse

Kon-Bo KOMMN/IEKTOB B KOPOOKe

CooTBeTcTBME TPEOOBaHUAM AU-
pekTuBbl EC

npeacTaBUTE b

NPON3BOAUTENA HA TEPPUTOPUN
Poccuiickon ®Peaepaunu;
00O "[XOHCOH & [I>XOHCOH"

Poccuiickass  Pepepaums,

121614, .

Mocksa, yn. Kpblnatckaa, gom 17, Kop-

nyc 2

Ten. + 7 (495) 580 77 77;
dakc + 7 (495) 580 78 78
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Caution
Non-Pyrogenic

Keep away from sunlight

Keep dry

Do not use if package is damaged.

Sterilized using
irradiation

Caution: Federal (USA) law restricts this
device
to sale by or on order of a physician/

Authorized Representative in the European
Community

n units per box

Compliance with the requirements of the
European Union (EU) Directive

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, Moscow, 121614

Tel.: + 7 (495) 580 77 77,

Fax; + 7 (495) 580 78 78
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MepeBog gaHHasmMeKcTa caenaH MHOW, nepeBoguYMkoM MamegoBbiM TUMYpOM
O>kaBaHwn}

Poccuinckaa depgepayns
Nopon MockBa

YeTBepTOro Mmasa ABe ThiCAYN CeMHaALaTOro roga

A, MapTblHOoBa HaTanma AHjpeeBHa, BpeMeHHO ncnonHawwaa o6a3aHHOCT M HOT apuyca

ropoga Mocksbl Akumosa neba bopucosnuya, cBUAeT eNbCTBYIO NOAANHHOCT b NOANUCKH NepeBOfYUKA
M avegosa Twumypa [>K aBaHWwW MpoBMYa.

Mognwuch, caenaHa B MOEM MPUCYTCTBUMN.

NTnyHoCTb nojgnucaBllero [OKYMeHT yCcT aHOBJ/eHaA.
3apermcrTpuposaHo BpeecT pe: No n n
B3blCKkaHO rocyfapcTBEHHOW NOowW NUHbGO Tapudgy): 100py6.

YnnayeHo 3a oKa3aHuWe ycnyr npaBoBOro U TeXHMUYECKOro xapakTepa:

H.A. MapTblHOBa

/
Bcero npowH

M CKpPenneHo s M™% LU oB)

BPNO HoTapuyca
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Cordis

Cordis Corporation

14201 NW 60*" Avenue, Miami Lakes, FL 33014
Mailing Address: P.O. Box 025700, Miami, FL 33102
T (786) 313 2000 F(786) 313 2080

April 20, 2017
CERTIFICATION OF TRUTHFUL AND ACCURATE STATEMENT

I, Miguel Avila, in my capacity as Vice President, Global Quality and Regulatory Affairs - Cordis
Corporation certify that the attached Instructions for Use for Filters

TrapEase;

OptEase

issued by Cordis Corporation are true and correct to the best of my knowledge.

Miguel Avila
Vice President, Global Quality and Regulatory Affairs

Anotary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document, to which
this certificate is attached, and not the

State of California truthfulness, accuracy, or validity of that

County of Santa Clara document.

On April 20, 2017, before me, ZHENG W ANG, Notary Public, personally appeared Miguel
Avila, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that she executed the same in her
authorized capacity, and that by her signature on the instrument the person, or the entity upon

behalfofwhich the person acted, executed the instrument.

I certify under PENALTY OF PERJURY under the laws ofthe State of California that the

foregoing paragraph is true and correct.

WITNESS my hand and official seal.

ZHENG WANG 1
Zheng W ang, Notary Public Commission # 2105471
Notary Public - California z
Santa Clara County n

My Comm. Expires Apr 2. 2019 »
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¢ Prcynox 2 / Figure 2
C

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



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

N>

-—0



Cordis.

PucyHok 7/ Figure 7

B
A Obturator O6Tropatop
B Marker Mapkep
PucyHok 8 / Figure 8
[[T>

rapaHTUliHbIe o6A3aTenbCcTBA

WARRANTIES

Mpon3BoanTeNnb rapaHTUPYeT COOTBETCTBUE
[JAHHOT0 MeAUUMHCKOIO WU3Aenuna 3asBfieH-
HbIM XapaKTepUCTMKaM B Mpefenax coxpa-
HEHUS Cpoka FOAHOCTM (CpoKa COXpaHeHus
ero CTEpWIbHOCTM), MPU YCNOBWUM, 4YTO CO-
onogaoTcs  TpeboBaHUA  NPOM3BOAUTENS,
yKa3aHHble B UHCTPYKLMM NO NPUMEHEHWIO.

Ha npogykuuto Cordis, onucaHHyt0 B [aH-
HOV Ny6nnKauum, He pacnpocTpaHsTCA Ka-
Kve Obl TO HW ObINO SBHO BbIPaXKEHHbIE W/
nogpasyMeBaemble rapaHTuM, B TOM 4WuC/e
BK/ItOYaloLLme B cebs Nobble nogpasymesae-
Mble rapaHTUM FOAHOCTU AN NPOJAKMN WK
rapaHTUM NPUrofHOCTM A/ MUCMOJb30BaHUA
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The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-
facturer’s use instructions are met.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages

14
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Cordis™

mapkuposkal/labeling

«"M66.P306A
C3 LeiltUHtbtr

TlrapEase’ A
— LU _
1YCc49En$6" 466-P306A

Gmiis,

M?WH(M?‘»&%

s Rt oL “

ocfa
If«m* KM

:p”

W“rTs* mmtmmJ

T B
it
. i Hn tt«iice @
w&%%hlmMmW‘
CMMBO/JIbI
SYMBOLS
y MpounssoauTeNb
[RIFI Homep no katanory

LOT

Howmep naptum

Cpok rogHocTtu

ToNbKO ANst OIHOPA30BOr0 WUCMO/b-
30BaHMs

®
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Cordis.

PucyHok 1/ Figure 1 PucyHok 2/ Figure 2
C

A - KpaHunanbHblIli koHew, unbTpa, B - KayaanbHbiii
KOHeL, u/bTpa e KPHOYKOM A5 U3B/IeYEHNS

A - Cranial End of the Filter, B - Caudal End of the Fil-
ter with Retrieval Hook

A - ®UNLTP B CBEPHYTOM COCTOAHUW, B - ®dunstp B
pa3sepHyTOM cocToaHun, C - LieHTp cummeTpum
thunbTpa

A - Constrained Filter, B - Expanded Filter, C - Axial
Center of the Filter

PucyHok 3/ Figure 3 PucyHok 4/ Figure 4
C

A - AHrvorpaguyeckuii cocyamcTblii gunararop, B -
"emocTaTnyHWiA KnanaH, C - Y AnuMHUTeNb 6OKOBOro
nopTa, D - KaHtong, E - YnnotHsawowwmii xomyT, F -
MpwK1MHOE KOMbLO C 3aLLenKoi

A - Angiographic Vessel Dilator, B - Hemostasis Valve,

C - Sideport Extension, D - Cannula, E - Suture Collar,
F - Snap-Fit Ring

PucyHok 5/ Figure 5
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Cordis™

PucyHok 6A / Figure 6A
Filter insertion. YcTaHoBKa (huibTpa

Jugular approach
[na rorynapHoro goctyna

fitiitiitiiiiir>

A - Tpybka gns xpaHenus ¢ punbtpom OPTEASE, B - MemocTaTnyeckuid KnanaH UHTpoAbOCEpa
A - Storage Tube with OPTEASE Filter, B - Sheath Introdueer Hemostasis Valve

PucyHok 6B / Figure 6B

Jugular approach
[na orynsapHoro goctyna

Jallem Kicuur
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Cordis.

PucyHok 8A / Figure 8A
Deploy filter. PazsopaunBaHue punbTpa

Jugular approach
[na rorynsapHoro focTtyna

A - WNHTpogbtocep, B - O6TopaTop, C - YacTMyHO pasBepHyTbIA (huibTp
A - Sheath Introducer, B - Obturato, C - Partially-Deployed Filter

PucyHok 8B / Figure 8B

Jugular approach
[ns torynspHoro goctyna

A - WNHTpogbtocep, B - O6Topatop, C - YacTuyHO pasBepHyThI guabTp, D - MOAHOCTLIO pa3BepHYThIA (GuabTp
A - Sheath Introducer, B - Obturato, C - Partially-Deployed Filter, D - Fully-Deployed Filter
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Anvna
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Cordis,

Ta6bnuua ll. CooTHOWaHMa AnvHbl GUAbTpa 1 AnamMmeTpa HUXKHeR Nonoii BEHbI
AnameTp HWXKHERn nonok  [lnuHa passepHyToro CokpalleHve AnmnHbl
BEHbI, MM (hmnbTpa, MM (hmnbTpa € KaXXA0ro KOHLa,

MM
L 66 0,5
12 65 1
14 64 15
16 64 15
18 63 2
20 62 25
22 61 3
24 59 4
26 57 5
28 56 55
30 54 6,5

MprmeyaHmne. 3HaYeHUS A/IMHbI PUbTPA U COKPALLEHUS YKasaHbl NPUGAN3UTENBHO.

Table Il. Filter Length per IVC Diameter
Unexpanded Filter Length = 67 mm

_ Expanded Filter Filter Shortening at

IVC Diameter | TT) Length (mm) each end (mm)
10 66 0.5

12 65 1

14 64 15

16 64 15

18 63 2

20 62 Z5

22 61 3

24 59 4

26 57 5

28 56 55

30 54 6.5

Note: filter length and shortening values given are approximate.
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Cordis.

PekomeHAyemble n3fenns  Pasmepsi N» o kaTanory

M3Bnekaemblii

karetep OPTEASE®

C PEHITEHOKOHTPACTHbIM 10F, pviHa: 80 cm 466-Q10F

HaKOHEYHMKOM W ero

3KBVBA/IEHT

MposogHuk Cordis J-tip

EMERALD® 0,89 wia (0,0351  fmna: 260 cm 502755

W ero 3KBUBAJIEHT

Karetep-nHtpoastocep

AVANTI®+ oT KomMnaHum 10F (3,3 Mm), g/mHa: 11 cm 504-61 OX

Cordis wm ero aKBMBaneHT

GN1000

WM ero sKB1BaIEHT OvamveTp netm: 1561, KateTep 6F  GN1500
Jduvametp netnu; 20 Murkatetep 6F  GN2000
OunameTtp netnm: 25 mm, katetep 6F  GN2500
Onametp netnn: 30 mm, Katetep 6F  GN3000
Bo Bcex cnyyasx gnvHa netn: 120 cm, onvHa Katetepa:
102 cm

MakcumanbHoe BpeMs A0 W3BAeHeHUA GUNb- The OPTEASE Retrievable Filter can be
Tpa OPTEASE TobKO Moc/ie yCTAHOBKW Yepe3 retrieved up to and including 12 days after
6egpo cocTaBnAeT 12 AHell BKAKUYNTENbHO. implantation from femoral access only.
PexkomeHpayemble n3fennsa, HeobxoAMMbIe ANA  The recommended devices required for the
n3gneveHna ounbTpa OPTEASE, nepeumncne- retrieval of the OPTEASE Retrievable Filter
Hbl Huxe B Tabnuue Ill. MHCTPYyKUMA no W3-  zre |isted in Table Il below.
BnedyeHnto punbtpa OPTEASE cOofepXunUTCA B The IFU for the retrieval of the OPTEASE
ynakoske KkaTeTepa Ans wussnedyeHusa Cordis Retrievable Filter is contained in the pack-
OPTEASE. aging ofthe Cordis OPTEASE Retrieval
Catheter.

Table 111 Recornmended Devices for the Retrieval of the OPTEASE* Retrievable Filter

Recommended Devices Dimension Cat No.
OPTEASE® Retrieval
Catheter with radiopaque IOF, 80 cm length 466-C210F

tip or equivalent

Cordis J-tip EMERALD®
0.035”(0.89 mm) Guidewire 260 cm length 502-455
or equivalent

Cordis AVANTI*+ Catheter

Sheath Introducer IQF (3.3 mm). 11 cm length 504-610X
or equivalent

Goose Neck Snare Kit 10 mm loop diameter, 4F catheter ~ GNi 000
or equivalent 15 mm loop diameter, 6F catheter GN1500

20 mm loop diameter, 6F catheter GN2000
25 mm loop diameter. 6F catheter GN2500
30 mm loop diameter, 6F catheter GN3000
All 120 cm srrare length and 102 cm catheter length
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Cordis,

cumBonbl/ SYMBOLS

IREF

LOr

S

A
ca

STERIUEIED

n$4*C

YNOSIHOMOYEHHbIN

MpounssoanTensd

Homep no katanory
Homep napTtuu

Cpok rogHocTwu

TonbKoO ANA 04HOPA30BOro UCNOMb-

30BaHuA

MoBTopHaa cTepunusauus

3anpeweHa

BHuMaHne! CMOTPU UMHCTPYKLNIO

nNo NPUMEHEHNIO .

CM. NHCTPYKLMWWN MO NMPUMEHEHU IO

ANNpPOTeHHO

He gonyckaTb BO3JeliCTBUSA CON-

He4YHOoro ceeTa

Bepeub oT Bnaru

He mcnonb3oBaTb NpM NOBpPexXe-

HUU YyNaKOBKMU
No KOMNNeKTOB B KOpo6Ke

CTepunun3oBaHO C NPUMEHEHUEM
aTUNeHOKCMa
Y CNOBHO NPUTOAHO AN UCNONMb30-

BaHWA B MP-oKpyXeHUu

Upper limit of temperature

npeAcTaBUTENb

NPOM3BOAMTENS Ha TepPUTOPUN
Poccuinickon deagepaumi:
OO0 "OXXOHCOH & [ XXOHCOH"

Poccuiickas

MockBa,

nyc 2

121614, r.
17,

degepauyns,

yn. KpblnaTtckas, AOM KOp-

Ten. + 7 (495) 580 77 77;
®akc + 7 (495) 580 78 78
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M anufacturer

Catalog Number
LOT Number
Use~By Date

Do not re-use

Do not resterilize

Caution

Consult instruction for use

Non-Pyrogenic

Keep away from sunlight

Keep dry

Do notuse ifpackage is damaged.
n units per box

Sterilized with ethylene oxide

MR Conditional

OrpaHuuyeHne TemnepaTypbl

Authorized Representative of

the manufacturer in the Russian Feder-
ation:

Johnson & Johnson LLC

Russian Federation, Krylatskaya street 17,
building 2, M oscow, 121614

Tel.: + 7 (495) 580 77 77;

Fax: + 7 (495) 580 78 78



Cordis.

WHCTPYKLMS NO NPUMEHEHNI Instruction for Use

®unbTpbl : OptEase Filters: OptEase

KOMIJTIEKT MNOCTABKW

CONTENTS
Filter in Storage Tube
/1 erant ®unbTp B TPYOKe A9 XpaHeHUS
\ 1INV/9nr Cordis OPTEASE Retrievable Vena
Cava Filter — Jugular/Antecubital Ap-
Jugular/Antecubital Approach proach . .
[N 10 ryNsAPHOrO/NpeqnoKTeBOro 40CTYNA V3Bnekaembli UnLTP Nonoi BeHsl OP-
TEASE — ons

tOry/IIPHOrO/NPe/IOKTEBOIO JOCTYNa
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BRITE TIP Sheath In-
troducer

Angiographic Vessel
Dilator with open end,
side holes and radio-
paque marker bands at
30 mm (end-to-end) dis-
tance, referencing the
maximum indicated infe-
rior vena cava

Obturator
A - Obturator Marker

B - Storage Tube Se-
curement Bump

BRITE T1PUHTpO-
fbtocep B 060/104Ke

AHrmnorpagunyecknii
COCYAMCTbIA gnnata-
TOP C OTKPbITbIM
KOHL,OM, BOKOBbIMM
OTBEPCTMAMU U PEHT-
reHOKOHTPACTHbIMU
MapKepHbIMW NOA0C-
Kamm

Ha paccTosHumn 30 MM
(oT KOHUa [0 KOHUQ),
YKa3blBaoLLMiA Ha
MaKCcMMasibHO BO3-
MOXHbIiA

O6TiopaTop

A -

OTmeTKa Ha 06TOpa-
TOpe

B- OrpaHnynTtesns-
HbliA

6yropok Ha Tpy6ke
419 XpaHeHus



Cordis®

PucyHok 1/ Figure 1 PucyHok 2 / Figure 2
C

A - KpaHuanbHblii KoHel, hunbTpa, B - KayaanbHbii
P U d P YA A - ®unbTp B CBEPHYTOM COCTOAHUM, B - ®unbTp B
KOHeL, (h1NbTpa C KPHOUKOM /15 N3BJIEYEHNS

A - Cranial End of the Filter, B - Caudal End of the PassepHyTOM cocToAHMN, C - LIeHTp cummeTpu

\ ! - hunbTpa
Filter with Retrieval Hook A - Constrained Filter, B - Expanded Filter, C - Axial

Center of the Filter

PucyHok 3/ Figure 3 PucyHok 4 / Figure 4
C

A - AHrvorpaduyecknii cocygucTblin gunatartop, B -
"emocTaTnyHMin KnanaH, C - Y anmHWTeNb 60KOBOro
nopta, D - Kantong, E - YnnotHawowwmin xomyT, F -
MpYXXMMHOE KOJbLO C 3aLLesIKOM

A - Angiographic Vessel Dilator, B - Hemostasis

Valve, C - Sideport Extension, D - Cannula, E - Suture
Collar, F - Snap-Fit Ring

PucyHok 5/ Figure 5
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Cordis,

PucyHok 7A / Figure 7A
Advancing filter. MpoasuxeHne hunbTpa

Jugular/Antecubital Approach
Ona orynapHoro/npeainoKTeBOro gocrtyna

[> * ®cOH

O

A - Tpybka gnst xpaHeHus ¢ ¢punbtpom OPTEASER, B - MemocTaTuuyeckumii knanaH nHTpogstocepa, C - O6Tiopa-
TOp, D —OrpaHnunTensHbIn 6yropok Ha Tpy6oKe 415 XpaHeHus

A - Storage Tube with OPTEASER Filter, B - Sheath Introducer Hemostasis Valve, C - Obturator, D - Storage
Tube Securement Bump

PucyHok 7B / Figure 7B

Jugular/Antecubital Approach
OnarynapHoro/npefnoKTeBOro gocrtyna

E OrtmeTka Ha ob6TiOpaTope, F —ApKasa gucTtanbHas 0TMeTKa HaKOHeUHMKa
E - Obturator Marker, F - Distal Bright Tip Marker
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N COKPAUEHNA YKAIHLI NPWENMIUTENDHO,
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Cordis.

Table Ill. Recommended Devices for the Retrieval of the OPTEASE® Retrievable Filter

Recommended Devices Dimension

OPTEASE® Retrieval
Catheter with radiopaque
tip of equivalent

Cordis J-tip EMERALD®
0.035* (0.89 mm) Guidewire
or equivalent

Cordis AVANTI®+ Catheter
Sheath Introducer

or equivalent

Goose Neck Snare Kit

or equivalent

I OF, 80 cm length

260 cm length

FAPAHTUNHBLIE OBA3SATE/IbCTBA
WARRANTIES

Mpou3BoAUTENb rapaHTUpPyeT COOTBETCTBUE

AaHHOrFro MeAWUWMHCKOrNo wusaenna 3adBJ/I€H-

HbIM XapakTepucTuKaM B npejenax coxpa-
HeHWsT cpoKa FoAHOCTM (CpoKa CoOXxpaHeHUs
YTo CO-

ero CTepUMNbHOCTW), MPU YCNOBUM,

6niofatTcs Tpe6oBaHUA nNpowu3BOAMUTENS,
YyKa3aHHble B UHCTPYKLUUWU NO MPUMEHEHMWIO .

Ha npoaykuwut Cordis, onucaHHyw B faH-

HOl Ny6nuMkKauum, He pacnpocTpaHAal Tca Ka-
Kue 6bl TO HU Gbl/IO ASBHO BblpaXeHHbIe UK
B TOM uucne

nogpasymeBaeMble rapaHTuu,

BKNtouyalu me B ceba niobble nogpazymeBae-

Mble FTapaHTUMN TOOHOCTWU ANA Nnpopgaxwu wuUnun

rapaHTUM NPUTOAHOCTU ANA WCNONb30BaHMUSA
No HasHauyeHWO. HU Npu KaKWX 06CTOATENb-
cTBax Cordis He HeceT OTBETCTBEHHOCTU 3a
TO HU 6GblNO MpsiMble, CAy4YyaliHble
KOTO-

Kakune 0Obl
KpoMe Tex,

B COOTBETCTBY-

MNN KOCBEHHble YyOblTKMU,
pble NpsAMO NpPeaycCMOTpPEHBI
lolWeM 3aKoHoaaTenbcTBe. HMukakue nuuya He
npeagcTaBNsATb OT WMEHM
MHpopMauuiw wunm ra-
ocobo

YNONHOMOYEHBbI

Cordis kKakyt-nub6o

paHTnn, 3a UCKAKYeHMNEM Cnydaes,

OrOBOPEHHbLIX B fJaHHOM [JOKYyMeHTe. Onwuca-

HNnA nnn TeEXHUYecKue XapaKTepUcTukwu,

npuBoauMMble B nybnukaymax Cordis,
NCKNK Y-

B TOM

yncne B faHHOI, NpeAHasHayeHbl
TeNbHO ANA NpefocTaBAeHUs o6weil MHpoOpP-

MauMu 0 NPOAYKLMM Ha MOMEHT ee NpPoOU3-

@ 000 LWPMI (&) INFO@CIRMI.RU € WWW.GOSZORAVNADZORRU & HE€ #BNAOTCA

10F (3.3 mm), 11 cm length

10 mm loop diameter, 4F catheter
15 mm loop diameter, 6F catheter
20 mm loop diameter, 6F catheter

25 mm loop diameter, 6F catheter
30 mm innn Hijimistor

fjo
466-C210F

502-455

504-61 OX

GNIOOO
GN1500
GN2000
GN2500

The manufacturer warrants conformance of
this medical device with the declared char-

acteristics within shelf life (sterility term)

provided that all requirements of the manu-

facturer’s use instructions are met.

no express or implied warranty,

limitation any

There is
including without
warranty of merchantability or fitness for a

particular purpose, on the Cordis product(s)

implied

described in this publication. Under no cir-

cumstances shall Cordis be liable for any

direct, incidental, or consequential damages
other than as expressly provided by specific
No person has the authority to bind
or warranty

law .

Cordis to any
except as specifically set forth herein.

representation

specifications in Cordis

this publication,

Descriptions or
printed matter, including
are meant solely to generally describe the
product at the time of manufacture and do

not constitute any express warranties. Cord-

is Corporation will not be responsible for

incidental, or consequential

any direct,
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Cordis®

PucyHok 1/ Figure 1 PucyHok 2/ Figure 2
C

A KpaHunanbHblil KoHew, punbTpa, B —KaypganbHbli
KOHeL, ()MbTpa € KPHOUKOM AN U3BNeYeHus A - ®uUnbTp B CBEPHYTOM COCTOAHNN, B - ®nnbTp B

A - Cranial End of the Filter, B - Caudal End of the Fil-  Pa3BepHyTOM cocTosiHuM, C - LIeHTp cummeTpum

ter with Retrieval Hook (unbTpa
A - Constrained Filter, B - Expanded Filter, C - Axial

Center of the Filter

PucyHok 3/ Figure 3 PucyHok 4/ Figure 4
C

A - AHruorpatmyeckunii cocygucTtblin gunatarop, B -
FemocTaTnyHWiA KnanaH, C - Y aiMHUTelb 60KOBOrO
nopta, D - KaHtong, E - YnnoTHAOWWIA XOMyT, F -
MpyXMMHOE KOMbLIO C 3aLlie/Koi

A - Angiographic Vessel Dilator, B - Hemostasis Valve,
C - Sideport Extension, D - Cannula, E - Suture Collar,’
F - Snap-Fit Ring

PucyHok 5/ Figure 5
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FCmen )

A - TpyGxa anx xpancius ¢ prisTpom

‘mmmmug
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Unexpanded Filter Length = 67 mm

. Habop Goose Neck Snare Kit Ruametp netnu: 10 mm, katerepaF  GN1000
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Cordis,

Table Ill, Recommended Devices for the Retrieval of the OPTEASE® Retrievable Filter

Recommended Devices Dimension

OPTEASE® Retrieval
Catheter with radiopaque
tip or equivalent

Cordis i-tip EMERALD®
0.035" (0.89 mm) Guidewire
or equivalent

Cordis AVANTI®+ Catheter
Sheath Introducer

or equivalent

Goose Neck Snare Kit
or equivalent

tOF, 80 cm length

260 cm length

IOF (3.3 mm), 11 cm length

10 mm loop diameter, 4F catheter
15 mm loop diameter, 6F catheter
20 mm loop diameter, 6F catheter
25 mm loop diameter, 6F catheter
30 mm loop diameter, 6F catheter

Cat No.

466-C21 OF

502-455

504-6! OX

GNI1000
GNI 500
GNZ2000
GN2500
GN3000

All 120 cm snare length and 102 cm catheter length

FAPAHTUINHBIE OBA3ATE/IbCTBA

WARRANTIES

MpousBoanTenb rapaHTUpyeT COOTBeTCTBUE
JAaHHOIN0O MeEeAWLUWHCKOro wu3genumsa 3asaBfeH-
HbIM XapaKTepucTmkam B npegenax coxpa-
HeHWA cpokKa FOAHOCTW (CPOKa COXpaHeHWN
ero CTepMnbHOCTW), NPWM YyCNOBWUWU, 4YTO CO-
6niogatoTca TpeboBaHMA Npou3BOAMTENS,
yKa3aHHble B UHCTPYKLMWMN MO MPUMEHEHMWUIO .

Ha npoaykuuio Cordis, onncaHHyl B fjaH-
HOMW nyb6nmMkKauuwu, He pacnpocTpaHsal TCca Ka-
Kne 6bl TO HW 6bINIO ABHO BblpaXeHHble UNK
nofjpasymeBaeMble rapaHTuMu, B TOM u4ucne
BKN4yawuwmne B cebss niobble nogpasymeBae-
Mble TapaHTUW TOAHOCTU ANA Npojaxwu wnnu
rapaHTum NPUTOAHOCTM ANSA UCNONb30BaHMWA
no Ha3HayeHWw. HuM npnm Kakux o6cToATeNb-
ctBax Cordis He HeceT OTBETCTBEHHOCTM 3a
Kakune 6bl TO HM 6bINO MpsAMble, cAy4vyaliHble
MWAN KOCBEHHble yO6bITKM, KpOoMe Tex, KOTO-
pble NPAMO NPeayCMOTPeHbl B COOTBETCTBY-
loWeM 3akoHogaTenbcTBe. Hukakue nuua He
YyNONMHOMOYEHbl MNpPejCcTaBNsATb OT UMEHU
Cordis Kakyw-nnéo mHpopmauyuw uAKn ra-
paHTUW, 3a WUCKNKWYeHUeM cny4yaeB, 0co060
OrOBOPEeHHbIX B JAaHHOM AOKYMeHTe. Onuca-
HUA WAW  TeXHUYeckKme XapaKTepucTukwu,
npuBoauMblie B nybnukaumax Cordis, B ToMm
ymcne B faHHON, NnpefjHa3HayYeHbl UCKAKYN-
TeNbHO ANSA NpeAaocTaBneHWsA obw e MHMOpP-

MauMu o NPOAYKLUMM Ha MOMEHT ee MPOMU3-

1€ He ABNAKTCA

The manufacturer warrants conformance of
this medical device with the declared char-
acteristics within shelf life (sterility term)
provided that all requirements of the manu-

facturer’s use instructions are met.

There is no express or implied warranty,
including without Ilimitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no cir-
cumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty

except as specifically set forth herein.

Descriptions or specifications in Cordis
printed matter, including this publication,
are meant solely to generally describe the
product at the time of manufacture and do
not constitute any express warranties. Cord-
is Corporation will not be responsible for
consequential

any direct, incidental, or
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Cordis

«Kopauc KopnopeiiwH» (Cordis Corporation)

14201 HopcsecT 60 AseHto (NW 60th Avenue),
Maiiamu eiike (Miami Lakes), ®nopuaa 33014
MouToBbIl agpec: a/s 025700, Maliamu, dnopuga 33102
Ten.: (786) 313 2000 dakc: (786) 313 2080

20 anpensa 2017 r.

MOATBEPXAEHWE JOCTOBEPHbLIX N TOUHbLIX MOKA3AHWN

A, Murens Asuna (Miguel Avila), B cBoem kayecTBe Buue-npesugeHta, OTaen rnobasbHol CMCTEMbI KayuecTsa U1
HOpPMAaTVBHO-MPaBOBOro  perynvposBaHua -  «Kopauc KopnopeiwH», MOATBEPXKAAD, 4TO Mpwuiaraemble
MHCTPYKLMMN NO NCNONb30BaHUIO GUNLTPOB:

- TrapEase;
- OptEase

BbIMYLLEHHbIE KOMMaHWEA Cordis Corporation SIBASIOTCS MPaBAMBLIMWA U TOYHBIMKW Ha OCHOBAHWW W3BECTHO
MHOW MHhopmaLmu.

/nognuce/
Murenb ABuna
Buue-npe3ngeHT, OTAen rnobanbHol CUCTEMbI KayecTBa
M HOPMaTMBHO-MNPaBOBOro peryanposaHnsA

LLITaT KanudopHus HoTapuyc wnn  gpyroii  COTPYAHMK, NONYYalOLWiA  HACTOALLMIA

cepTM(MKaT, NpoBepsieT TOMbKO NINYHOCTb JMLa, MOAMMUCABLLErO
Okpyr Catta-Knapa LOKYMEHT, K KOTOPOMY MpWaraeTcs HacTOALWWA cepTU(UKAT, a He
[OCTOBEPHOCTb, ~ TOYHOCTb WM AeMCTBUTENLHOCTb  HACTOSLLEro
LOKYMEHTA.

20 anpena 2017 r. ko MHe, YWK3H BAH (ZHENG WANG), HoTapuycy, obpatunace Mwurens ABuna, KOTopas Ha
OCHOBaHUWM [0CTOBEPHbIX [aHHbIX MOATBEPAWNA, 4TO ABAAETCA /IMLUOM, MNOAMUCHL KOTOPOro MNpoCTaB/ieHa Ha
[OKYMEHTE, M YTO OHa MOANMCaNa ero B CUNY UMEHLMXCSA Y HEe MOMHOMOUMIA, U YTO ee MOAMUCHI0 Ha JOKYMEHTe
L0, W KOPUANYECKOE NNLO MO NOPYYEHMIO KOTOPOro AeCTBOBA/I0 MU0, OPOPMMIIO HACTOALLMIA LOKYMEHT.

A noareepxdako, C y‘-IéTOM OTBETCTBEHHOCTN 3a NpPeAocCTaB/ieHME 3aBEAOMO JI0XKHbIX CBEAEHI/IIZ corfiacHo
3aKOHOAaTeNbCTBY LUTaTa KEU'II/I(*)OpHVIFI, UTO BbILLEN3NOXKEHHDI NYHKT ABNAETCA 4OCTOBEPHbLIM U NpaBUNbHbIM.

BACBUAETENBbCTBOBAHO mMoeli nognucbio n obpmumanbHOW NevaTblo.

/nognuce/
UxkaH BaH, Hotapuyc
Wrtamn: [WKIH BAH* komwuccus Ne
2105471* HOTAPUYC - KAJTMPOPHNA* OKPYT
CAHTA-K/IAPA* CPOK WCTEYEHMA MOUX
MO/THOMOUNI 02 ANPENA 2019 I".* NNA1]
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Mepesog aa, eKcTa cfaenaH MHOW, nepeBog4YNKOM MamefoBbiM TUMYpPOM
O>kasaHuw

Poccuinickana deaepaums
Nopog Mocksa

UeTBepTOro Mas f[jge ThiCAYM CEMHAALATOIO roja

O MapTbiHoBa HaTannsa AHfpeeBHa, BPEMEHHO MCNONHAO L as 06A93aHHOCT U HOT apuyca

ropoga MockBbl Akumosa Nne6a Bopucosmya, CBUAEeT €NbCTBY NOANMHHOCT b NOANMUCU NepeBOjYMKaA
Mamepgosa Twumypa [>K aBaHWwWuMposuya.

Mognuce caenaHa B MOEM NPUCYTCTBUN.

In4HOCT b NoAnNuUcasBlW ero AOKYMEHT ycTaHOB/NEeHA.

3aperncrTtpupoBaHo BpeecT pe: No 'f5~A-'fS
B3biCkaHO rocyfapcTBEHHOW NnownuHbl(No Tapudy); 100py6.

YnnayeHo 3a oKka3aHWe ycnyr npaBoBOro U TeXHUYECKOro xapakTepa: znz Py6

\y
H.A. MapTblHOBa

Bcero npowHypoBaH,

N CKpenneHo nedyaTb.

BPMNO HoTapuyca
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