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Starter”

Guidewire

B, ONLY

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

WARNING

Contents supplied STERILE using an ethylene oxide (EQ) process.
Do not use if sterile barrier is damaged. If damage is found, call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize. Reuse,
reprocessing or resterilization may compromise the structural
integrity of the device and/or lead to device failure which, in turn,
may result in patientinjury, illness or death. Reuse, reprocessing
or resterilization may also create a risk of contamination of
the device and/or cause patient infection or cross-infection,
including, but not limited to, the transmission of infectious
disease(s) from one patient to another. Contamination of the
device may lead to injury, iliness or death of the patient.

After use, dispose of product and packaging in accordance with
hospital, administrative and/or local government policy.

DEVICE DESCRIPTION

Starter guidewires are coated stainless steel guidewires
manufactured utilizing proprietary construction processes.
Starter guidewires are packaged in a spiral hoop fitted with a
luer hub for flushing prior to use. “J” tip guidewires are packaged
with a guidewire introducer. The guidewire introducer aids in the
insertion of the guidewire through the entry needle.

TIP STYLE
@ Straight Tip ( “J" Tip
INTENDED USE

Starter guidewires are designed for percutaneous peripheral
vessel entry using the Seldinger technique to facilitate
subsequent introduction(s) of an intravascular device.

CONTRAINDICATIONS

Starter guidewires are not intended for use in the
cerebrovasculature or coronary arteries.

WARNINGS

Vessel trauma may result from the improper use of this device.
Follow the enclosed directions carefully. When the guidewire
is in the body, it should be manipulated only under flouroscopy.
Do not attempt to move the wire without observing the resultant
tip response. Never advance the guidewire against resistance
without first determining the reason for resistance under
fluoroscopy. Excessive force against resistance may result
in separation of the guidewire tip, damage to the catheter, or
vessel damage.

For Startermovable core guidewires, do notadvance the movable
core while it is positioned in a curved vessel. Advancement and
excessive force may cause movable core penetration of the
guidewire coil resulting in possible vessel damage.

Avoid withdrawing a guidewire through metal needles;
guidewires may shear or coating may scrape off against the
needle bevel.
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PRECAUTIONS
Use the device prior to the “Use By” date noted on the package.

Starter™ guidewires should be used only by physicians
thoroughly trained in interventional procedures.

Prior to use, all equipment to be used for the procedure should be
carefully examined to verify proper function and integrity.

The Starter guidewires are supplied STERILE and in the unopened
and undamaged package. Starter guidewires are sterilized by
ethylene oxide gas. Verify that the sterility of the device has not
been compromised by assuring the package integrity has been
maintained.

Remove the guidewire carefully from the carrier tube to reduce
the possibility of damage to the distal tip.

Exercise care in handling of the guidewire during a procedure to
reduce the possibility of accidental breakage, bending, kinking, or
coil separation. Do not use a guidewire that has been damaged.
Do not attempt to straighten a wire that has been kinked or bent.
Do not advance a kinked guidewire into a balloon catheter or
guidewire to reduce the potential of wire breakage.

ADVERSE EVENTS

Other potential adverse reactions which may result from the
improper use of this device include, but are not limited to:

¢ Embolism (air, plaque, thrombus, device, or other)
* Hematoma at the puncture site

* Hemorrhage

¢ Infection

* Vascular thrombosis

¢ Vessel spasm

* Vessel trauma and perforation of the vessel

HOW SUPPLIED

This product is supplied sterile and intended for single use.
Do not use if package is opened or damaged.

Do not use if labeling is incomplete or illegible.

Handling and Storage

Store in a cool, dry, dark place.

PREPARATION TECHNIQUE

Every Starter guidewire is provided in a dispenser package. It
is recommended the dispenser be filled with heparinized saline
solution to flush the guidewire.

Secure a filled syringe to the luer hub on the spiral hoop and flush
several times. After flushing, remove the guidewire from the hoop
and follow the instructions for use.

OPERATIONAL INSTRUCTIONS
1. PUNCTURE VESSEL.

New Cannula in Vessel
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2. Pass the guidewire through the needle and advance
5-10 cm of the guidewire into the punctured vessel. It
may be necessary to manipulate the guidewire in order to
successfully advance it. Usually a gentle, rotating motion is
sufficient to traverse an obstruction. Avoid rough or overly
vigorous manipulation of the guidewire to prevent damage
to the guide or the vessel.
If “J” wire is used, prepare “J” guidewire by sliding the
guidewire introducer over “J” tip to straighten it. Insert the
“J" guidewire into the needle hub and gently advance it.

—
»

Guidewire in Vessel
3. REMOVE.

Needle Removed from Guidewire

4. DILATE TISSUE AND VESSEL WITH THE DILATOR USING A
SLIGHT ROTARY MOTION.

5. REMOVE DILATOR.

6. INTRODUCE CATHETER BY SLIDING IT OVER THE GUIDEWIRE.
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7. REMOVE GUIDEWIRE FROM THE CATHETER.

e

_— T
-

Boston Scientific does not recommend a particular technique
for the use of this device. The steps contained in the preceding
directions discuss the Seldinger Technique of percutaneous
entry and are for information purposes only. Each physician
should evaluate their appropriateness according to individual
patient conditions and his or her medical training and experience.

REFERENCES

This procedure should be performed only after a thorough
review of technical references which emphasize precautions,
contraindications, and risks in much greater detail (refer to
the references).

1. McAufey BJ: Oesterle S: Simpson JB
Advances in guidewire technology.
AMERICAN JOURNAL OF CARDIOLOGY, 53 (12)
94C-96C, 1984.

2. McDermott EA
Coronary angioplasty guidewire technology.
ZEITSCHRIFT FUR KARDIOLOGIE, 76 Suppl 6 29-32, 1987.

3. Moreyre AE: Khew K: Wilson AC: Patel R
Effect of prolonged blood contact time on deposition
of cellular and emorphous material on Teflon-coated
guidewires: a scanning electron microscopy study.
CATHETERIZATION AND CARDIOVASCULAR DIAGNOSIS,
38 (4) 355-9, 1995.

4. Nakhjevan FK
Use of angioplasty guidewire for technically
difficult angiography.
CATHETERIZATION AND CARDIOVASCULAR DIAGNOSIS,
14 (3) 213, 1988.
5. Roid KD: Smith DC
Guidewire with a J-shaped tip and a tapered movable core.
RADIOLOGY, 149 (1) 317, 1983.
6. Seldinger, Sven Iva
Acta Radiology, 39: 368-376, May 1953.
7. Violini R
Guidewire technique (letter)
CATHETERIZATION AND CARDIOVASCULAR DIAGNOSIS,
16 (1) 80, 1989.
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WARRANTY

Boston Scientific Corporation (BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express
or implied by operation of law or otherwise, including, but
not limited to, any implied warranties of merchantability or
fitness for a particular purpose. Handling, storage, cleaning and
sterilization of this instrument as well as other factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC's obligation under this
warranty is limited to the repair or replacement of this instrument
and BSC shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person to assume for it, any other or additional liability or
responsibility in connection with this instrument. BSC assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with respect to such instruments.
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For single use only. Do not reuse.
Para un solo uso. No reutilizar.

A usage unique. Ne pas réutiliser.
Fiir den einmaligen Gebrauch. Nicht
wieder verwenden.

Esclusivamente monouso. Non riutilizzare.

Uitsluitend bestemd voor eenmalig
gebruik. Niet opnieuw gebruiken.
Apenas para uma (nica utilizacao. Nao
reutilize.

Do Not Resterilize

No reesterilizar

Ne pas restériliser

Nicht erneut sterilisieren
Non risterilizzare

Niet opnieuw steriliseren
Nao reesterilize

Do not use if package is damaged.
No usar si el envase esta dafiado.
Ne pas utiliser si I'emballage est
endommagé.

Bei beschadigter Verpackung nicht
verwenden.

Non usare il prodotto se la confezione &
danneggiata.

Niet gebruiken als de verpakking is
beschadigd.

Nao utilize se a embalagem estiver
danificada.

Sterilized using ethylene oxide.
Esterilizado por 6xido de etileno.
Stérilisé a I'oxyde d'éthyléne.

Mit Ethylenoxid sterilisiert.
Sterilizzato con ossido di etilene.
Gesteriliseerd met ethyleenoxide.
Esterilizado por 6xido de etileno.
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m EU Authorized

Representative
Lake Region Medical Limited
Butlersland, New Ross

Co Wexford
IRELAND

Australian
Sponsor Address

Boston Scientific (Australia) Pty Ltd

PO Box 332

BOTANY

NSW 1455

Australia

Free Phone 1800 676 133

Free Fax 1800 836 666

m Argentina
Local Contact

Para obtener informacion de

contacto de Boston Scientific

Argentina SA, por favor, acceda al
link www.bostonscientific.com/arg

Brazil
Local Contact

Para informacdes de contato da
Boston Scientific do Brasil Ltda,
por favor, acesse o link
www.hostonscientific.com/bra

Legal
Manufacturer

Manufactured by:

Lake Region Medical
340 Lake Hazeltine Drive
Chaska, MN 55318

USA

BRA

Distributed by:

Boston Scientific Corporation

300 Boston Scientific Way
Marlborough, MA 01752

USA

USA Customer Service 888-272-1001

Do not use if package
is damaged.

Recyclable
Package

C€0050

© 2020 Boston Scientific Corporation or its affiliates.
All rights reserved.
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Starter
IIpoBOAHHK

TOJIBKO N0 NPEANIHCAHMIO BpAy A

Buumanue! B coorsercrauy ¢ tene

PaIbHBIM Jakononarenscraom CILIA npojaxa aaHHOro

OCTOPOXHO! et —_—

ConepXuMoOe ynakoBku nocrasnsercy CTEPWJIbHBIM nocse
(30). 3anpemaercs ucnonbiosary,

CTepHIH3aLHK ITHJICHOKCH/IOM
H3/ienue 1npH NOBPEKJICHH

Tonbko nis OZIHOKPATHOIO  MpUMeHenus.
CTCPUJIH30BATbL TOBTOPHO. IToBTOpHOE Hemox
HapyLIUTh CTPYKTYPHYIO LENOCTHOCTH M3sen
4T0, B CBOIO Ouepenb, MOXET cTaTh npuy

He wucnonwiosars, me obpabarniBath u  He
b30BaHKe, o6pabotka uiM crepuaMIaimy MoryT
Hsl U (WIHM) NpUBECTH K HEHCIIPABHOCTH M3/IeiH,

MHOH TpaBmbl, GonesHu wim CMEPTH MnauueHTa,
IToBTOpHOE MCHONB30BaHME, obpabotka WM crepummiaims MOIyT TakkKe CO3JaTh pHUCK

SaIpASHCHUS  M3MeMMA W (WIM) npuBecTH K HHOULMPOBAHUIO MK NEePEKPECTHOMY
HHQULMPOBAHHUIO TNalHeHTa, B TOM YHCIIE K nepeaaye HH(EKLHOHHOrO(-bIX) 3aboneBanus(-uit) or

OZHOTO MALMEHTA K IPYroMy. 3arpssHeHHe M3enus Moxer TIPUBECTH K TpaBMe, GoNe3Hn uiau
CMEPTH NalMEHTa.,

ITocne skcrutyaramum Heo6xommmo YTHIIM3HPOBATh M3JE/IME U YNAKOBKY B COOTBETCTBHH C

HOpPMaMH  yYpEeX/ICHHS 3paBOOXpaHEHHH, AIMHHUCTPAMH U (MJIH) OPraHoB MeECTHOro
CaMOyTIpaBJICHHS.

OIIMCAHME U3EJINA

[IpoBomamky Starter BBRIMONHEHE! M3 HEPXKABEIOILEH CTaM C MOKPHITHEM C KCHOJIb30BAHHEM
COOCTBEHHBIX TPOM3BOICTBEHHBIX IIPOLECCOB. IlpoBomnukm Starter ynakoBamsr B Buue
CIHMPATEHOTO KOJIBIA ¥ OCHAIIECHBI JIIO3POBCKHM XaGoM ISl IPOMBIBKH nepel UCIOIb30BaHHEM.
IIpoBoaHuKH ¢ J-06pa3sHEIM KOHYMKOM YIIAKOBAHE! B KOMILIEKTe ¢ HHTPOJBIOCEPOM MPOBOIHMKA.
Hutpoasiocep obecneunBaer npoBeseH e NPOBOAHAKA 4€pe3 HHBEKUMOHHYIO HIIT.

®OPMA KOHYHUKA
@ Ipsimoii koHunk (- J-06pasHblii KoHIHK

HA3HAYEHUE
IlpoBoanuky Starter npeaHasHAaYeHB! V1A YPECKOXKHOTO BBEACHHS B COCYJ C HCIIONb30BAHHEM
meroza Cenbannrepa s 00/1er4eHus NocIeayIOUIEro BBEACHHS BHYTPHCOCY TUCTOTO H3EIHS.

MPOTUBOINOKA3AHUS "
IlpoBonnuky Starter He npeaHa3HayeHb! JUISl IPUMEHEHUsS B COCYIUCTONM CHCTEME TOJNOBHOTO

MO3ra WK KOpOHapHbIX apTepusXx.

NPENYNPEX/JEHUSA

» 3 X 9 moiiMoB, MexyHapoaHan
'on Ce ronoBHoM 6pen, WabioH PyKOBOACTBA N0 HKCILTyaTalMu
:fg:;: Hc)%:ggggi?“ﬁéa I'b, STARTER, mexayHapoanas sepcus, 51105206-01A_pretrans.

Yepuwti (K) AE < 5,0



HekoppeKTHOE HCTIONE30BAHHE NAHHOTO W3/ENHA MOXET MPHBECTH K MOBPEXIEHHMIO COCYA.
(nefyeT BHHMATENBHO O3HAKOMHTHCS C NPHIAraeMbIMH K H3IENHIO PyKOBOACTBAMH [0
HKCILTyaTallKH. MaHuIy UMK ¢ NPOBOAHHKOM, HAXOMAILIMMCA B OpraHH3Me, HEOOXOAHMO
pLMOHATD HCKIIOYHTENBHO TOJ  PEHTICHOCKOMMYeCKHM KoHTposieM. [lpn nepemernenmn
[pOBO/IHAKA HeoOXOMMO KOHTPOJIMPOBATh YCHJIME, OKA3bIBAEMOE Ha KOHYHK. B ciyuae
303HMKHOBEHHS COTMPOTHBJIEHHS BO BPEMA NPOLEAYPbI CileAyeT MPEKpaTHTL AanbHefiliee
[pO/IBHKEHHE POBOJHMKA H YCTAHOBHTL NPUYHHbI CONPOTHBIIEHHA NOJL PEHTTEHOCKOMHYECKHM
contponeM. TIpUMEHEHHE UPEIMEPHLIX YCHIHH MPH BOIHMKHOBEHHH CONPOTHBICHHS MOXET
[pUBECTH K OTAE/ICHHIO KOH'HK POBO/IHHKA, NOBPEK/CHHIO KATETEPA HITH COCY A

[lpn HMCrOJIb30BAHHH NpPOBOJHHKOB Starter ¢ NOABMKHLIM CEPJACYHMKOM HE JI0ITyCKATb
nepeMeLleH s TIOABHIKHOTO CepleuHMKa BO BPEMs €ro HAXOXKAEHHS B M30rHyTOM cocyne. I1pu
npOABHKCHHHU NMOJBHHKHOIO CEPACUHHKA H [IPHIIOKCHHH HPEIMEPHBIX YCHIIHK MOXeET NPOH3OATH
ero BBIXOZ M3 MPYXHHbI MPOBOJHHKA, YTO, B CBOIO OYEPE/ib, MOXKET NPUBECTH K MOBPEHKIICHHIO

cocyna.

W3GeraTh yJAaJ€HHs MPOBOJAHHKA HEPE3 METALIMYECKHE WIJIbI, TAK KaK B pe3yjbTare MOTyT
06pa3s0BATLCS CKOJIBI HITH MTOBPE/IMTHCS MOKPLITHE IIPH MPOXOXK/IEHHH Hepes Cpes HIlbl.

MEPBI IPEAOCTOPOXKHOCTH
He HCIOIB30BATh H3/IEIHE N0 HCTEYEHHH CPOKA TOJHOCTH, YKa3aHHOTO Ha yIIaKOBKE.

TlpoBoHHKH Starter JOJDKHBI HCHOJB30BAaThCA TOJbKO Bpayami, HMEIOLIMMH HaUIexKalHi
YpOBEHB MOATOTOBKH B 00/1aCTH HHTEPBEHLHOHHBIX IIPOLCAYP.

[lepen TpoBeI€HHEM TPOLENYPHl AHTHOIUIACTHKH HeoOXOOUMO TIUATENBHO MPOBEPHUTH BCE
oGopynoBanme, KoTopoe OyZeT HCIO/b30BaThCA BO BPEMs NPOLEAYPEHI, u ybeouTeCsi B €ro
HaJUieXaleM ypoBHe QYHKIHOHAPOBAHHUS H LETOCTHOCTH.

IIpoBoguuku Starter NOCTaBJIAIOTCA CTEPWIbHBIMU B 3aKkphiTodi M HENOBPEXIEHHOH
ynakoBke. CTepuiiM3alyio MPOBOAHHKOB Starter BBINONHSIOT C NMPUMEHEHHUEM 3THJICHOKCHIA.
Heobxomumo yGemuTECS B TOM, YTO CTEPHIBHOCTh H3/CIHA HE HapylleHa, ITyTeM NPOBEPKH

COXpaHCHHSA 11€JIOCTHOCTH YITaKOBKH.

B nensix HeOMyIeHHs OBPEXIEHHs THCTAIBHOTO KOHYHKA CIIE/y T co0moaaTh OCTOPOXKHOCTD
NpH H3BJIEYEHUH NPOBOIHHKA 13 TpYOKH CHCTEMBI JIOCTaBKH.

Bo Bpems npoueyphl HEOOXOTHMO coGTI0/1aTh OCTOPOKHOCTH MIPH 0OPAILECHHH € IIPOBOJHAKOM
B leJNSX CHHXKEHHS PUCKa €ro CTy4aHHOro IOBPEeXICHHUS, u3ruba, neperunba WIM OTIACICHHS
npyxunpl, He ucnonp3osars MoBpeX/IeHHBIM TNpoBofHUK. He mnErraditecs paclpiAMHTH
NMPOBOJHHK, KOTOpbIM ObL1 COTHYT HIM HCKPUBICH. 3anpemaeTc BBEJEHHE COTHYTOIO
npoBojHMKAa B OGaTOHHBIA KaTeTEp HIH MPOBOJHHMKOBBIH KaTeTep Bo HM3bexaHHe pa3peiBa

IMPOBOJIOKH.

HEXEJIATEJIbHBIE SIBJIEHUSA
Hike npuBe/ieH HEMOJHBIH nepeyeHb HeGIaronpuATHEIX SBJIEHUH, KOTOPbIE MOTYT BO3HHKHY Th

IIpH HEHA VICXKalleM HUCITOJIb30BAHUU U3JCIIHS.

«bocroun CafienTudux» (ronosHo# 6peta, wa60H PyKOBOACTBA M0 IKCIUTyaTaum, 3 X 9 mioHMOB, MEX Ty HApOAHAS
sepeus, 92238512A), PITD, I'B, STARTER, mMexayHapoaHas Bepcus, 51105206-01A_pretrans.
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y3/Ie/IHEM H 1Ip.);
. reMaToMa B MECTe NpOKoJia;
. KpOBOH3JIHAHME;
,  undexuns;
. TpombO3 coCysi0B
. crhasM cocyna,

. TpaBMacocylaH nepdopauus cocyna.

smGonus (BO3NYIIHAS; 3MOONMSA, BRBBAHHA' 6IsMKO: S -
? 3

©OPMA MIOCTABKH

U3nenne NocTaBNACTCSA CTCPUIILHBIM H NpEAHATHAYECHO WIS OIHOKPATHOrO NPUMEHEHHA.
He MCNOJIb30BaATD, €CJIH YIIAKOBKA BCKPbLITA HJIH NOBPEXK/IEHA.

He MCMONb30BATH, €CIIA MAPKUPOBKA HEMOIHAS WM HepaiGopumBas.

OGpameHHe H XpAHeHHe
XpaHHTb B CyXOM, IPOXIIAIHOM, TEMHOM MecTe.

TEXHUKA NIOATOTOBKH

Kaxiplii IPOBOJHMK Starter ynmakoBaH B ynakoBKy ¢ A03aTOpoM. PekomeHIyeTcs HanoaHWTh
7103aTOp eNapUHU3HPOBAHHBIM (PU3HONOrHYECKHM PAaCTBOPOM /LIS IPOMBIBKH T1POBO/IHAKA.

TIpucOEAMHHTH 3aIOJHEHHEIA WIPHIL K HO3pOBCKOMY Xaly Ha CIIMpaNbHOM KOJIBUE U MPOMBITH

neckonbko pa3. Ilocne NMpOMBIBKM BBIHYTH NMPOBOAHHMK M3 KOJbI@ M ClICJ0BaTh yKa3aHHAM
MHCTPYKLMH N0 IPUMEHEHHIO.

YKA3AHUS IO IIPUMEHEHHIO
1. TIPOKOJI COCYJA

T —
——

-—_"_/—"'“1———...__
e

HoBaa xaniojs B COCyae

BBecTd NMPOBOAHHMK Yepe3 MINTy W MPOTOIKHYTH MPOBOAHMK Ha 5-10 cM B mpOKOJOTEIH
cocy . Mosker noTpe60BaThCs BEINOTHEHHE ONPECIICHHBIX MaHHITYJISAIHA C TPOBOJHHKOM
ms ero ycmemmHoro mpoxsmwkenns. Kak mpasuwio, Jis MPEOJONEHHsS COMPOTHBICHHS
JOCTATOYHO BBHIMOJHHUTH JIETKOE BpAUIATENbHOE JBHXCHHE. U3berath rpyObIX MHIH

Ype3MepHO SHEPrUYHBIX MAHHIYIALMH C POBOJHHKOM BO n30€e)XaHne MOBPEXIEHHS KaK
€aMoro MPOBOJHHKA, TaK H COCYyJa.

[lpy wcnoNB30BAHMH TNPOBOJHMKA C J-00pa3HbIM KOHYMKOM HEOOXOIMMO CIBHHYTH
UHTPOZLIOCEp NPOBOJHAKA Ha J-00pajHblif KOHUMK JUIS €ro BBIIPAMICHHS. Beectn
J-06pasHbIl MPOBOAHMK B Xa6 HIJIb! M OCTOPOXKHO MPOJBHHYTH POBOJHHK.

«Bocron CafienTuguk» (ronosHoli 6penn, wa6oH pyKOBOACTBA MO 3KCILTyaTaumH, 3 X 9 0iMOB, MEXIyHapoaHas
Bepeus, 92238512A), PIT9, I'b, STARTER, mexayHapoaHas Bepcus, 51105206-01A_pretrans.

Yepuuiti (K) AE < 5,0



[1poBOIHHK B cocy/e

3. YJIAJIEHHE.

YaaneHue HIJIbl ¢ IPOBOAHHKA

4 JIETKUM BPAILIATEJIbHBIM IBUWXEHHEM PACLIUPUTh TKAHb U COCY]L C
[TIOMOILIBIO PACHIAPUTEJISL.
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7.  BBIHYTH TIPOBOJIHHK U3 KATETEPA.

: ronosHo# Gpen, WalsoH PYKOBOJCTBA N0 IKCTLTyaTaluH, 3 X 9 moNMOB, MEXIyHapoaHas
:eb:cc;: "ﬁg?;’;’;%"ﬁéa, I'B, STARTER, Mexy HapoAHas sepeus, 51105206-01A_pretrans.
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L. ?I;a:mg{tfmi' rlllx(()" Oac'repneA?w-,EgHMHCOH }I)K.nB. JlocTixenns B 061acTH TEXHONOMHH

POBOTHHKOB. UKAHCKUMN XYPHAJI KAPUOJIOIMH, 53 (12

94C-96C, 1984 r. (McAufey BJ: Oesterle S: Simpson JB Advances in guidewire technolc()gy?
AMERICAN JOURNAL OF CARDIOLOGY, 53 (12) 94C-96C, 1984).

2. Mak Jlepmorr E.A. Texuomorns npuUMEHEHHS MNPOBOAHHKOB B KOpOHapHO#H
aprmomiactuke. JCYPHAJI KAPIMOJIOT MY, 76. Tpun. 6 29-32, 1987 . (McDermott EA
Coronary angioplasty guidewire technology. ZEITSCHRIFT FUR KARDIOLOGIE, 76
Suppl 6 29-32, 1987).

3. Mopeiipe A. E., Xsio K., Yuicos 9. K., Tlaten P. BrusHne MPOJO/DKHTEHOTO KOHTAKTA
KPOBH Ha OTJIO)KEHHE KIIETOTHOTO H amopdHOTO MaTeprana Ha IPOBOHHKH C TedIOHOBBIM
TOKPHITHEM: HCCIE/IOBAHAC METOOM CKAHAPYIOIEH 3MCKTPOHHOA ~MHKDOCKOMHH.
KATETEPM3ALIS 1 CEPJIEYHO-COCY/IUCTAA JIMATHOCTHKA, 38 (4) 355-9,
1995 r. (Moreyre AE: Khew K: Wilson AC: Pat'zll R. I?rfﬁ;,]ct of prct)li)ingefi1 blopd contact time

ition of cellular and emorphous materia’ on eflon-coated guidewires: a scanning
Z;lex-gzs t ;ﬁcroscopy study. CATHETERIZATION AND CARDIOVASCULAR

OSIS, 38 (4 355-9, 1995).
4 gﬁfer:au d. K.( I)Ipxmeﬂemle TpOBOJHAKOB ANA QHTHOIUIACTHKA JUIA mxﬂml;ﬁ{cg
. CJIOMHBIX aHrgorpapuyecKux npoueayp. KATETEPU3ALIMA U CEPJIE L

j Use of
CTUKA, 14 () 213, 1988 r. (Nakhjevan FXK.
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5. PonK. I, Cmn;}llll./llé.JI Tpos 149 (1) 317, 1983 r. (Roid K.D- Smith D.C. Guidewire
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technique (letter). CATHETERIZATION AND CARDIOVASCULAR DIAGNOSIS

(1) 80, 1989). » 16
TAPAHTHA

Kommnanns «bocron CalteHTuduK Kopnopeiimmny (Boston Scienti
rapaHTHPYET, ITO MPH NPOSKTHPOBAHHH H NPOH3BOACTBE AaHHO
ZIOJOKHBIE MEPEI IIPEI0CTOPOXHOCTH. Hacrosiman rapanTus 3a
rapaHTHH, He YKa3aHHble NPAMO B HacTosimem AOKY
NoApa3yMEBACMbIC B CHIY NEHCTBHS 3aKOHA MJM MO HHOl NpHYiHHE, BKIIOYas, moMHMo
npoduero, J00bie MoaApasymMeBaeMble TAPAHTHH NPHUIOJHOCTH M3NEIHA Jig NPOJaXH Hin
NOApasyMeBacMble TapaHTHH €ro MNPHUIOJHOCTH As KOHKPEeTHOH wuein, O6pawenue,
XpaHEHHE, OYHCTKAa W CTEPHIM3ALMA JaHHOro MHCTPYMEHTa, a Takxe Apyrue bakropsi,
CBA32HHBIC C NAUMEHTOM, IMAarHO30M, JIEYEHHEM, XUPYPrH4ECKHMH MNPOLENYPAMH M HHBIMU
00CTOATENIECTBAMH, HE 3aBHCSIINMH OT KOMIIAHHH «BCK», okassIBaior HETIOCPEICTBEHHOE
BJIMSHAC HA HHCTDYMEHT H Pe3yJIbTaThl, MOJyYeHHbIE IIpH €ro ucrnonb3oBanuu. O6g3arenberpa
xomnanud «bCK» no nanuo# rapantum OTPaHHYHMBAIOTCA PEMOHTOM HJIM 3aMEHOM IaHHOro
uHcTpyMeHTa. Kommanus «BCK» me mecer OTBCTCTBEHHOCTH 3a JIOOBIE NOGOYHBIE WY
KOCBEHHbIE YOBITKH, YIIeps MM pacxossl, IIpSMO HJTH KOCBEHHO CBSI3aHHBIE ¢ HCIIOJB30BAHHEM
JaHHOro HHCTpyMeHnTa. Komnanus « BCK» me Oeper Ha ces U He YMOTHOMOYHMBAET Kakoe 6g; TO
HH OBUIO JIUIIO GpaTh Ha cebst OT ee HMEHH JOBHIE ZAPYTHE€ HIIH AOMOJHHTENbHBIE 0613aTeIbCTBA
I OTBETCTBEHHOCTB B CBSI3H C JaHHBIM HHCTpYMeHToM. Kommanus «BCK» me HECeT HHKAKOM
OTBETCTBEHHOCTH 32 IOBTOPHO HCHO/1b30BAHHBIE, HOBTOPHO obpaborannbie niau NoBTOPHO
CTEPU.TA30BAHHBIC HHCTPYMEHTBI H He NIPEAOCTABJIAET B OTHOIICHHH TAKHX HHCTPYMEHTOB
HHKAKHX SIBHBIX HJIM NO/IPa3yMeBAeMbIX FAPAHTHIA, BKII0Yas, IOMAMO HPOY€ro, rapaHTHH
TOBApPHOro COCTOAHHSA H NPHIOAHOCTH 15 J0CTHKEHHS JTI060k KOHKPETHO# meJin.

fic Corporation) («BCK» (BSC))
T'O MHCTPyMeHTa GbITH npumsThy
MEHSIET M HCKI0YaeT Bee Huble
MEHTE W BbIpamaembie wuay

‘ ahenTng one : + 3 X9 mokimon, Mexxynaponnas
«bocton Callentngux» (rososnol 6peri, WwWabnoH PYKOBOACTBA NO YKCIUTYATALMMA po.
BEPCun, 922385!’2‘:). PI1D, I'b, STARTER, mexayuaponnas sepeus, S1105206-01A pretrans.

Yepuwii (K) AE < 5,0



REF Homep no karanory.

EE CM. HHCTPYKILHIO 110 npHMenennio.

@ KoMiuiekT nocrabsku.

EC | REP Ynonnomouennsili npeacrasurens s EC,

‘ OdrumanbHblif NPOH3BOAHTEID.

LOT [TapTus.

U P N Howmep uznenus.

@ ITepepabarsiBacMas ynakoBka.

g Hcnonb3oBath 10

AUS AJpec crioHcopa B ABCTpaJIHH.
ARG KOHTaKTHOE JTULIO B ApreHTHHE.
BRA KonrakTtHOe 10 B bpazunuu.

TonbKO U1 OHOKPATHOTO NMPHUMEHEeHHUs. He HCIop30BaTh MOBTOPHO.

He ucnosip30BaTh, €CJIM YIIaKOBKa MMOBpPEXICHA.

@ I’Iomopuas cTepUJIM3alis HE JOIMyCKacTCA.

«bocton Caiientndui» (ronoBHOM OpeHz, wab10H PyKOBOACTBA 110 KCIUTYaTaUnH, 3 X 9 MOHMOB, MexIyHapoaHas
Bepeus, 92238512A), PI1D, I'B, STARTER, mexayHaponHas epcus, 51105206-01A_pretrans.

Yepuwii (K) AE < 5,0 ”



@ £0| Crepnnn3oBaHO STHICHOKCHIOM.

(1on08HOR Open, wabioH PYKOBOACTBA 1O IKCIUTY ATALHK, 3 x 9 moHMOB, MEXKy HapOaHAR

«bocton Calienrngu»
STARTER, meakay HapoaHas BEPCHA, 51105206-01A pretrans.

sepens, 92238512A). PI, b,

Yepumit (K) AL - 5.0
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EC | REP
“A

ynoanomo4eHHbIH Npeacrasurens, p EC
Jleiix Puxen Meankan Jlumurey, )
(Lake Region Medical Limited)

paraepcaens, Huio-Poce, M'paderno y
(Butlersland, New Ross Co ngOrd, ':ll;lcl?:pNI:;)HPnAHﬂ"”

AUS

Aapec crioHCOpa B ABCTpaHy
«bocron CaltenTnduk (ABcrpanus) [Ty
J] y
A/s 332 BOTAHH Hosbiit I0%ubii Youme 3;5( ﬁ‘:’if‘;*“""“‘ (Australia) Pty L1d)
(PO Box 332 BOTANY NSW 1455 Australia) P
Tenedon 6ecniaTnoii sunun 1800 676 133
®akc 6ecniiaTHoi aunnu 1800 836 666

[e]

KoHTaKTHoOe JIHI0 B APreHTHHe
st moTy4eHHA HHPOPMAIHH CBIKHTECH ¢ KOM
| HH( . nanueii «bocron CaiienTndux A
CA» (Boston Scientific Argentina SA) no ccbLike www.bostonscientiﬁc.com:lrg. preTa

BRA

KonrtakTHoe Jinno B bpasninu
JIis moJly4eHHs KOHTaKTHo#i mH¢opmanun komnanud «bocron Caiientuduk 1o bpazna

JItna»  (Boston  Scientific do  Brasil Ltda) mpoiianTe mo  cehLike
www.bostonscientific.com/bra.

ol

OduunanbHblii IPOH3BOAHTEID

«Jlelix Pugxen Meanxan»
340 Jleiix Xazenraiin Jpaiis, Yacka, Munuecota 55318, CLIIA
(340 Lake Hazeltine Drive, Chaska, MN 55318 USA)

PacnpocTpaHHTe/Ib:
«Bocron Caitenrndnx KopnopeHmn»

300 Bocron Caiienndux Y2ii Maan60po, Maccauycerc 01752 CIIA
(300 Boston Scientific Way Marlborough, MA 01752 USA)

Cayx6a no pa6ore ¢ KAHEHTaAMH B CIIIA 888-272-1001

@ He ncno.ib30BaTh, €CIH yNaKoBKa MOBPEK1eHa.

@ [epepabaTpiBacMas ynaKoBKa.

’ . . , wab1oH pyKoBOACTEA no FKcrulyaTaimy, 3 x 9 moAMoB, MEXIyHapoaHad
«BocTon CalieHTHHK? l‘]',;’"ﬁg"g'}'-grﬁe}'én, Mex Ly HapoAiHaA BEPCHS, 51105206-01A _pretrans.

BEpCHA, 92238512A), P
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© 2020 r. Komnanus «Bocron Caltenruduk Kopropeliumiy win ee a0uepie npexmpustus,
Bee npaga sampumens:,

[Tesamo komnanuu « Bocmon Catienmudghu»|

«bocton Caltenrndurr (ronosnoi Gpenss, waGnoH PyKOBOACTBA N0 IKCILIyaTaLMM, 3 X 9 oiiMoB, MEXJ1y HapoHas
sepeun, 92238512A), P11, I'b, STARTER, mexynapoanas sepens, 51105206-01A pretrans.

Yepmsitt (K) AE < 5,0
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