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» TpasmupoBaHue cocysa

Pycckuit

SPLASHWire-

T'APOOUIILHBIM ITPOBOTHUK
MHCTPYKINMS MO IPUMEHEHUKO v

TTepex ucrons30BaHMEM CIEAYET BHUMATE/ILHO M3Y4HUTh BCE NPERYNPEeNICHHS, MEPH

NPeAOCTOPOXHOCTH M ykazamua, HecoOmoaeHne naHHOro TpeGoBaHMa MOMeET

NMPUBECTH K HENPaBUIIbHOM DKCIUTyaTaldd YCTPOMCTBA, YTO MOMET BEI3BATh

CHEAYIOLINE OCIONCHEHHA.

* lepepesauupiii rAAPOGHABHBI NPOBOAHIK

* BEICBOGOKACHNE NUIACTHKOBBIX KYCOIKOB HIIH (PPAarMEHTOB OT THAPOGHILHOTO
[POBOHAKA, KOTOPELE, BO3MOHO, IPHACTCA H3BNEKAT W3 COCYAMCTOrO pycia.

OIIMCAHHUE . . . ‘
Iuapodmisusie npopoauuky Merit Medical BEITONHEHB! M3 BEICOKOKAYECTBEHHOTO,
CTEPHIBHOIO0, METANNUYECKOTo AApa NPOBOAHHKA C MONMMEPHBIM TIOKPHITHEM.
Merannngeckuii  OCHOBHOH TpPOBOJ HCTMONB3YETCS IO BCSH JUIMHE Kopryca
nposofunka. IlonumepHoe nokpeitwe (0GoNouka) HameceHO IO Beel JuuHe
DOBEPXHOCTA  NMPOBOAHMKA. [WAPOQMIEHOE MOKPHITHE HAHECEHO HOBEPX
PEHTTEHOKOHTPACTHOH HomuMepHO#H 060m0uKH. I'HAPODUILHOE NOKPEITHE HAHECSHO
IO Beel JMHE NOBEPXHOCTH NPOBOIHHKA. I'MapoduibHOe NOKpITHE NpH €ro
AKTHBALMHE JEHCTBYET KaKk CMa3Kka MO BCEH IONMMEPHOM MOBepXHOCTH, oGneryas
JABIDKEHHE TNPOBOJHHKA B COCYAHMCTONM cucreme. IIpOBOMHUKM HOCTaBIBIFOTCH
T “[ILHBIMM U ATHPOTCHHLIMY.

n{  3AHMS K XIPMMEHEHHIO

Fuppoduubnsiit  NpoBORHMK Merit TpEIHASHAYGH JUI1  MCOONE30BAHHA B
nepudepHIeckol COCYAUCTOM CHCTeME JUIs 06MEryeHus PasMeILeH s YCIPOHCTB BO
BpeMs IHATHOCTHYECKHX M HHTEPBEHIMOHHEIX NPOLEyp.

INPOTUBOIIOKA3IAHUSA
TIpoBOAHMKY He MPEAHA3HAYEHBI TS YPECKOKHON TPAHCIIOMHHAILHON KOPOHAPHOM
AHTHOMTACTHKM.

NPEAYTIPEXEHNS/ HEXEJATEJILHBIE PEAKITAA

o Ilepex MCHIOMB30BaHUEM MPOBEPHTH NPOBOJHMK HA HATHYHE TOBPENICHMY, He
HCTIONB30BATH MPOBOJHHK, €CNM OH OBUI COTHYT, NEPEKPYYEH MM MOBPENACH.
Hcronp30Ba0ue MOBPENACHHOTO NPOBOTHUKA MOXKET NPUBECTH K MOBDENICHHMIO
€OCy/ia MJIH NOTIAJAHMIO €10 PparMeHTa B COCY L, ”

* Hu B xoeM cityvae He H3MEHATH GopMy rHApodMIBHOrO nposoauuKa. ITonsiTka
H3MEHHUTE (OpMY IIPOBOAHHKAE MOXKET NPUBECTH K €10 NOBPENICHHIO.

« He oCymecTBIATS MAHUITY IS | HE BEIBOJMTH IIPOBOHHK Yepes METAIUTHYECKYIO
HMHBEKIMOHHYIO MIJTy FIIM METAJUIMUSCKUM PaCIIMpPHTE b, 4 TAKKE HE HCIIOIBE30BaTh
€ro0 C YCTPOHCTBAaMM, COSPIKAUMMH METALTMIECKHE JSTANH, TAKUMHU KaK KATeTSPbI
I aTEPIKTOMEH, JIa3ePHBIE KATETCPHl MIIH METRJUIMYECKHE YCTpOHCTBA ISt
BpameH A NPOBOAHUKA KATETEpPa. OTO MOXET NPHBECTH K PaspYINCHUIO W/unH
OTHENICHHI0 BHEIMIHErO MONHMYPETAHOBOIO MOKPHITHA, TPeOYIOmEro H3BICHEHHUS.
[~ HCNONB30BAHMH MAHHOTO NPOBOJHUKA JUIA INCPBHYHOIO PASMEMISHUS

J  MEHJYETCS MCIONB30BATH IUIACTHKOBYIO HHEEKIMOHHYIO HIVIY, NHGO0 3aMeHHTE

/ HA Karerep, CTHICT-KATETEp HIN COCYIUCTHIA PaCHIMpUTEN: cpasy HOCHe
BlicIEHHA NPOBOJHUKA B COCY.

« 3anpemaetca NPONBHMIATH HPOBONHMK NPH BOSHHKHOBEHHM COMpOTHBJICHMSI Ge3
OPEABAPUTENEHOIO ONPEAETEHHS HPHYHHBI TAKOTO CONPOTHBIEHHES IO KOHTPOIEM
peHTreHOCKonnY. ECIH ONyIaeTcs CONpOTHBICHHE M HEBO3MOKHO YCTAHOBUTE
ero MpHuMHy, LENHKOM H3BJcYs NPOBOJHHK BMECT® C yCTIpoMcTBOoM. IlpH
DNPHMEHEHHM YPE3MEPHOTO YCHINA, HECMOTIPA HA CONPOTHBICHHE, BO3MOMCHO
MOBPENICHUE NPOBOAA H/HIIH COCY AR,

o IIpy OCYIMICCTBICHME MAHUNYAALMIY, NPOABWKCHUH, 3AMEHE WIH H3BJICUYEHUM
KareTepa yepes NPOBOAHUK He0GXOMMMO 3a(iHKCHPOBATS H Y AEPKUBATS POBOJHUK
Ha MECTEe [OJ, KOHTPOJIEM PEHITEHOCKOMHM BO W30Ekanue HenpeABHISHHOTO
OPOIBYLKEHHA NPOBOJHUKA; B IPOTHUBHOM CJIYYac BO3MOXKHO NOBPEAIENHE CTEHKH
cOCYy.Ia KOHUMKOM TNPOBOXHHUKA,

o I'uppodubHELH IPOBOJHMK JIOIDKEH HCHONB30BATACA TONBKO BPAUOM, CTICIHATBLHO
00y4eHHBIM JJ11 OCYIIECTBAEHHA MAHMIY)ANMA M HAG/MOACHHA 32 MPOBOJFHHKOM
IO, KOHTPOJIEM PEHTTSHOCKOIHI.

TPEAYIIPEXXAEHUS/ HEXEJATEJLHBIE PEAKIAN

+ Tpom6

« Omboner

« ITepememenne Oisuex

« ['eMaTOMa B MECTE IyHKLHH
o Mubexups J
« Tlepopausa cocyna IvrekTOP 000 i
o Cmasm cocyna
« KpoBoreuenue
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° /:[pyme BO3MOIKHBIC OCJIOKHEHMS B MECTE JOCTyIa, NPUBOAAILME K
KPOBOTEMCHHIO, PACCCUCHMIO HIIU nep(i)opauun, B PE3YJIETATE KOTOPEIX MOMXKET
no*rpeﬁonmca BMCIIATCIECTBO.

MEPBI IPEAOCTOPOKHOCTH

* Ilpu oHOBPEMEHHOM HCIIOJB30BAHAY IPETIAPATA WIH YCTPOHCTBA € IIPOBOAHHKOM
OIICpatop JIOJDKEH MMETh NOMHOE MPE/CTABICHHE O CBOHCTBAX/XaPaKTEpHCTHKAY
npenapata HAH YCTPOACTBA BO H30EMAHME IOBPEINCICHHS TUAPOGHIEHOTO
NIPOBOXHUKA. ‘

* CoOnofaTs  OCTOPOMHOCT NPH  MAHHITYTHPOBAHUM
3aTAHYTHIA reMOCTATHYCCKAH KITanaH.

TNPOBOAHUKOM  vepes

MPEAYIPEXAEHUE

s 3 BTYIIKH yc'rpoﬁcrsa JIOJDICHO MOCTOAHHO BBICTYTIATh HS MEHEE 5 cM TIPOBOOHHKA,
9TO0B! OH HE MOI' MMOJHOCTHIO NPOCKONB3HYTH B ycTpo HcTBO H3-3a €ro HM3KOI'
TPEHUA CKONBIKCHHA. . .

* 'appodumsurie mposoxsuku Merit Medical ynaxosannr B [IACTHKOBOE KOMBIIO,
.OCHameHHoe paskeMoM Jlioopa. Jlanmas ymakoBka NpemoCTaBseTcs s
OOMeryeHus COGMOMCHUS PEKOMEHIOBAHHBIX TIPOM3BO IUTENCM pexoMeHanuit,
COIVIACHO KOTODHIM IIEPEA HCTIONE30BAHUEM NPOBONHUK HEOGXOMMMO MPOMEITS
(u3pacTEOpOM MM reNapHHM3HPOBARHEIM (BHIPACTBOPOM (oM. mHCTPYKIHMO 1O
TPUMEHEHHMIO).

* CoziepauMoe He BCKPHITOM, HETIOBPENNCHHOM YIIAKOBKH CTEPUILHO H aNUPOTeHHO.

HOAT'OTOBKA K IPHUMEHEHUIO

1. IoBepxHOCTS TMAPOGMITEHONO IIPOBOAHKKE OCTAETCS HECKONE3KOH, ECIH €6 HE
yBI2KHUTS. Tlepen m3BIeHEHHEM IIPOBOAHMKA H3 NOJAIOMETD ycrpoifctea
BBECTH CTCPUIBHEIH TeNapHHIBUPOBAHHELA (QU3HONOTIUCCKHMI pacTBop Bo
BTYJKY ¢ passeMom JII09pa Ha KOHIE MOJAIOLIET0 YCTPOMCTBR, YOGk
HANONHATS 0GONOYKY MOXAIOIEr0 YCTPOMCTEA. Bnaromaps aromy nmonsoctsio
TOKPOSTCA MOBEPXHOCTD POBOANKKA, AKTHBHPYETCA MMAPOYUNBHOE IOKPbITHE
H €r0 CKONB3AMME CBOYCTBA.

NPEAYIIPEXAEHUE: Ecnu He YBIaKHITH KOTBLO TIONAIONIETO YCTpoiicTea
TICPE]1 H3BIICHCHHEM NPOBOHHKA, 3TO MOXET MPUBECTH K €I0 MOBPENIEHHIO H
3aTPYHUTENEHOMY HU3BIICUEHMIO.

2. Tlocne yBnaHeHHs NPOBOJHHKA aKKYDPATHO BIATh yeTpoiictro J-o6pastoro
BBINIPAMUTEIIA M BRITAHYTh U3 NIOAAIOICrO YCTpolicTBa. Kax TomsKo
BEINPAMUTEIIL OTACIMTCA OT NMOJAKLIETO YCTPOHCTBA, MIPOOTDKATE HIBIEKATS
TIPOBOSHHUK C KOABLA. ’

3. Ecnu IPOBOIHEK He YBNAKHEH JOIDKHBIM 00pasoM, ero GyAeT TPYAHO H3BJECHE
U3 NOJAIOMIET0 YCTPo#cTBA. BBECTH B MOJAIOMEE YCTPOMCTEO MOTOHITTEIBHE
TeNapUHI3HPOBAHHELH (U3HONOrHYECKHE PACTBOP H DOBTOPKTS mar Ne 2,

HEPEA IPUMEHEHHUEM

BHUMAHWUE

1. BHUMAHME: BesonacHocTs u 3dihexTusHocT: THAPO(UIBHOIO IIPOBOAHMKA
Merit npu ero NpUMEHEHUH B BEHEUHOM 1 HEPBHO-COCY IUCTOM CHCTEME He
YCTaHOBIIEHA,

2. MPEAYIPEXIEHME: JOKNMHAYECKHE HCTBITAHIS JAAHHOTO ycTpoiicTaa
TIPOACMOHCTPUPOBANH NOTCHUHAN K 00pa30BAHMIO CIYCTKOB B OTCYTCTBHM
QHTHKOATyJIAHTHOH Tepanu. B nensx CHIDKeHUs BepOSTHOCTH
TpoMB00Gpa3oBaHus HEOGXOLUMO PACCMOTPETh BO3MOMKHOCTE [PHMEHEHUS
COOTBETCTBYIOIICH AHTHKOATYEATHOM Tepanuu.

HHCTPYKIHS IO IPUMEHEHMIO

1. Tlepex 1 B0 BpeMst HCTIONE30BAHASA 3ANONHHTE ycrpoticTso
TeNapyHU3HPOBAHHBIM (PH3HONOTHYECKUM PACTBOPOM LIS O0ECITEUe IS
IUTABHOTO ABYDKCHHA MMAPOYRIBHOTO NPOBOHHKA BHYTPH YCTPOHCTRA.

2, Hcnons30BaHHE CTEPHITEHOMN MApITH, CMOHeRHOMH reNapUHM3HPOBAHHEIM
(H3HONOTHYECKUM PACTEOPOM, M/WIH HEMETALTHYECKOTO yerpoiictea s
BPAMICHUA NPOBOJHHUKA KATCTEPa 06/IErYUT MAHKIYBIMY C IPOBOXHHEKOM,

3. BeTasuTs NPOBOAHKK B YOTPOICTBO M POABAHYTE €r0 B HYHOE MECTO.
OPEAYIIPEXIEHME: Ecii JBiKeHHe NPOBOZHHKA BHYTpH YyCTpoOiicTBa
3aMEMIACTCA, CNCAYCT M3BJEYh INPOBONHHK M 3aHOBO  AKTHEHMPOBATH
THAPO(IIEHOE NOKPEITHE, CMOYHB BCIO €r0 NOBEPXHOCTS TeNapUHU3HPOBAHHEIM
(U3HONIOrHIECKIM PACTEOPOM.

4. Tpotepers TPOBOJTHUK Mapneit pasmepom 4x4, CMOYEHHOIH
TeNapHHM3UPOBAHHBIM (PU3HONIOTHYECKUM DACTEOPOM, IS YIAANCHHS 0CTaTKOB
KPOBH C NOBEPXHOCTH NPOBOAHHKA.

NPEXYIPEXIEHWE: He wucnons3osats CYXyl0 Mapjiio, HOCKOJEKY 3TO
MOMCT HOBPE/HTh IOBEPXHOCTS NPOBONHHKA, YTO IPHUBENET K YBOIHUCHHIO
CONPOTHBIICHHSA NPH OBTOPHOH YCTAHOBKE NPOBOJHHKA B YCTPOKCTBO.

5. TIoBTOPHO yBNaKHHTH NPOBOAHHK, NPEHIE YeM CHOBA BBOJUTS €ro B n06oe
yctpolicTBo uam pasmemars B naupenre. Ecna mocne TIOBTOPHOTO YBNaKHEHHA
OIIyMACTCS NOTIONHUTENLHOS CONPOTHUBIEHUE, 38MEHUTE MIPOBOTHHE.

6. Cnenyer u3GeraTb MCIOB30BAHUS CIMPTA, AHTUCCIITHYS CKUX PacTBOPOB MM
Apyrnx pactsopurencii. IIPEAYIIPEXAENME: Sta pacteopst MOTYT
HETaTHBHO HOBJIMATE Ha OBEPXHOCTH FHAPOGHIBHOIO NPOBOHMUKA,

7. TloCre OHMCTKM NPOBOJA OMECTHTS €F0 B 3AMONHCHHOS dH3pacTBOPOM KONBLIO,

TIPOKCHMANLHBIM KOHIIOM BrepeA. ITpoBosHIK TatoKe MOMKET GbITh MOMeMIeH B

CICLUaNbHYI0 BAHHOYKY H MONHOCTBIO MOKPHIT FelIapMHU3HPOBAHHEIM

(U3HONOrMYECKIM PACTEOPOM.

IPEAYIPEXAEHME: I'uapodunsHEie NpoBoAHKH Heobxomumo -

TOA/CPXKHBATE B YBIDIHEHHOM COCTOANUM B TEUEHHE Beelt npoueaypsl. ITo

Mepe HEOOXOMHMOCTH HOBTOPHO YBIAKHSTH, KOT/IA FIOBEPXHOCTS HAYHHACT

TIOXCHIXATS.

B ONLY Bunmauwe: Cornacro denepamsnomy saxony CILIA NPOAAKA JAHHOTO



3AABJEHHUE

(0] HOPEJOTBPAITEHUAN IIOBTOPHOI'O

HUCHOJIb30BAHMA
Jina ucnons30BaHMA Jyis ojHOro nauuenta. He ucronk3oBarh NOBTOPHO, HE
nepepaGaThBaTh M HE [OXBEPraTs MOBTOpHON creprummsaupm.  IlosropHoe

HCNONL3OBAHNC,

nepepaboTka MM NOBTOPHAd CTCPHMAM3ALUS MONXET HApYWIMTH

CTPYKTYPHYIO LiE/IOCTHOCTS H3JENUA 1/ I IPUBECTH K OTKA3Y H3JCIHA, YTO, B CBOIO
Ouepeh, MOXKET NPHBECTH K TPABMHPOBAHHIO, PASBATIIO 3aC0NCBAHMH MM CMEPTH
naupenTa. TIoBTOpHOE MenoNb30BaHue, nepepaboTka MK MOBTOPHA CTEPHITH3ALHA
MOYET TPHBECTH K DPHCKY 3arps3HEHHs M3NSNHA W/MIA PasBUTHIO MHQCKUMH Y
HAIUEHTA WIM PA3sBUTHIO TEPESKPECTHON MHQEKUMM, BKMIOYas, NOMHMO MNpoYero,
mepenaqy MH(EKUMOHHBIX 3a00NeBauli OT ONHOTO MALMCHIA K JPYromy.
3arps3HeHHe M3IEHA MOXET NPHBECTH K TPABMHPOBAHHUIO, PA3BHTHIO 3a60/IcBaHMH
WM CMEPTH NAlUEHTa.

He nporyckark Yepes METalIMICCKHE YCTPONCTRA.

BuumMaHue

Buumanne: Cornacno deaepansuaomy 3akony CIIIA nponaxa
JAHHOTO M3ZIeNua Ge3 NpeAnyCaHIs JICHalIero Bpaya sanpeieHa.

MeaunpuHCcKoe H3AETHe

Blg i

VHuKansHeI paenTaduxatop yeTpolictea

He MCIONB30BATh, €CIIH YAKOBKA NOBPEKIACHA H 0OPaTHTECA K
HMHCTPYKUMM [0 NPAMEHEHHIO. :
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CnenoBarth HHCTPYKUMH 10 IPHMEHCHUIO

Jlns mosy4eHns SIeKTPOHHOro Sk3eMIuipa ckanupyite QR kox
MIM OepeiianTe Ha calitwww.merit.com/ifu u BBeuTe
HICHTH(HMKATOP MHCTPYKUMH [0 NpHMeHenuio. (s nomyyenus
MIEHATHOrO SK3EMIULAPA OOPaTHTECH B CNYKOY NOANEPIKKH
xauertoB B CILIA umu EC.
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CucTeMa 3aUTE CTEPHIBHOCTH
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SPLASHWire

HYDROPHILIC GUIDE WIRE

“INSTRUCTIONS FOR USE -

Carefully read all warnings, precautions and directions prior to use. Failure to do
50 may result in the improper use of this device which could cause the following
complications:

.

Shearing of the hydrophilic guide wire

Release of plastic pieces or fragments from the hydrophilic guide wire which may
need to be retrieved from the vasculature.

Vessel trauma . R o

DESCRIPTION

Merit Medical hydrophilic guide wires are constructad from a high quality,
steerable, metallic core wire with a polymer coating. The metallic core wire is
utilized throughout the entire length of the wire body. The polymer coating (jacket)
extends across the entire length of the guide wire surface. A hydrophllic coating
is applied over the radlopaque polymer jacket. The hydraphilic coating extends
across the entire length of the guide wire surface. The hydrophilic coating, when
activated, provides lubricity acrass the entire polymer surface allowing the guide
wire to navigate through the vasculature. Guide wires are supplied sterile and non-
pyrogenic, g :

“.

BICATIONS FOR USE
~ Merit Hydrophilic Guide Wire is intended to be used in the peripheral vascular

system to facilitate the placement of devices during diagnostic and interventional

procedures.

CONTRAINDICATIONS
These guide wires are not intended for Percutaneous Transluminal Coronary
Angloplasty use.

WARNINGS/ADVERSE REACTIONS

.

Inspect wire for damage prior to use, do not use a wire that has been bent,
kinked, or damaged. Use of a damaged wire may result in vessel damage or wire
fragment release into the vessel.

Do not reshape the hydrophilic wire by any means. Attempting to reshape th
wire may cause damage to the wire. . :
Do not manipulate or withdraw the wire through a metal entry needle or a
metal dilator, or use this wire with devices which contain metal parts such as
atherectomy catheters or laser catheters or metal torque devices. This may result
In destruction and /or separation of the outer polyurethane coating requiring
retrieval. A plastic entry needle is recommended when using this wire for initial
placement, or a catheter, introducer sheath or vessel difator should replace the
needle as soon as the guide wire has been inserted into the vessel.

Never advance the guide wire against resistance without first determining the
reason for the resistance under fluoroscopy. If resistance occurs and the cause
Y resistance cannot be determined, remove the guide wire and device as a unit.
¢xcessive force against resistance may result in damage to the wire and/ or to

-the vessel.

When manipulating, advancing, exchanging, or withdrawing a catheter over the
wire, secure and maintain the guide wire in place under fluoroscopy to avoid
unexpected guide wire advancement; otherwise damage to the vessel wall by
the wire's tip may occur.

The hydrophilic gulde wire should be used only by a physician, who is well
trained in manipulation and observation of guide wires under fluoroscopy.

WARNINGS/ADVERSE REACTIONS

Thrombus
_Emboli

Arterial or venous vessel wall damage

Plaque distodgment.
Hematoma at the puncture site
Infection

Vessel perforation

Vessel spasm

Hemotrhage

Vascular thrombosis

Perucrparna MH 8 PocanpasHanzope
www.nevacert.ru | info@nevacert.ru

Other potential access site complications leading to bleeding, dissection, or
perforation that may require intervention.

PRECAUTIONS

When using a drug or a device concurrently with the wire, the operator should
have a full understanding of the properties/characteristics of the drug or device
50 as to avoid damage to the hydrophilic guide wire.

Use care when manipulating this guide wire through a tightened Hemostasis
valve,

CAUTIONS

At least 5 cm of the wire should protrude from the device hub at alf times to
prevent the wire from sliding entirely into the device due to the low sliding
friction of this wire.

Merit Medical hydrophilic guide wires are packaged in a plastic hoop fitted
with a luer hub. This packaging is provided to facilitate compliance with the
manufacturer recommended guidelines that the wire must be flushed with
saline or heparinized saline prior to use (See instructions for use).

Contents of unopened, undamaged package are sterile and non-pyrogenic,

PREPARATION FOR USE

1.

The surface of the hydrophilic guide wire is not lubricious unless it is wet.
Before attempting to remove the guide wire from its’ dispenser, Inject sterile
heparinized saline solution into the luer lock hub end of the dispenser to fill
the dispenser coil. This will completely cover the guide wire surface, activate
the hydrophilic coating, and make the guide wire very lubricious.

WARNING: Failure to hydrate the dispenser hoop prior to guide wire removal
may result in guide wire damage and or difficult removal from the dispenser.
After hydrating the guide wire, gently grasp the J-straightener device and pull
from the dispenser, once the straightener is separated from the dispenser,
continue to remove the wire from the hoop.

If guide wire Is not properly hydrated, it will be difficult to remove from the
dispenser. Inject additional heparinized saline solution into dispenser and
repeat step # 2.

PRIORTO USE

CAUTION

1.

2.

INSTRUCTIONS FOR USE

1.

2.

CAUTION: The safety and effectiveness of the Merit Hydrophilic Guide Wire
has not been established in the Coronary or Neuro vasculature. R
WARNING: Preclinical testing with this device shows the potential for clot
formation in the absence of anticoagulation, Appropriate anticoagulation
therapy should be considered to reduce the potential for thrombus fofmation
on the device.

K
T .

Fill concurrent device with heparinized saline solution before and dur-ing use
to ensure smooth movement of the hydrophilic guide wire within the device, .
Use of sterilized gauze moistened with heparinized saline solution and/or a
non metal torque device will facilitate handling of the wire,
Insert the guide wire Into the device and advance to the desired location.
WARNING: If movement of the wire within the device becomes diminished,
.remove guide wire and reactivate the hydrophilic coating by wetting its entire
surface with a heparinized saline solution. ) L
Wipe the guide wire with a 4x4 gauze moistened with heparinized saline
solution to remove excess blood from the guide wire surface.
WARNING: Do not use dry gauze as this may damage the guide wire surface
resulting In increased resistance when the wire is renserted into the device.
Re-hydrate the guide wire prior to reinsertion into any device or placement
into a patient. If additional resistance Is felt after re-hydration, replace guide
wire. .
Use of alcohol, antiseptic solutions, or other solvents must be avoided.
WARNING: These solutions may adversely affect the surface of the hydrophilic
gulde wire. .
After cleaning the wire, place into the saline filled hoop, proximal end first, The
wire may alse be placed In a guide wire basin and completely covered with
heparinized saline solution.
WARNING: Hydrophilic guide wires must be kept hydrated through out the
entire procedure. Re-hydrate as necessary when the surface starts to dry out,

RONLY Caution: Federal (USA) law restricts this device to sale by ar on the order -
of a physician.






REUSE PRECAUTION STATEMENT

For single patient 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 patient injury,
Hliness or death. Reuse, reprocessing or resterilization may also create a risk
of contamination of the device and/or cause patlent infection or cross-infection,
including, but not limited to, the transmission of infactious disease(s) from one
patient to another. Contamination of the device may lead to injury, iliness or death
of the patient.

B

Do not withdraw through metal devices,

Caution

Caution: Federal (USA)} law restricts this dévice to sale by oron
the order of a physician.

Medical Device

Unique Device Identifier

Do Not Use If Package is Damaged and Consult Instruction for
Use

Use by date: YYYY-MM-DD

HE G

Date of Manufacture: YYYY-MM-DD

REF Catalog number

LO Lot number

Manufacturer

Authorized Representative in the European Community

Date of Manufacture: YYYY-MM-DD

v

Consult Instructions for Use

For electronic copy scan QR code, or go to www.merit.com/ifu
and enter {FU ID, For printed copy, call U.S.A. or EU Customer
Service
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Non-pyrogenic

Single use

Do not resterilize
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Keep Dry
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Keep away from sunlight

o

Single sterile barrier system
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RILE[EO)] Sterilized Using Ethylene Oxide
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www.merit.com

Manufacturer:
Merit Medical Systems, Inc.
1600 West Merit Parkway

South Jordan, Utah 84095 US.A.
1-801-253-1600
USA. Customer Service 1-800-356-3748

Authorized Representative:

E Merlt Medical freland Ltd
Parkmore Business Park West, Galway, Ireland
EC Customer Service +31 43 3588222
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