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Headway® Microcatheter with Hydrophilic Coating
Instructions for Use

DEVICE DESCRIPTION

The Headway Microcatheter is a single lumen catheter designed to be introduced over a steerable guidewire to access small, tortuous vasculature. The
semi-rigid proximal section transitions to a flexible distal tip to facilitate advancement through vessels. Dual radiopaque markers at the distal end facilitate

fluoroscopic visualization. The outer surface of the Mi is coated with a ilic polymer to increase lubricity. A luer fitting on the Microcatheter
hub is used for the attachment of accessories.

[ CONTENTS |
One Headway Microcatheter with shaping mandrel and introducer sheath.

[ INDICATIONS FOR USE |

The Headway Microcatheter is intended for general intravascular use, including the peripheral, coronary and neuro vasculature for the infusion of diagnostic
agents, such as contrast media, and therapeutic agents, such as occlusion coils.

‘ CONTRAINDICATIONS ‘
There are no known contraindications.

[ cAuTION |
RX-Only: Federal law (USA) restricts this device to sale by or on the order of a physician.

| WARNINGS \
The Microcatheter should only be used by physicians who are familiar with angiographic and interventional procedures. It is important to follow the instructions
for use prior to using this product.

The Microcatheter is provided sterile and non-pyrogenic unless the unit package is opened or damaged. Do not use if the packaging is breached or damaged.
The Microcatheter is intended for single use only. Do not resterilize and/or reuse the device. After use, dispose device in accordance with hospital and/or local
government policy.

Inspect the Microcatheter prior to use for any irregularities or damage and discard if any inconsistencies are observed.

The Microcatheter should be advanced or manipulated under fluoroscopic guidance. Do not advance or withdraw the device when excessive resistance is met
until the cause of resistance is determined.

Infusion pressure should not exceed 300 psi to avoid potential rupture of the Microcatheter.

Shaping mandrel is not intended for use inside the body. Ensure shaping mandrel is removed from Microcatheter prior to introduction into the RHV or other
accessories.

[ PRECAUTIONS
Verify Mlcrocalheler compatibility when using other ancillary dewces used in i p . Physician must be familiar with
i and possible i i with the proced
The Microcatheter has a lubricious surface and should be hydrated prior to use.
Exercise care in handling the Microcatheter to reduce the chance of accidental damage.
Verify that the diameter of any guidewire or accessory device that is used is compatible with the inner diameter of the Microcatheter prior to use.
Potential complications include, but are ot imited to: vessel or aneurysm perforation, vasospasm, hematoma at the site of entry, embolism, ischemia,
ysm, seizure, stroke, infection, vessel dissection, thrombus formation, and death.
To reduce the risk of damage or separation of the device, avoid repeated bending at the same point of the Microcatheter.

Take pi ion when manipulating the Mi in tortuous to avoid damage to the Avoid ing or wi against
resistance until the cause of resistance is determined.
PREPARATION FOR USE

Before removing the Microcatheter, fully hydrate the hydrophilic segment of the device by flushing heparinized saline through the dispenser tube using a syringe
attached to the dispenser tube hub.

To remove the Microcatheter from the dispenser tube, gently pull the hub out from the dispenser tube. Remove the Microcatheter by pulling it from the
dispenser tube. If resistance is met, repeat the flushing procedure until the Microcatheter is well hydrated and can be easily removed from the dispenser tube.

Inspect the Microcatheter thoroughly to ensure it is not damaged. Do not allow to dry prior to i ion into the guiding catheter.
Microcatheter | Shaft Length Guide Catheter Minimum ID Guidewire Recommendation
Headway 17 150 cm 0.056 in./1.42 mm <0.0141in./<0.36 mm
150 cm : .
156 cm 0.056 in./ 1.42 mm <0.018in./<0.46 mm
150 cm . "
Headway 27 156 cm 0.056 in./1.42 mm <0.018in./ < 0.46 mm

The Microcatheter is compatible for use with dimethyl sulfoxide (DMSO).



Steam Shaping

If tip shaping is desired, remove the shaping mandrel and the introducer sheath from the card. Bend the steam shaping mandrel to the desired shape. Note:
the shaping mandrel should be over-bent by approximately one-third to achieve the desired shape in the Microcatheter (for example, for a 45° bend in the
Microcatheter, shape the mandrel with a 60° bend). Carefully introduce the Microcatheter through the introducer sheath. Gently insert the shaped mandrel
into the Microcatheter distal tip.

Hold Microcatheter tip/shaping mandrel assembly approximately one inch from a steam source for approximately 30 seconds to form shape.

. jately place Mi i ing mandrel assembly into heparinized saline to set the shape.

Carefully remove shaping mandrel from Microcatheter and discard.

Warning: Shaping mandrel is not intended for use inside the body.

DIRECTIONS FOR USE

Prior to use, flush the Mi lumen with inized saline to prime the Microcatheter and provide smooth movement of the guidewire within
the Microcatheter. A rotating hemostatic valve (RHV) may be attached to the Microcatheter hub and used to facilitate the flushing process.

Carefully insert the distal section of the guidewire into the Microcatheter hub (refer to the guidewire instructions for use). A guidewire insertion tool may be used
to facilitate insertion of the guidewire distal tip through an RHV and into the Microcatheter hub. Advance the guidewire until the distal tip is near the distal end of
the Microcatheter. Gently tighten the RHV to maintain position.

Slip the torque device over the proximal end of the guidewire to the desired location (refer to guidewire or torque device instructions for use). Secure the torque
device in place by tightening the rotating knob. The torque device may be repositioned by loosening and retightening the rotating knob.

A guiding catheter is placed into the appropriate vessel and the Microcatheter/guidewire assembly is then advanced through the guiding catheter to the target
vessel or vascular lesion. Set up a cont flush of inized saline by ing RHVs with ized flush solution lines to the hub of the guiding
catheter and Microcatheter.

Loosen the guiding catheter RHV and introduce the Microcatheter/guidewire into the guiding catheter using the introducer sheath. Carefully advance the
Microcatheter/guidewire to the guiding catheter distal tip. After the Microcatheter/guidewire reaches the tip of the guiding catheter, remove the introducer from
the Microcatheter shaft by retracting the introducer from the RHV and peeling off the introducer. During navigation in the vasculature, advance the guidewire a
short distance, then advance the Microcatheter over the guidewire and repeat until the desired site is reached. The proximal portion of the Microcatheter does
not have the hydrophilic surface and may encounter resistance when this section is advanced through the RHV.

Once the desired location has been reached, the guidewire is removed from the Mi The di ic or ic agent(s) are then prepared for
delivery through the Microcatheter. Warning: Do not exceed the maximum recommended infusion pressure of 300 psi.

Microcatheter Microcatheter ID Dead Space
Headway 17 0.43mm/0.0170 in. 0.41cc
Headway 21 150 cm : 0.49 cc
Headway 21 156 com 0.58 mm /0.02101n. 0.5 ¢¢
Headway 27 150 cm : 0.79 cc
Headway 27 156 cm 069 mm/0.0270n. 0.83 ¢
Microcatheter Approximate Nominal Flow Rates at 100 and 300 psi Infusion Pressure
Saline 60% Contrast 76% Contrast
100 psi 300 psi 100 psi 300 psi 100 psi 300 psi
Headway 17 0.66 1.42 0.26 0.75 0.12 0.49
cc/sec cc/sec cc/sec cc/sec cc/sec cc/sec
Headway 21 150 cm 1.00 1.90 0.40 0.90 0.20/0.30 0.70/0.80
Headway 21 156 cm cc/sec cc/sec cc/sec cc/sec cc/sec cc/sec
Headway 27 150 cm 2.30/2.60 4.00/42 0.90/1.2 1.40/1.7 0.60/0.9 0.90/1.1
Headway 27 156 cm ce/sec co/sec ce/sec ce/sec ce/sec ce/sec

Between uses, rinse the Microcatheter in a basin of heparinized saline and wipe it gently with sterile, wet gauze and place in a basin of heparinized saline or a
flushed dispenser tube to keep the hydrophilic surface wet until use.

[ STORAGE l

Avoid exposure to water, sunlight, extreme temperatures and high humidity during storage. Store the Microcatheter under controlled room temperature. See the
product label for the device shelf life. Do not use the device beyond the labeled shelf life.

[ MATERIALS \
The Microcatheter does not contain latex or PVC materials.

[ WARRANTY \

MicroVention, Inc. warrants that reasonable care has been used in the design and manufacture of this device. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether expressed or implied by operation of law or otherwise, including, but not limited to, any implied warranties
of merchantability or fitness. Handling, storage, cleaning and sterilization of the device as well as factors relating to the patient, diagnosis, treatment, surgical
procedure and other matters beyond MicroVention’s control directly affect the device and the results obtained from its use. MicroVention’s obligation under this
warranty is limited to the repair or replacement of this device and MicroVention shall not be liable for any incidental or consequential loss, damage or expense
directly or indirectly arising from the use of this device. MicroVention neither assumes, nor authorizes any other person to assume for it, any other or additional
liability or responsibility in connection with this device. MicroVention assumes no liability with respect to devices reused, reprocessed or resterilized and makes
no warranties, expressed or implied, including, but not limited to, merchantability or fitness for intended use, with respect to such device.

subject to change without notice.

served.




Russian/Pycckuii

P Tep r y=cCr

NoKpbITUEM

WHCTpYKLUMS N0 NPUMEHEHNIO

OMUCAHME YCTPOUCTBA
p Headway T coboit It kateTep, il A8 BBEAEHNSA N0 YNPaBNAeMOMy NPOBOAHMKY C LENbIO
J0CTYNa K MEnKkuM, M3BUTLIM cocyaiam. 1 yacte 8 MOABIKHBIA UCTANbHBIV HAKOHEUHNK, 3TO OBneryaeT
NPOJIBUKEHIE N0 COCYAAM. [IBE PEHTTEHOKOHTPACTHbIE METKY Ha IUCTAITbHOM KOHLIE MOMOTaloT PEHTTEHOCKONMYECKOM BU3yanuaaLn. HapyxHas
pa NoKpbITa ruapC ans cBoiicTB. Pasbem Jlioapa Ha BTyNKe MUKpoKateTepa
uenonbayetes nnn OAICOSAUHEHISt BCMIOMOTaTENbHbIX npmuauﬂexnomem
[ conepxumoE |
OavH MUKp ep Headway ¢ 7 onpaBKoi 1 ol i oM.
[ HASHAYEHHE |
Headway Ans o6Luero BHy 0 UCTIONL3OBaHMS, B TOM YKCTIE Ha NEPUGEPUIECKIX, KOPOHAPHBIX COCYAaX 1
CoCy/1ax HepBHOV CUCTEMb, ANt WHy3um aviar CPE/ICTB, TaKMX Kak KOHTPACTHbIE BELLECTBA, U TEPANEBTUECKUX CPEACTB, TaKUX
Kak OKKTKO3NOHHbIE Crpant.
[PoTUBONOKAZAHMS |
V13BECTHBIX NPOTUBONOKA3aHMT HET.
[ nPEROCTEPEXEHMA |
MVKpOKaTeTEp AOMKEH UCTIONB30BATLCA TONBKO BpaYamM, aHrvorpachi " MM . Mepes UCMONb30BaHUEM 1aHHOTO
u3aenus HeoGXOANMO CRIei0BAT UHCTPYKLMSIM.
P W Henvp €CTM yNaKoBKa YCTPOVICTBA He BCKPbITA U He NOBPeXzeHa. He ucronb3yiiTe, €Cni ynakoska
BCKPBITA UM NIOBPEX7EHa.
TonbKo ANA He /iTe NOBTOPHO M/UNK He ucnonb3yiite NosTOpHo. Mocne
UCMONb30BaHHA YJanuTe YCTPOICTBO B OTXOAbI B CO c nevebHoro Wi MECTHBIX OPraHoB BNAcTU.
Mepen posep D Ha NPeMET KakX-NnEO HapyLWeHMiA U MOBPEXAEHNI 1, €CTIV TaKOBbIE UMEIOTCS, YAANUTe ero B OTXO/b.
M P epa u [OMKHBI CS M0/ Pt KoHTponeM. He npoaguraiite 1 He u3Bnekaiite yCTpOICTBO,

€CInu Bbl NOYYBCTBYETE CUIbHOE CONPOTUBNEHIE, 10 TeX Nop, NoKa NpUiMHa 3TOr0 CONPOTUBNEHUA HE YCTaHOBNEHA.
Bo u3bexaHue BOMOXHOTO pa3pbiBa MUKpoKaTeTepa fAaBreHie MHby3um He AOMKHO NpeBbiluaTh 2068 kMa (300 hyHTOB Ha KBaAPaTHbIR AtoiM).

[ onpagka He AN UCTIONB30BAHUS BHYTPM TeNa Yerosexa. YoeauTech, 4to onpagka w3
P pa nepen ero 80 ViCst FeMOCTATUUECKWiA KanaH Wi ApYTie BCTIOMOraTenbHbIe MPUHAANEXHOCTH.
MEPbI MPEAOCTOPOXHOCTU
Mpy ncnonb3osaHmy ApYrx 0BbIYHO BO BHY 7 pbTe WX c
MUKpOKaTeTepoM. Bpay AomKeH BnaaeTb BHY' 1 UMeTh 0 BOSMOKHbIX OCIOKHEHMSX, CBA3AHHbIX
C npoLeaypon.
umeeT 1 OMKeH BbiTb yBNaKHEH Nepe/ UCronb3oBaHNEM.
O6patifaiitech ¢ MUKPC p 4TOBbI CHU3UTb PUCK CATYHAVHOTO MOBPEXACHNUS.

Mepen ucnons3osaxrem n>06blx NPOBOJHUKOB WM BCMIOMOTATENbHbIX YCTPOACTB yBeanTeCh, YTO UX AMaMeTp COBMECTUM C BHYTPEHHUM MaMETPOM
MUKpOKaTeTepa.

K NOMWUMO NPOYMX: cocyaa unn remaToma B Mecte BBEAEHUs, QMSDHMR,
VLEMMS, BHYTP e CY[OPOXHIA NPUNAZOK, UHCYNLT, UHCPEKLS, PACCIOEHUE CTEHKN cocyaa,
TpomGoobpasosatie u cmeprb

D,J'Iﬁ pucka Wnu paspbiea i Ha HECKOMbKO YacTeit usberaiire MOBTOPHOTO crubanms MUKpOKaTeTepa B O4HOM U TOM Xe MecTe.
Bynbte npn Ha cocypax, 4toBbl He NoBPeaUTL MUKpokaTeTep. He npoasuraiite MukpokateTep
Brepea unu Hasag npu Hanu4un conpoTUBEHNs, 40 TeX Nop, NoKa NPU4KMHa 3TOro conpe He 6y£lET

NOArOTOBKA K UCMONb30BAHUIO

TMepen v3BNeeHMeM MUKpOKaTETepa MONHOCTBI0 YBNaXHUTE TAPOMUTIEHYIO YaCTb YCTPOMCTBA, NPOMBIB Er0 renapvHItaNPOBaHHLIM UINONOTHIECKIM
PacTBOPOM BHYTPY 3aLLUTHOV 0BONOUKM NP MOMOLLY LIMPHLIA, MPUCOSANHEHHOTO K BTYMKE 3aLLIATHOI 0BONOUKM.

Jinsi M3BNIEUEHNA MUKPOKATETEPA U3 3aLLMTHOM OGOIONKY aKKYPATHO BbITHUTE BTYMKY U3 i1 060n0YKM BBITATVBAR €10 13
3aUMTHO/ 060N0uKi. ECIM Bbl NO|YBCTBYETE CONPOTUBIEHHE, NIOBTOPHTE MDOMLIBKY, M10KA MUKDOKATETEP He GYET XOPOLLIO YBNAXHEH U €10 MOXHO ByneT
C NETKOCTLIO U3BNE 13 3aUITHO 0BONoNK. TuaTensHO NpoBep P epuy 4TO OH He He
P ‘epa nepea B KareTep.
MUHMManbHbIA BHYTPEHHUIA
Pexomengauum no sbiGopy
Mukpokaretep [inura Tpy6ku [ANaMeTp NPOBOAHNKOBOrO
NpOBOAHMKA
KaTeTepa
Headway 17 150 cm 0,056 aroiima / 1,42 mm <0,014 groitma / < 0,36 Mm
150 cm ~ "
Headway 21 156 om 0,056 aroiima / 1,42 mm < 0,018 aroitma / < 0,46 mm
150 cm " "
< <
156 om 0,056 atoitma / 1,42 Mm 0,018 atoitma / < 0,46 Mm

Mukpokare MeTuncynbchokeuaom (AMCO).



Mpupaxre chopMbi Npy nomolum napa

e EcnmTp npuaats hopmy Y, 3 yNakoBK\ onpagky 1 06onouky-uHTpoabtocep. Moj Napom corHuTe
hopMypyIoLLyio OMpaBKy, YTOGb! NPUAATL eit chopmy. Mpi : yron crvba i1 ONpaBKy 0MKeEH BbiTb NPUMEPHO Ha OAHY
TpeTb GonbLue, 4Tobbl NpuaaTL p opmy Ans nony n3ruba MukpokaTeTepa, paBHOro 45°, COrHIUTE onpaBky
noa yrnom 60°). O p B 06 - ofibrocep. AKKYp: BBEAUTE OnpaBky B it
HaKOHEUHUK MUKpOKaTeTepa.

. iiTe KOMNNeKS OnpaBKa Ha p: 0Kono 2,5 cm 0 1 A0VM) OT UCTOYHMKA
napa B TeyeHime npuMepHo 30 cekyHa /:lﬂﬂ npmnamﬂ hopmbl.

© Heme/neHHO NOMECTUTE KOMNNEKC HAKOHEUHUK onpaeka 8 ii (huanonorudeckuit pacTeop Anst

ukcaLyn hopmbl.
OCTOPOXHO M3BNEKMTE hOPMUPYIOLLIYIO ONPaBKY U3 MUKDOKATETEPa W YA1ankTe B OTXOMbI.
nj [ onpagka He JANA ICNOMNb30BAHNA BHYTPYU Tena Yernosexa.

‘ WHCTPYKLIAW MO UCMONB30BAHUIO

Mepen 1cnonb30BaHVEM TLLIATENbHO NPOMOVITE NPOCBET MUKPOKATETEPA reNnapiHvanpOBaHHbIM U3MONOTMYECKMM PACTBOPOM, YTOBbI 3aMONHUTL

P py nnasHoe ] p VCSi TeMOCTATU4ECKWiA KNlanaH MOXET BbiTb NPUCOBANHEH K
BTYIKE MUKD pa u NS YCKopeHus npotecca
o] BBEAVTE yactb BO BTYNky (cm. no [ns Toro 4T0BbI 06neruuTL
BBE/IEHNE HaKol Yepes iicsi reMocTaTU4eCKuiA knanak BO BTYIKY MUKpOKaTeTepa, MOXHO UCMOMb30BaTh
VIHCTPYMEHT [U1A BBEAeHAA NPOBOAKNK. [POABHTaliTe NpOBOAHKK A0 TEX 110p, N10KA 670 AUCTaTbHbii KOHEL He OKGXETCA OKOMO AYCTATIBHOT KOHUA
P p YPaTHO 3aTAHUTE Vi KnanaH, 4ToGb! b
e Te 3akpy no joi Yacti (om. no
WM 3aKkpy Liero i WCTEO Ha MecTe POTHOI pyuKu. 3akpy it
MOXHO Nepe/iBIHY T Ha /iPYroe Mecto, ocnaGMH a 3aTeM CHOBA 3aTsiHYB MOBOPOTHYIO PyuKY.
ol I kateTep 8 cocyze, 1 3aTeM KOMNNEKC MUKPOKATeTep/NPOBOAHMK BEOAUTCA 4epe3 NPOBO/IHVIKOBLI KaTeTep
K 3a7JaHHOMY COCYZly MM YHacTKy 0 06 Y10 MPOMBIBKY M
Knanakb! ¢ Mar noga4M np 0 pacTeopa nog KBTYKaM 0
KaTeTepa 1 MUKpoKaTeTepa.
OcnabbTe BpaLAIOLWIACA reMOCTATUYECKUT KNanaH NPOBOJHIKOBOTO KaTeTepa v BBEAVTE KOMMNEKC MYKD B 7 kaTeTep,
UCTIONb3yst 0GONOUKY-MHTPOBIOCEP. OCTOPOXHO MPO/IBUHETE KOMMNIEKC MUKPOKATETEP/MPOBOAHYK K AVCTANbHOMY KOHLLY MPOBOAHMKOBOTO KaTeTepa. Mocne
TOrO, KaK KOMMNEKe AOCTUTHET KOHUA KareTepa, yganure 3 TpyGKM pa, Ans 31070
BBITAHUTE UHTPOBIOCEP U3 BPALLAIOLIETOCA FEMOCTATUHECKOTO KITanaka 1 MOMHOCTbIO Bbl ero. Bo Bpems 110 cocyAam it
Ha KopoTkoe 3aTem i o [0 psiiiTe 3TU AENCTBIUA A0 AOCTINKEHNUS TPEBYeMOoro y4acTka.

Ha npokcvmansHoit 4acTin MUKpoKaTeTepa OTCyTCTBYET ruapotUnbHOE NOKPLITUE, 1 NPY NPOBEAEHNN 3TO YACTU Yepe3 BPALLAOLLMICS FeMOCTaTUHECKUI
KnanaH MOXeT BO3HUKaTb COMPOTHBNIEHME.

[Mocne Toro, kak 6yaeT AOCTUTHYTO u3 pa. 3atem
Avar Oro Unu Tep Or0 CPefICTBa (CPE/CTB) ANA BBEEHMS Yepe3 MukpokaTeTep. Mp He it
PeKOMEH[I0BaHHOTO JaBNeHNs nHhy3un, pasHoro 2068 kfa (300 dyHTOB Ha KBaapaTHIi A0iM).
Mukpokatetep BHyTpeHHuit AnameTp MUKpokaTeTepa MepTBoe npocTpaHcTBO
Headway 17 0,43 Mm 10,0170 aroiima 041 mn
Headway 21 150 cm 0,53 mm /0,0210 Aroiima 0,49 mn
Headway 21 156 cm 0,55 mn
Headway 27 150 cm 0,69 mm /0,0270 gtoitma 0,79 Mn
Headway 27 156 cm 0,83 mMn




Mukpokatetep nj 3HaveHus i nopayu npu WHoby3umM
689 kMa (100 dhyHTOB Ha KBaApaTHBIN Ar0M) 1 2068 KMa (300 hyHTOB Ha KBaApaTHbIN AOAM)
Duanonornyeckuit pacTeop 60% pacTeop 76% pacTeop
KOHTPACTHOrO BelwecTaa KOHTPACTHOTO BelwecTsa
689 kMa 2068 kMa 689 KMa 2068 kMa 689 kMa 2068 kMa
(100 cpyHToB Ha | (300 chyHTOB Ha (100 cpyHTOB Ha (300 cpyHToB Ha kB. | (100 ChyHTOB Ha (300 cpyHTOB Ha
KB. [jt0iim) KB. [itoViM) KB. [it0ViM) njoiim) KB. [it0ViM) KB. [it0ViM)
Headway 17 0,66 1,42 026 0,75 0,12 049
mn/cex mn/cex mn/cek mn/cex mn/cek mn/cek
Headway 21 150 cm 1,00 1,90 040 0,90 0,20/0,30 0,70/0,80
Headway 21 156 cm mn/cek mn/cek mn/cex mn/cek mn/cek mn/cex
Headway 27 150 cm 2,30/2,60 4,00/4.2 090/1,2 140/17 060/0,9 090/1,1
Headway 27 156 cm mn/cek mn/cek mn/cek mn/cek mn/cex mn/cex
Tocre KaXporo UCMONb30BAHNS CrigayeT MPOMbITh 8 BaHHOuKe C M HECKAM p p
€10 CTepUrIbHOI BNaXHOM Mapriel, a 3aTem B BaHHOUKY C IM WY B NPOMBITYIO 3aLLUTHYHO
0Bonouky, 4Tobbl BO BNAXHOM oo

[ XPAHEHHE

Bo Bpems xpaHeHus He JonyckaiTe BO3AEACTBUS BOAbI, CONHEYHbIX Ny4el, IKCTPeMasbHbIX TEMNepaTyp v BbICOKOI BNaXHOCTU. XpaHuTe MUKpoKaTetep
NPy KOHTPOMMPYEMOii KOMHATHOI TemnepaType. Cpok roAHOCTY U3AENUs yka3aH Ha aTUKeTKe. He MCnonbayiiTe YCTPOVICTBO MO OKOHYaHMM CPOKa FOAHOCTH,
YKa3aHHOTO Ha 3TUKeTke

[ MATEPUATIBI

P D He COnepXuT p 13 natekca unu MBX.

[ TAPAHTHR

, Inc. , 4TO NpUGOP Bbin n C AOMKHON 0CTbl0. OTa rapaHTUs AaeTCs BMECTO NtoBblX
[PYIYX rapaHTHit U MckniowaeT NioBble APYTUe, He Yka3aHHbIe B AaHHOM JIOKYMEHTE B MPAMOit OPME rapaHTUy, BuIpaXeHHbIe Ui noapasyMesaemble
3aKOHOM Vi KaKitM-NIMGO MHbIM 0BPa3oM, BKITIoYas, Cpeay MpouyX, kakie Gbl TO Hit Gbino nofpasyMesaeMble rapaHTUi MPUTOAHOCTM UM COOTBETCTBHS.
OBpallieHute, xpaHeHue, YUCTKa 1 CTEpUNM3ALIMS YCTPOIICTBA, @ Takoke (aKTOPbI, CBA3aHHbIE C NaLIMEHTOM, ArHO30M, NIeYEHNEM, xmpyprwecxow npoeaypoi
W 1Ip., He 3aBUCSLLe OT KoMnaHuy MicroVention, HEMocpeaiCTBEHHO BANAIOT Ha YCTPOACTBO i
Komnatuu MicroVention no AaHHOIA rapaHTk OrpaHUEHbI PEMOHTOM U 3aMEHOi JaHHOTO YCTPOICTBA Ha HOBOE, U KOMMaHHA MlcroVennon He ByzeT HecTn

HiA 32 KaKile CnyuaiHble Uin YBbITK, YLLIEPG VN 3TPATHI, MPSMO VM KOCBEHHO BOHUKLLUME B PE3yMbTATe UCMOMb30BaHNS 3TOM0
yetpoiictaa. Komnanus MicroVention He GepeT Ha cebs OTBETCTBEHHOCTb U He 1aeT NpaB HUKaKoMy Apyromy Yenoseky GpaTb Ha cebs Kakyto-nu6o apyryio
wn 8 41010 ycrpoiicTea. Kowmaris MicroVention He Gepe Ha GeG5 HHKaKO/t OTBETCTBEHHOCTH B OTHOWEHNN
NOBTOPHOTO wn YCTPOWCTBA ¥ HE AAET HUKAKUX TaPaHTUT, BbIPAIEHHBIX WM MOAPa3yMeBaeMbIX, B
OTHOLLIEHIHK, CPEAY MPOYErO, NPUTOAHOCTH UK cooTeTCTEUS [IaHHOTO i

LieHb!, crieyycukalii 1 Hanuume Mogeny MoryT GbiTe 3MeHeHb! Ge3 yaeoMnenns.
© Copyright 2015 MicroVention, Inc. *
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SCEPTER C™ / SCEPTER XC™ Occlusion Balloon Catheter
INStructions for USE ......ccvieeiiirierecrieneeeese s ENGLISH o 1

Cathéter a ballonnet pour occlusion SCEPTER C™ / SCEPTER XC™
Mode d’emMPIOi......ccceiciiiiiiiic s FrenCh/FranGaiS........coceceieeereneseesee st 6

SCEPTER C™/SCEPTER XC™ Okklusionsballonkatheter
Gebrauchsanleitung .........ccceeirereenineeeeee e German/DEULSCH .......cocviiiieeeeeeeee e 1

Catéter con balén de oclusion SCEPTER C™ / SCEPTER XC™
INSrUCCIONES dE USO ...eovvieiiieiieeie et SPaANISH/ESPANOL.....c.veeiiieiiieiieiiieecee e 16

Catetere a palloncino per occlusione SCEPTER C™ / SCEPTER XC™
IStrUZIONT PEF 'USO .ot (1= V=T gV €= =T Lo TSRS 21

Cateter-balao oclusor SCEPTER C™ / SCEPTER XC™
Instrugdes de Utilizago........ccovereerenieieesereeese s Portuguese/POrtUQUES..........coiireerieririeeseeeesre s 26

SCEPTER C™ / SCEPTER XC™ okklusionsballonkateter
Brugsanvisning ........cccccvviiiiiiiiinciccieesee s DaniSh/DaNSK ........couereerrirrereenreneesee st 31
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English

SCEPTER C™ / SCEPTER XC™ Occlusion Balloon Catheter
Instructions for Use

DEVICE DESCRIPTION

The Scepter C and Scepter XC Occlusion Balloon Catheters are dual lumen catheters
with an external hydrophilic coating. The guidewire lumen is provided for guidewire
introduction and delivery of agents. The inflation lumen is used exclusively for the
inflation and deflation of the balloon. The guidewire lumen of the balloon catheters

are compatible with 0.014 inch or smaller guidewires and the balloon can be inflated
and deflated independently with or without the presence of a guidewire. The balloon
catheters are available in different sizes and lengths and incorporate radiopaque
markers to facilitate fluoroscopic visualization and indication of the balloon position.
The balloon incorporates a distal air-purge hole to purge air from the inflation lumen
prior to use.

The Scepter C and Scepter XC Occlusion Balloon Catheters are intended for single use
only. Do not resterilize or reuse the balloon catheters. After use, dispose of the catheter
in accordance with hospital, administrative and/or local government policy. Do not use
the balloon catheters if the sterile package is breached or damaged.

CONTENTS

One Occlusion Balloon Catheter
One Introducer Sheath

One Shaping Mandrel

One Compliance Card

INDICATIONS FOR USE

The Scepter C and Scepter XC Occlusion Balloon Catheters are intended:

For use in the peripheral and neuro vasculature where temporary occlusion is desired.
The balloon catheters provide temporary vascular occlusion which is useful in
selectively stopping or controlling blood flow. The balloon catheters also offer balloon
assisted embolization of intracranial aneurysms.

For use in the peripheral vasculature for the infusion of diagnostic agents, such as
contrast media, and therapeutic agents such as embolization materials.

For neurovascular use for the infusion of diagnostic agents such as contrast media,
and therapeutic agents, such as embolization materials, that have been approved or
cleared for use in the neurovasculature and are compatible with the inner diameter of
the Scepter C/XC Balloon Catheter.

CONTRAINDICATIONS

* Not intended for embolectomy or angioplasty procedures
* Not intended for use in coronary vessels
* Not intended for pediatric or neonatal use

CAUTION

Rx Only: Federal (USA) law restricts this device to sale by or on the order of a
physician.

* Do not use if pouch is opened or damaged.

e This device is intended for single use only. Do not resterilize or reuse.

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

WARNINGS

* Verify the size of the vessel under fluoroscopy. Ensure that the balloon catheter is
appropriate for the size of the vessel.

* Do not exceed the maximum recommended inflation volume as balloon rupture
may occur.

* The balloon catheter has been tested for compatibility or use with liquid Onyx™
Liquid Embolic System and DMSO. For all other liquid embolics, refer to their
Instructions For Use.

* The balloon catheter is provided sterile and non-pyrogenic. Do not use if the
packaging is breached or damaged.

* Viscosity and concentration of contrast will affect balloon inflation and deflation
times.

e During preparation, do not deflate the balloon unless the distal tip is submerged in
saline or contrast to prevent air from entering balloon.

* Do not attach any high pressure devices to the balloon inflation port as this may
rupture the balloon.

* Do not inflate the balloon with air or any other gas while in the body.

* Improper preparation may introduce air into the system. The presence of air may
inhibit proper fluoroscopic visualization.

e Excessive pressure higher than 700 PSI (4826kPa, 47.6atm) may cause leakage or
rupture of the balloon catheter guidewire lumen.

* When air-purging the balloon catheter, inject fluid slowly otherwise balloon rupture
may occur.

¢ If back-loading the balloon catheter over a guidewire, ensure distal tip of the
balloon catheter is not damaged.

¢ Do not over-tighten the RHV around the balloon catheter. Over-tightening could
delay balloon inflation and deflation.

* Do not advance the balloon catheter or guidewire against resistance. If resistance is
felt, assess the source of resistance using fluoroscopic means.

e Always inflate and deflate the balloon while visualizing under fluoroscopy to ensure
patient safety.

¢ The shaping mandrel is not intended for use inside the body. Ensure shaping
mandrel is removed from balloon catheter prior to introduction into the RHV or
other accessories.

* NBCA and solutions containing ethyl esters of iodized fatty acids of poppy seed oil
are not compatible with the balloon.

PRECAUTIONS

* After balloon preparation for use and prior to use, re-inflate to nominal volume
and inspect for any irregularities or damage. Do not use if any inconsistencies are
observed.

¢ Verify balloon catheter compatibility when using other ancillary devices commonly
used in intravascular procedures. Physician must be familiar with percutaneous,
intravascular techniques and possible complications associated with the procedure.

* The balloon catheter has a lubricious surface and should be hydrated prior to use.
Once the balloon catheter is hydrated, do not allow it to dry.

e Protect the balloon when tip steam shaping or purge hole sealing of the balloon
catheter as it may affect the integrity of the balloon material.

¢ Exercise care in handling the balloon catheter to reduce the chance of accidental
damage.

e  With the exception of dimethyl sulfoxide (DMSO), use of other organic solvents may
damage the balloon catheter and/or coating on the surface.

¢ Verify that the diameter of any guidewire or accessory device used is compatible
with the inner diameter of the balloon catheter prior to use.

e Take precaution when manipulating the balloon catheter in tortuous vasculature to
avoid damage. Avoid advancement or withdrawal against resistance until the cause
of resistance is determined.

e Presence of calcifications, irregularities or existing devices may damage the balloon
catheter and potentially affect its insertion or removal.

¢ Always verify proper balloon vessel occlusion prior to and during embolic material
delivery. Sealing the purge hole prior to embolic material delivery may provide
assistance during use.

¢ Excessive torque applied to the syringe might result in damage to the Scepter hub
assembly.

¢ Continuing negative aspiration after the balloon is fully deflated will result in blood
entering the balloon and will reduce fluoroscopic visibility.

POTENTIAL COMPLICATIONS

Potential complications include but are not limited to: vessel or aneurysm perforation,
vasospasm, hematoma at the site of entry, embolism, ischemia, intracerebral/
intracranial hemorrhage, pseudoaneurysm, seizure, stroke, infection, vessel dissection,
thrombus formation, and death.

COMPATIBILITY

Scepter C and Scepter XC balloon catheters are compatible with 0.014" (0.36mm) or
smaller guidewires

Note: Guidewire not required for inflation of balloon

Choose appropriate guiding catheter with minimum inner diameter larger than or equal
t0 0.053" (1.35mm)

Note: The maximum outer diameter of the balloon catheter is 0.038" (0.97mm)

Scepter C and Scepter XC balloon catheters are compatible for use with dimethy!
sulfoxide (DMSO).

Scepter C and Scepter XC balloon catheters have been verified to be compatible for
use with diagnostic agents (such as contrast media) and liquid embolic agents (i.e.
Onyx™ Liquid Embolic System). For all other liquid embolics, refer to their Instructions
For Use.

HYDRATION FLUSH

1. Choose a balloon catheter that is appropriate for the size of the vessel.

2. Before removing the balloon catheter from the dispenser tube, gently pull the hub
out from the dispenser tube in order to loosen the strain relief from the dispenser
tube, fully hydrate the hydrophilic segment of the device by flushing heparinized
saline through the dispenser tube using a syringe attached to the flush port.
Allow 30 seconds of hydration time.
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6. Hold the attached syringe upright (pointing up) with the other hand and apply

7. If the balloon is initially inflated with air then maintain constant syringe pressure.
WARNING: Do not fully inflate balloon with air. Maintain balloon inflation below

8. Maintain pressure and DO NOT TILT the balloon until the contrast reaches the
distal purge hole and the contrast has completely filled the balloon.

9. Once the balloon has been fully inflated with contrast, inspect balloon for any
damages and bubbles. If air bubbles persist, use the aspiration technique
outlined in Step A otherwise place tip in saline bowl, deflate balloon.

10.  Remove the 10cc syringe and attach a stopcock to a 1cc syringe filled with

11, Prime the 1cc syringe and stopcock with contrast/saline solution, attach to the
hub of the primed inflation port and proceed to step B, C or D.

DISTAL TIP MARKER ~
GUIDEWIRE j
DISTAL PROXIMAL
MARKER MARKER
DIAGRAM OF BALLOON CATHETER SETUP
Table 1: Balloon Deflation Time < | ing thumb.
Viscosity @ i Scepter XC pressure on syringe plunger using thumb.
C:‘mrast Pl cgn:rast_ Scepter C (seconds) (seconds)
ame (cps) @€ " axtomm | 4x15mm | 4x20mm 4x1Tmm
Omr;iggque 63 50:50 <15 <18 <20 <14 distal balloon marker band.
Table 2:
Approximate Prime Volume of the Entire Approximate Prime Volume of the Entire
Inflation Lumen idewire Lumen
Volume of Inflation Lumen + Inflation Hub Volume of Guidewire Lumen + Guidewire Hub
0.45¢cc 0.44cc contrast/saline solution.
BALLOON PREPARATION

1. Use a syringe with heparinized saline to flush the guidewire lumen. Remove the
syringe. Carefully introduce a hydrated guidewire into the guidewire lumen of the
balloon catheter.

WARNING: Excessive pressure higher than 700 PSI (4826kPa, 47.6atm) may
cause leakage or rupture of the balloon catheter.

2. Remove the balloon catheter by pulling it from the dispenser tube. If resistance
is observed, repeat the flushing procedure in preparation for use until the balloon
catheter is well hydrated and can be easily removed from the dispenser tube.
Inspect the balloon catheter thoroughly to ensure it is not damaged. Do not
allow balloon catheter to dry prior to introduction into the guiding catheter. Do
not reinsert a hydrated balloon catheter into its packaging.

3. Prepare a contrast/saline solution using Table 1 as a guide.

WARNING: Viscosity and concentration of contrast will affect balloon inflation
and deflation times.

4. Filla10cc syringe with contrast/saline solution and carefully attach directly to
inflation port without injecting contrast into hub. Ensure there are no bubble(s) in
syringe prior to attaching.

5. Hold balloon proximal to inflation plug and point balloon upright with one hand.

ALTERNATE BALLOON PREPARATION

1. Remove the balloon catheter by pulling it from the dispenser tube. If resistance
is observed, repeat the flushing procedure until the balloon catheter is well
hydrated and can be easily removed from the dispenser tube. Inspect the
balloon catheter thoroughly to ensure it is not damaged. Do not allow balloon
catheter to dry prior to introduction into the guiding catheter. Do not reinsert a
hydrated balloon catheter into its packaging.

2. Hydrate the guidewire lumen of the balloon catheter with saline. See Table 2 for
approximate prime volume. Carefully introduce a hydrated guidewire into the
guidewire lumen of the balloon catheter.

WARNING: Excessive pressure higher than 700 PS| (4826kPa, 47.6atm) may
cause leakage or rupture of the balloon catheter.

WARNING: If back-loading the balloon catheter over a guidewire, ensure distal
tip of the balloon catheter is not damaged.

3. Prepare a contrast/saline solution using Table 1 as a guide.

WARNING: Viscosity and concentration of contrast will affect balloon inflation
and deflation times.

4. Fill the hub of the inflation port with contrast/saline solution using an introducer
needle attached to a 1cc syringe.

Microventi_
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Remove the introducer needle and attach a stopcock to a 1cc syringe filled with
contrast/saline solution.

Prime the stopcock with contrast/saline solution and attach it to the hub of the
primed inflation port.

Place balloon catheter into a large bow! of saline for continued hydration.

Note: keep the catheter in a horizontal position while submerged in the saline
solution. With the distal tip of the balloon catheter submerged in saline, slowly
inject contrast/saline solution through the balloon inflation port and allow all

the air to escape from the distal air-purge hole. During this air-purging process,
caution should be taken to inject slowly to prevent the balloon from inflating with
the air. If the balloon is inflated before the contrast/saline solution reaches the
balloon, stop air-purging the balloon to allow the balloon to deflate. Slowly inject
contrast/saline solution again allowing remaining air to escape through the distal
air-purge hole. Reference Table 2 for the total prime volume of the inflation hub
and the inflation lumen. Additional solution will be required to inflate the balloon.

WARNING: During air-purging of balloon catheter, inject fluid slowly otherwise
balloon rupture may occur.

After air-purging the balloon catheter inflation lumen, continue to slowly
inflate the balloon with the contrast/saline solution. The balloon will inflate
from proximal to distal during the initial inflation. When the balloon catheter
is completely inflated, check for the presence of additional air bubbles. If any
air bubbles are present, submerge the tip of the balloon catheter in saline and
deflate completely, then slowly inflate with the balloon held upright to allow any
remaining air to escape from the distal air-purge hole. If bubbles persist, use
the aspiration technique outlined in Step A, otherwise place tip in saline bowl,
deflate balloon and proceed to step B, C or D.

NOTE: When air-purging, keep balloon catheter hydrated during preparation
procedure to prevent coating from drying.

WARNING: When air-purging of balloon catheter, inject fluid slowly otherwise
balloon rupture may occur.

WARNING: Do not deflate the balloon unless the distal tip is submerged in
saline or contrast to prevent air from getting back into balloon.

WARNING: Keep balloon catheter hydrated during preparation procedure by
periodically submerging in saline as required.

A. ASPIRATION TECHNIQUE:

1. Attach a 3-way stopcock to a 20cc syringe filled with 3cc of contrast/
saline solution.

2. Connect the 20cc syringe/stopcock to balloon catheter inflation port.

3. With syringe pointed down and stopcock in open position, pull vacuum on
syringe.

4. Remove the balloon from the saline bowl and place the distal tip of the
balloon in air.

5. Hold vacuum until the inflation port is clear of contrast/saline mix.

6. Close stopcock to inflation lumen, point syringe up and purge air.

7. Open stopcock to inflation lumen, point syringe down and pull vacuum
again.

8. Slowly remove vacuum by lowering plunger and let the system equalize.

9. Replace 20cc syringe with 1cc syringe filled with contrast/saline solution.
WARNING: Keep balloon catheter hydrated during preparation procedure
by periodically submerging in saline as required.

10.  Advance guidewire distally or insert a straight shaping mandrel to ensure
balloon is straight.

11.  Hold tip upright to allow air to escape and slowly infuse contrast/saline
until balloon is inflated to nominal diameter.

12.  If no air bubbles are visible inside balloon, place tip in saline bowl, deflate
balloon and then proceed to Step B, C or D. If air bubbles persist, repeat
step A or discard balloon catheter.

B. TIP SHAPING TECHNIQUE:

NOTE: Tip shaping must be performed AFTER balloon catheter has been
purged and has been properly prepared per instructions.

1. Bend the shaping mandrel for desired shape.

2. With the balloon deflated, carefully insert the shaping mandrel into distal
end of the guidewire lumen.

3. Hold the bottom of the compliance card with “balloon side” facing user.

4. Hold the balloon proximal to the inflation port with hand resting on center
of compliance card for stability.

5. Place the distal tip marker band with bend at the bottom and inside of the
steam groove. (see Figure 1)
NOTE: Exposing more than 3mm of the distal tip to steam will result in
balloon damage.
PRECAUTION: Discretion should be taken not to contaminate the balloon
catheter during steaming.

‘ Compliance Card

Side View

Figure 1 Shaped Configuration

6. Hold the distal tip marker band in laminar steam flow close to the source
of steam for approximately 20 seconds.

NOTE: Ensure that the compliance card is protecting the balloon from
steam heat source or balloon may be damaged.

7. Remove the catheter tip and compliance card from steam.

8. Gently remove the balloon catheter tip from compliance card and quench
in heparinized saline.

9. Gently remove tip shaping mandrel.
WARNING: The shaping mandrel is not intended for use inside the body.
10.  Proceed to step D.

C. AIR PURGE HOLE SEALING TECHNIQUE:

NOTE: Air-Purge hole sealing must be performed AFTER balloon catheter
has been purged and has been properly prepared per instructions.

1. With the balloon deflated, carefully insert the shaping mandrel into distal
end of the guidewire lumen.

2. Hold the bottom of the compliance card with “balloon side” facing user.

3. Hold the balloon proximal to the inflation port with hand resting on center

of compliance card for stability.

4. Place the distal tip marker band at the bottom and inside of the steam
groove. (see Figure 2)

NOTE: Exposing more than 3mm will result in balloon damage.

PRECAUTION: Discretion should be taken not to contaminate the balloon
catheter during steaming.

Compliance Card

Distal Tip
* Marker 3

Figure 2 Straight Configuration

5. Hold the distal tip marker band in laminar steam flow close to the source
of steam for approximately 20 seconds.
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NOTE: Ensure that the compliance card is protecting the balloon from
steam heat source or balloon may be damaged.

6. Remove catheter tip and compliance card from steam source.

7. Gently remove the balloon catheter tip from compliance card and quench
in heparinized saline.

Gently remove tip shaping mandrel.
WARNING: Shaping mandrel is not intended for use inside the body.

NOTE: Improper exposure to steam may result in partially sealed air-purge
hole. Inspection of inflated balloon catheter under fluoroscopy must be
performed frequently to ensure desired occlusion at all times.

8. Proceed to step D.

D. BALLOON FINAL INSPECTION

1. Re-inflate the balloon to nominal volume to inspect the balloon
catheter prior to use for any irregularities or damage. Do not use if any
inconsistencies are observed.

2. If air purge hole sealing was performed, inspect the balloon catheter distal
tip for any contrast leakage from air purge hole. If contrast leakage is
observed then repeat air-purge hole sealing technique outlined in step C.

3. Deflate once more while distal tip is submerged in saline and let the
pressure within the catheter equalize. With the catheter and balloon
completely primed, the balloon catheter is ready for use.

WARNING: Do not attach any high pressure devices to the balloon
inflation port as this may rupture the balloon.

WARNING: Do not inflate the balloon with air or any other gas while in
the body.

WARNING: Improper preparation may introduce air into the system. This
may inhibit proper fluoroscopic visualization.

Table 3: Balloon Inflation Compliance

Inflation Volume* Scepter C Dia., mm S[?;?T:lr)r(lc
© 410 | 4x15 | 420 | 4x11
0.02 19 1.8 1.8 1.8
0.04 2.6 2.4 24 2.6
0.06 3.0 29 2.8 3.2
0.08 3.2 3.2 3.1 3.6
0.10 35 34 33 39
0.12 3.6 35 34 4.2
0.14 3.8 37 36 45
0.16 4.0 3.8 3.7 4.7
0.18 41 4.0 3.8 49
0.20 4.2 41 3.9 5.0
0.22 44 4.2 4.0 5.2
0.24 45 4.3 41 53
0.26 46 4.5 4.2 5.5
0.28 4.7 46 4.3 5.6
0.30 4.8 47 4.4 57
0.32* 49 4.8 4.4 59
0.34 49 45
0.36 49 4.6
0.38** 5.0 4.6
0.40 4.7
0.42 4.8
0.44 49
0.46** 4.9

* After Priming Catheter **Maximum injection Volume

5 Scepter C Compliance Chart
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Table 4 saline 50/50% Contrast| 100% Contrast | 100% Contrast
(300mgl/ml) (300mgl/ml) (350mgl/ml)
100 psi | 300 psi | 100 psi | 300 psi | 100 psi | 300 psi | 100 psi | 300 psi
Scepter | 057 | 1.50 | 049 | 0.71 033 | 062 | 040 | 0.40
C&XC | cc/sec | cc/sec | cc/sec | co/sec | cc/sec | cc/sec | cc/sec | cc/sec

DIRECTIONS FOR USE (Refer to diagram for reference)

1.

Attach a rotating hemostatic valve (RHV) to the guidewire lumen of the balloon
catheter. Set up a continuous saline flush line and connect it to the sidearm of
the RHV.

Choose appropriate guiding or diagnostic catheter. Attach a RHV to the proximal
hub of the guiding or diagnostic catheter. To prevent backflow of blood into the
lumen of the catheter, connect the continuous saline flush line to the sidearm of
the RHV.

Open the RHV on the hub of the guiding or diagnostic catheter and introduce
the balloon catheter/guidewire into the guiding catheter using the introducer
sheath. Carefully advance the balloon catheter/guidewire to the guiding catheter
distal tip. After the balloon catheter/guidewire reaches the tip of the guiding
catheter, remove the introducer from the balloon catheter shaft by retracting the
introducer from the RHV and peeling off the introducer. Advance the balloon
catheter through the RHV.

Advance the balloon catheter and guidewire to the desired location in the
vasculature using fluoroscopic visualization. Carefully tighten the valve of the
RHV around the balloon catheter to prevent leakage from the RHV. The RHV
should still allow for balloon catheter advancement after tightening.
WARNING: Do not over-tighten the RHV around the balloon catheter. Over-
tightening could delay balloon inflation and deflation.

WARNING: Do not advance the balloon catheter or guidewire against resistance.
If resistance is felt, assess the source of resistance using fluoroscopic means.
Attach a 2-way stopcock to a 1cc syringe filled with appropriate contrast
solution. Prime the 2-way stopcock so that no air is present. Slowly inflate
the balloon to the recommended volume to achieve the desired diameter as
described in Table 3.

WARNING: Do not exceed the maximum recommended inflation volume as
balloon rupture may occur.

WARNING: Always inflate and deflate the balloon while visualizing under
fluoroscopy to ensure patient safety.

After inflation, lock the stopcock if desired.

If desired, remove the guidewire from the balloon catheter and prepare per
the respective diagnostic or therapeutic agent IFU(s) for delivery through the
guidewire lumen.

Microventi_
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WARNING: Excessive pressure higher than 700 PSI (4826kPa, 47.6atm) may
cause leakage or rupture of the guidewire lumen.

8. When deflating balloon, use fluoroscopy to ensure complete deflation prior to
removal. See Table 1 for respective deflation times. After procedure is complete,
slowly remove the balloon catheter and guidewire.

STORAGE

Avoid exposure to water, sunlight, extreme temperatures and high humidity during
storage. Store the balloon catheter under controlled room temperature. See the
product label for the device shelf life. Do not use the device beyond the labeled
shelf life.

MATERIALS
The balloon catheter does not contain latex or PVC materials.

WARRANTY

MicroVention, Inc. warrants that reasonable care has been used in the design and
manufacture of this device. This warranty is in lieu of and excludes all other warranties
not expressly set forth herein, whether expressed or implied by operation of law or
otherwise, including, but not limited to, any implied warranties of merchantability or
fitness. Handling, storage, cleaning and sterilization of the device as well as factors
relating to the patient, diagnosis, treatment, surgical procedure and other matters
beyond MicroVention’s control directly affect the device and the results obtained

from its use. MicroVention’s obligation under this warranty is limited to the repair or
replacement of this device and MicroVention shall not be liable for any incidental or
consequential loss, damage or expense directly or indirectly arising from the use of
this device. MicroVention neither assumes, nor authorizes any other person to assume
for it, any other or additional liability or responsibility in connection with this device.
MicroVention assumes no liability with respect to devices reused, reprocessed or
resterilized and makes no warranties, expressed or implied, including, but not limited
to, merchantability or fitness for intended use, with respect to such device.

Prices, specifications and model availability are subject to change without notice.
MicroVention® is a registered trademark of MicroVention, Inc.

Onyx™ is a registered trademark of ev3.

© Copyright 2019 MicroVention, Inc. All rights reserved.
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Pycckuti
OKKJ1103UOHHBIU 6anoHHbIU kamemep SCEPTER C™ / SCEPTER XC

HUHCcmpykyus no npumMeHeHuro

OINMUCAHUE YCTPOUCTBA *  W3bbiTouHoe AaBneHue, npesbiwatolee 4826 kMa (700 PSI, 47,6 aTm), MOXeT npusectn
OKKII03MOHHbIE BanmnoHHbIe kateTepsl Scepter C n Scepter XC npeacrasnsioT coboi K yTeUKe Wi pa3peiBy MPOCBETa GariioHHOTO KaTeTepa, NPefiHa3HaueHHOro Ans
[BYXNPOCBETHbIE KaTeTepbl C rAPOUIbHBIM NOKPLITUEM Ha HAPYXXHOI NMOBEPXHOCTH. npoBoAHNKa.

MpocseT, npeAHasHaueHHbI 4151 NPOBOAHMKA, UCTIONb3YETC ANs BBEAEHWA NPOBOAHNKA «  [pw yganeHnn Bosayxa n3 6annoHHOro Katetepa XWAKOCTb CrieayeT BBOANTL

¥ 0CTaBky npenapatos. MPOCBET A5t HaKauMBaHWUS UCTIONb3YETCS UCKTIOUUTENBHO MezaneHHo, B MPOTUBHOM Cyyae BO3MOXeH paspbia 6arnnoHa.

[N HaKa4MBaHNS 1 ONOPOXHEHNs GannoHa. MpocaeTbl GannoHHbLIX KaTeTepos,
npeaHa3HaueHHbIe A5 IPOBOAHIKA, COBMECTUMBI C NPOBOAHMKaMM AMAMETPOM
0,36 mm (0,014 groiima) nnu mMeHee, a HakauMBaHNe 1 ONopPoXHeHe GarnoHa BO3MOXHO

«  [pu yctaHoBke 6annoHHOro kateTepa Ha NPOBOAHNK ANCTASTbHBIM KOHUMKOM y6eauTech,
YTO AUCTarbHbIA KOHYMK BannoHHOTo katetepa He NOBPEeXAEH.

B MPUCYTCTBUM NPOBOAHMKA UM 6e3 Hero. BeinyckaioTcst GannoHHbIe kateTepbl PasnuyHoro *+  He 3atamBaiite CMLIKOM CUITbHO NOBOPOTHBIN rEMOCTATUHECKUI KTanaH BOKpyr
pa3mepa 1 AnuHbl. BCTPOEHHbIE PEHTIEHOKOHTPACTHbIE METKW 0BreryaloT Biayanuaaumio 6annoHHoro katetepa. CRMLIKOM CUIbHOE 3aTArVBaHE Kanasa MOXeT NpuBecT!
NPV PEHTIEHOCKOMWM 1 YKa3blBaKT Ha nonoxeHne 6annoHa. B 6annoHe umeetcs K 3a7iep)Kke HakauvBaHus 1 ONopoXHeH s Gannoxa.

[ucTanbHoe 0TBEPCTUE ANA yAaneHus Bo3flyxa, KOTOpoe NO3BOMAET BbITECHUTL BO3AYX + He npoasuraiiTe 6annoHHbIit KaTeTep U MPOBOAHYK NP BOSHUKHOBEHNM

3 npoceeTa AnA HakausaHkA NEPeA Uenonb3osaHeM. conpoTueneHns. ECr oLLyLiaeTcs ConpoTUBreHue, OnpeaenuTe UCTOYHIK
OKKlo3MoHHbIe GannoHHele kaTeTepsl Scepter C v Scepter XC npesiHasHaueHs! Tonbko Ans COMPOTWBIIEHNA NPU MOMOLLM PEHTIEHOCKOMNYECKOro KOHTPONS.

OZIHOKPATHOTO NpUMEHeHMs!. MOBTOPHAs CTEPUNN3ALMSA UMW NOBTOPHOE MCMOMNb3oBaHNe + [Ins oBecrieveHys 6e30NacCHOCTY NaLMeHTa BCeraa HakaunBaiiTe it OOPOXHSIATE
6GanmnoHHbIX kaTeTepoB He 0nyckatoTcst. Mocne UCNOmnL30BaHNs yaanuTe KaTtetep B OTXOfb! GarnnIoH NP PEHTTEHOCKONMYECKOV BU3yanuaaLyM,

B COOTBETCTBIM C NPaBUNam1 GONbHNLbI, AMUHUCTPATUBHBIX /UM MECTHbIX OPraHoB
Bnacti. He ncnonbayiite 6ansoHHbIe KaTeTepbl, criv CTepunbHas ynakoska Gbina Bckpbita
Wnu noepexaexa.

+  GOPMUPYIOLLMI MAHAPEH HE Npe/iHa3HaqeH ANsi NCNIoNb30BaHNS BHYTPM Tena Yenosexa.
Y6eauTech, 4To thopMMpYIOLLViA MaHAPEH U3BMeYeH 13 GanmnoHHoro kateTepa neper
BBezleHreM kateTepa B MK unn Apyrvie BCIOMOTaTenbHbIE MPUHAMEXHOCTM.

COLEPXWMOE +  N-6ytunumanakpunat (NBCA) v pacTeophl, copepxalune aTurnosble 3cupbl

OfMH OKKITIO3MOHHBIi GanmoHHbI Katetep 110MPOBaHHbIX KMPHBIX KCIOT MakoBOTO Macra, HECOBMECTUMBI C GarnmoHoM.

OpvH MHTpoAbIoCE]

P P MEPbI MPEJOCTOPOXHOCTU

OpunH hopMUpyIoLLNiA MaHAPEH
TMocne noaroToeku 6anmnoHa k IPUMEHEHMI0 BHOBL HakavaiiTe GannoH 10 HOMUHAMBHOTO

OpHa KapTodKa pacTsHkUMoCT obbema, YToBbl 0CMOTPeTh BanmnoHHbIN kateTep nepes NPUMEHEHNeM Ha npeaMeT
HanMuMs HapyLIEHWA UMY NOBPEXAEHA. NPy HANMUMK NIOGLIX OTKNOHEHNIA OT HOPMBI

TMOKA3AHUS1 K MPUMEHEHUIO He npuMeHsiiiTe Karetep.

OKKIIo3MoHHbIE GanmnoHHble katetepsl Scepter C u Scepter XC npeaHasHadeHb!: .
+ Tlpn MCNONL30BaHMM APYrX BCNIOMOTATENbHBIX YCTPOICTB, 0GbIHO UCTIONb3yeMbIX

[ins vcnons3oBaHms B NepuceprHEckiX COCYAaXx v COCYAaX HEPBHOI CUCTEMbI — KOrAa BO BHYTPUCOCYANCTBIX NPOLIAYPaX, NPOBEPLTE COBMECTUMOCTb C HUMM BansoHHoro
TpebyeTcs BpeMeHHas OKKIo3nsi. BanmoHHbIe kateTepsl 06ecreumBaloT BpeMeHHYIo KateTepa. Bpay AomkeH BnaaeTb YPECKOXHLIMM BHYTPUCOCYANCTBLIMM METOZaMM 1 3HaTb
OKKII03110 COCY/I0B, KOTOPast Mofe3Ha Arisi BbIGOPOYHON OCTAHOBKM U KOHTPONS KDOBOTOKA. BO3MOXKHbIE OCTIOKHEHIS 3TOM MPOLEAYPbI.

BannoHHbIe kaTeTepbl Takoke MOryT CMONb30BaThCs B Ka4YECTBE BCMOMOraTeNbHOro CpeacTsa

AR 3MBONM3ALIAN BHYTPUYEPENHLIX aHEBPHAM *  BannoHHbIN KaTeTep MMEET NOBEPXHOCTb C XOPOLUMMM CKOMb3ALLMMIA CBOCTBaMM

1 nOMKeH GbiTb yBNaXHEH Nepef] UCTonb3oBaHneM. Mocne yBnaxHeHNs GanmnoHHoro
[ins ucronb3oBaHNs B NEpUepUIEcKUX Cocyaax C LUeMbio BBEAEHWUS ANarHoCTUHECKIAX KaTeTepa He [10MyCKaiiTe ero BbIChIXaHMS.
CPE/ICTB, TaKMX Kak KOHTPACTHbIE BeLecTBa, 1 nie4eGHbIX CPEACTB, TakixX Kak MaTepuarb!

AN sBonMsaLUM +  Bawwmuaiite GannoH B xoae hoPMMPOBaHNS KOH4MKA NPV MOMOLLY Mapa Ui 3aKpeITUs

OTBEPCTUS AN yAaneHusi Bo3flyxa, Tak Kak 3T1 NpoLieaypbl CONPOBOXAAIOTCS PUCKOM
[Insi MCNOMNB30BaHNS B COCY/IaX HEPBHOM CUCTEMBI — C LIEMNbIO BBEAEHIS ANArHOCTUHECKNX HapyLUEHVS! LIENOCTHOCTI MATepUana, 13 KOTOPOro U3rOTOBTIEH BANMOH.
CPEACTB, TakX Kak KOHTPACTHbIE BELLECTBa, 1 NeYeBHbIX CPEACTB, Takux Kak MaTepuark! Ans
3MBONM3aLMK, YTBEPKAEHHBIX UM OAOBPEHHBIX ANS BBE/IEHS B COCYb! HEPBHOM CUCTEMBI,
a TakKe COBMECTUMBIX C BHYTPEHHUM ArameTpom bannoHHoro katetepa Scepter C/XC.

+  OBpauaiiteck ¢ GanmnoHHbIM KaTeTePOM OCTOPOXHO, HTOBbI CHU3NTL PUCK CrIyHaHOTO
NOBPEXEHNS.

*  Vcnonb3osaHne OpraHN4ecknx pacTBOPUTENENA, 3a UCKIIOHeHNeM AMMeTUNCybhokeuaa

MPOTUBOINOKA3AHUS (OMCO), MoxeT noBpeaAnTs GannoHHBIN KaTeTep 1 (Mnu) NOKPLITUE Ha €ro NOBEPXHOCTH.

* He npeatasHadeno Ans npoLieAyp 3MGON3KTOMYM UM aHTVONIACTKN «  Tepen ucnonb3oBaHnem y6eauTecs, YTo AnameTp moboro UCMonb3ayeMoro NpoBoAHIKa

*+ He npeaHasHaueHo Ans MCMIONb3OBAHMS B KOPOHAPHBIX COCYAAX 1N BCMOMOTATEN5HOTO YCTPOVCTBA COBMECTUM C BHYTPEHHIM MaMEeTPOM GanmioHHOro
kaTeTepa.

+  He npeaHasHaueHo [ins UCMOMb30BaHMs! y ETei UMM HOBOPOXKAEHHBIX
+  Bo u3BexaHue NoBpexeHIsi NPUHUMANTE Mepbl NPEAOCTOPOXHOCTM NPU

NPERYNPEXAEHNE MaHUNYNMPOBaHIM GanmoHHbLIM KaTETEPOM B U3BUIMCTBIX COCYAMCTLIX MyTSX.

+ He ncnonbayiiTe, €cnv nakeT Gbin BCKPLIT AN MOBPEXAEH. V3GeraiiTe NPOABMKEHNS UM U3BNEYEHNS NP BO3HUKHOBEHINM COMPOTUBMEHIS! 10

+  [laHHOe YCTPOIICTBO NpeaHa3HaueHO TOMbKO /15 OAHOKPATHOTO MPUMEHEHS. OMPEABNEeHN: NPUIMHB! CONPOTUBNEHNA.

TMOBTOPHO He CTEPUNM30BaTH 1 MOBTOPHO HE WCMOMb30BaTb. + Hanuuve KanbLyHO3a, OTKNOHEHWI WM CyLLECTBYHOLLMX YCTPOICTE MOXKET NpUBecT
«  Tlocrie MCMONb30BaHKMA yaANUTE B OTXOAbI B COOTBETCTBUMN C Npasuiami 6onbHILbI, K MOBPEX/IEHMIO GANIIOHHOTO KaTeTepa 1 MOBMMSATL Ha Ero BBEASHVE UM UIBMENeHUe.

IMMHUCTPATUBHBIX W/ MECTHBIX OPraHOB BNACTY. +  CrefyeT MoCTOSIHHO KOHTPONMPOBaTL 71 6annoHHOI ¢
cocy/ia — [10 BBEZIEHNS MaTepuana fns amoc 1 B X0 ero
ﬂP E[OCTEPEXEHNS 3aKpeiTyie OTBEPCTUS AN yAANeHWsi BO3flyxa Nepes BBEIeHMeM Matepuana uns:
TMpoBepsTe pasmep cocyaa MoA PEHTIEHOBCKM KOHTPOMEM. YBeauTeCh, YTO GanmoHHbIi 9MBONM3aLMM MOXET 0BNeryuTs UCTONL30BaHIe KaTeTepa.

Karetep COOTBETCTBYET pasMepy cocyna. *  YpeamepHOe KPyTALLEE YCUTE, NPUMIOKEHHOE K LLMPULLY, MOXET NPUBEcT!

* He iTe pekol y " NbHbI 06bEM HakaunBaHWs, Tak kak 3To K NOBPEXAEHNIO BTYNKU kaTeTepa Scepter.
MOXeT NPUBECTY K pa3pbiBy GannoHa.

«  [pogomkatoLLascs BakyyMHasi acnvpaLiyisi Mocre MosiHOro oropoXHeH!st 6anmnoxa

*  BannoHHbIf kateTep NPOTECTUPOBAH Ha COBMECTUMOCTb U BO3MOXHOCTD NpYBEAET K NONaAaHIo KPOBM B 6ANMOH 1 CHIKEHIIO PEHTTEHOCKOMMYECKON BUAUMOCTU.
VCMONB30BaHMS B COYETAHIM C CUCTEMO KMAKOCTHOM amGonmaaLmm Onyx™ un
JMCO. Mpu ncnonb3oBaHUM APYrX KUAKUX IMBONU3NPYIOLLIMX MaTEPHUATOB CM. HOTEHL,MAﬂbeIE OCJIOXHEHUA
COOTBETCTBYIOLLME MHCTPYKUMM MO MX NPUMEHEHNIO. BO3MOXHbIE OCTIOKHEHMA BKIIOYAIOT, CPeaV MpoLnX, NepdhopaLmio cocyaa 1 aHeBpUaMbI,
+  BannoHHbIi kateTep NoCTaBnsieTcs CTepPUNbHLIM 1 annporeHHsIM. He ucronbayiite, Ba30CNa3M, reMaToMy B MECTe BBEAEHMS, BMBOMNIO, MLEMMIO, BHYTPUMO3roBoe/
€CnM ynakoBka 6bina BCkpbiTa Ui NoBpEeXAeHa. BHYTPUYEPENHOE KPOBOU3MNNSIHIE, NCEBA0AHEBPU3MY, CYIOPOXHBIA NPUNAZOK, MHCYILT,

+ BA3KOCTb M KOHLIGHTPALIMS KOHTPACTHOTO BELLECTEA GyAyT BIMATL Ha Bpevs MHEKUMIO, PaccrioeHne CTeHKM cocyaa, TpoM6006pasosaHie 1 cMepTb.

HaKa4uBaHWs 1 ONOpOXHeHNs GannoHa.

COBMECTUMOCTb
BannoHHsle kateTepel Scepter C  Scepter XC COBMECTUMBI C MPOBOAHUKAMI ANAMETPOM
0,36 mm (0,014 grorima) nnu merHee

«+  Tpn noarotoske kateTepa GannoH MOXHO OMOPOXHSTL, TONMLKO ECMN ANCTAMNbHBIA
KOHYMK KaTeTepa norpy)eH B (huU3nonoru4eckuit PacTeop ik PacTBOP KOHTPACTHOTO
BELLEeCTBa — 9TO MO3BONUT M3GEXATh NONafaHNs BO3Ayxa B GannoH.

+  He nopcoeauHsiite kakue-nnGo yCTPOVCTBA BbICOKONO JABNEHNS K NOPTY Ans
HakaumMBaHusi 6annoHa, Tak Kak 3T0 MOXET MPUBECTU K €10 paspbisy. BeiGepuTe COOTBETCTBYIOLMIA HANPABNAIOLLMI KATETEP C MUHAMATTEHBIM BHYTPEHHM

[nAnameTpom He meHee 1,35 mm (0,053 atoitma)

Mpumeyanue: [INs HakaumsaHusi GannoHa NPoBoaHKK He TpebyeTcs

+  Tpyu HaxoxaeHUM GanmnoHa B OpraHM3me He HakaumMBaiiTe ero BO3[yXoM WM Kakium-nnGo
[IPYTAM ra3om. Mp : M MbHbIiA 7 inameTp GannoHHOro kateTepa CocTaBnseT

0,97 mm (0,038 groiima)
+  HenpaBunbHas NOArOTOBKA MOXET NPUBECTYA K NONaAaHMIO BO3/lyXa B CUCTEMY.
Haniume B03ayxa MOXET 3aTPy/IHNTL PEHTTEHOCKOMAYECKYIO BU3yani3aLmio. BannoHHsle kateTepel Scepter C 1 Scepter XC COBMECTUMBI 17151 UCMOMNB30BaHMS
¢ aumeTuncynbdokenaom (AMCO).
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NOBOPOTHbIV
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NNCTANBHAA NPOKCUMAJIbHASA
METKA METKA

AVATPAMMA HACTPOWKW BANINIOHHOTO KATETEPA

BannoHHble kaTetepsl Scepter C u Scepter XC npoBepeHb! Ha COBMECTUMOCTb Mpn
VCMONb30BaHUN B COYETaHMM C IMarHOCTUHECKMMI CPEACTBAMM (TakiMM Kak KOHTPacTHble
CPE/CTBA) M C XUAKMMY SMGONM3NPYIOLLMMI MaTepuanamm (a IMEHHO CUCTEMO
XUIKOCTHOM aMBonu3aumm Onyx™). Mpu MCNONL30BAHUN APYTUX KUAKIX SMEONMIMPYIOLLNX
MaTepuarnos CM. COOTBETCTBYIOLLME MHCTPYKLMM MO UX NPUMEHEHNIO.

MPOMbIBKA B LIEJTIAX YBJTAXXHEHUA

1. BbiBupaiite 6annoHHbIN KaTeTep, COOTBETCTBYIOLLMIA pa3Mepy cocyaa.

2. Mepep, u3ene4eHnem GannoHHoro katetepa 13 TpyBku aucneHcepa cHavana
aKKypaTHO BbITSHUTE BTYFIKY, 4TOGbI CHIU3WUTL OKa3biBaeMoe Ha TPYGKy avcneHcepa
YCUN1e PacTSKEHMs!, U MOMHOCTBIO YBNAXHUTE MMAPOUNBHBINA CEMEHT YCTPOCTBa,
MPOMbIB €r0 renapuHU3MPOBaHHbIM (hMONOTMUYECKUM PACTBOPOM, NOAaBAEMbIM
yepes TPyGKy AvCneHcepa Npy NOMOLYY WNPKLA, NPUCOEANHEHHOTO K NOpTY s
NPOMbIBaHNS. MPOAOMKATENBHOCTb YBNAXKHEHWS JOIMKHA COCTaBnATh 30 CekyH .

Ta6nuua 1: Mp Bpems 6annoxa
KoHtpactHoe Scepter XC
HasgaHne  |Bsi3kocTb npu Scepter C (cekyHa)
KOHTPACTHOro ° o :iu'\:ma;‘: . (cerynp) |
BellecTa (c) VISHOMOTUNECKAA | 4 y 40 wm |4 x 150 | 4x 20 M | 4 x 11 mm
pacTBop
Omnipaque 63 50550 <15 | st8 | <20 <14
300
Tabnuua 2:
N 7 o6bem nep! Mp 7 06beM nepsuyHOrO
3aMoNHEHMs BCEro NpocseTa Anst 3aMONHEHIs! BCEro NpoceeTa,
HakaumBaHus Gannoxa oro Ans
OBbem npocseTa Ans Hakaumsakms Gannowa + OBbem npocseTa, NpeaHasHaeHHoro Ana
BTYNIKU AN HaKawuBaHws 6annoHa NPOBOAHYKA + BTYNKM AR NPOBOAHMKA
0,45 mn 0,44 mn
NoAroToBKA BAJITIOHA
1. [Ins npomblBaHsi NPOCBETA, NpeaHa3HaYeHHOro Anst MPOBOAHMKE, UCTIONb3yiiTe

WINPULL C FeNapuHIU3VPOBAHHBIM (H3MONOTMYECKIM PACTBOPOM. YianuTe WipuL.
OCTOPOXHO BBEAUTE YBAXKHEHHBIN MPOBOAHWK B MPOCBET GanfoHHOro KaTtetepa,
npeaHasHadeHHbIi Ansi IPOBOAHMKA.

NPEAOCTEPEXEHMUE: M36biTouHOe AaBneHue, npesbiatollee 4826 kMa (700 PSI,
47,6 aTM), MOXET NPUBECTU K yTEYKE UK paspbiBy 6annoHHoro karetepa.

W3Bnekute 6annoHHbIN kaTeTep, BbITSHYB ero U3 Tpybku aucneHcepa.

Ecnu HabrnionaeTcs conpoTuBreHme, NoBTOpsiATe NPoLieaypy NPOMBIBKMA A0 Tex
nop, noka GanmnoHHbIi katetep He GyeT XOpOoLLO YBMaxXHEH 1 He ByaeT nerko
3BnekaTbCs 13 TPYGKM AucneHcepa. TLaTenbHO 0CMOTPUTE GanmoHHbIi kaTeTtep,
4TO6bI Y6EAUTLCA B OTCYTCTBUM NOBPEXAeHUA. He fonyckaiiTe BbiCbixaHUs
6annoHHoro kateTepa nNepes ero BBEAEHNEM B HaNPaBNsIoLMiA kaTeTep.

MoBTOPHO He NomeLlaiTe yBnaxHeHHbI 6annoHHbIN kaTeTep B YNakoBKy.
TMoAroToBETE CMECHh KOHTPACTHONO BELLECTBA C (PUNONOTUHECKUM PACTBOPOM,

Kak ykasaHo B Tabnuue 1.

MPEAOCTEPEXEHME: Bs3KoCTb 1 KOHLEHTpaLWs KOHTPACcTHOrO BelecTsa GyayT
BNUATL Ha BPEMS HakaunBaHus 1 ONOPOXHEHS BannoHa.

HaronHuTe WwipuLy BMECTUMOCTEI0 10 M CMECHIO KOHTPACTHOTO BeLLECTBa

C (h13MOMNONMYECKMM PACTBOPOM U OCTOPOXKHO MPUCOSVHIATE LIMPULL
HerocpeaCTBEHHO K NOPTY [ HaKaunBaHus, He BBOAS KOHTPACTHOE BELLEeCTBO BO
BTYNKy. Mepena npucoearHeHem WNpuLa y6eauTech B OTCYTCTBIM B HEM My3bIPLKOB.
[epxa 6annoH ojHoM pyKoii 3@ y4acTOK, PacrofnoXeHHbIi NPOKCUMAarbHO k npobke
N5 HaKaUMBAHWSI, HAMNPaBLTe €ro BEPTUKAIbHO BBEPX.

[lepxa NprCOeANHEHHBI K KaTeTepy LWINPULL HaNpaBneHHLIM BEPTUKANbHO BBEPX
[IpYroi pyKoW, GOMbLIMM NarnbUeM HaXMIUTE Ha WTOK Wp1La.

Ecnin 6annoH npeasapuTensHO HakayaH BO3AYXOM, NOA/IepKMBaiiTe MOCTOsIHHOE
[1aBrieHue C NOMOLLbIO WpULia.

MNPEAOCTEPEXEHME: He HakauuBaiiTe 6anfioH BO3AYXOM MOSTHOCTbIO.

Mor iTe ypoBeHb BannoHa Hke aucTanbHoM MeTku GannoHa.
Monaepxveaiite nasnexve u HE HAKIIOHAWTE 6anmoH, noka KOHTpacTHoe
BELLECTBO He 0CTUTHET ANCTAmNBLHOTO OTBEPCTUS AN yAAaneHWsi Bodzlyxa v 6annoH
LieNMKOM He HaMOSHUTCS KOHTPACTHBIM BELLECTBOM.

TMocne NonHoro Haka4MBaHNs GanmnoHa KOHTPACTHLIM BELLECTBOM OCMOTPUTE
6annoH Ha npeameT NOBPEXAEHMI 1 Ny3bipbkoB. ECrn nysbipbki BO3AYXa yaanTs
He yAaeTCs,, BbINOMHUTE acnnpaLyio, kak ykasaHo B AeCTBIM A, B POTUBHOM
Cryyae norpy3uTe KOHYMK KateTepa B éMKOCTb C (h3MOmNOrieckinM pacTBOpOM

V1 OMOPOXHUTE GanmoH.
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Yaanute LWnpuL, BMECTUMOCTbIO 10 M1 1 3akpenuTe 3anopHblii KpaH Ha

LWINPULIE BMECTUMOCTBIO 1 M1, 3aMONHEHHOM CMEChIO KOHTPACTHOTO BelliecTea

C (h1I3MONOrMYECKIM PACTBOPOM.

3anonH1Te WNpuLL BMECTUMOCTBH 1 MIT 1 3aN0PHbIA KPaH CMECHI0 KOHTPACTHOrO
BeLecTBa C (PU3MONONUHECKUM PACTBOPOM, MPUKPENUTE Ero K BTYIIKE 3an0fHEHHOMO
nopTa Ans HakaunBaHus U nepenauTe K gencteusm b, B unn I

AJIbTEPHATUBHbIA METO/ MOArOTOBKM BAJITIOHA

1.

MaeneknTte BannoHHbIN kaTeTep, BbITAHYB ero 3 Tpybkv aucnexcepa. Ecnn
HabriojaeTca conpoTUBneHIe, NOBTOPSTE NpoLieaypy MPOMBIBKM A0 Tex Nop, noka
6GannoHHbIi kaTeTep He GyAEeT XOPOLUO yBaXHEH 1 He GyAeT Nerko U3Bnekarscs 13
Tpy6kn Aucnercepa. TilatenbHo ocMoTpUTe BannoHHBbIN kaTeTep, YTobbl ybeanTsea
B OTCYTCTBIM NOBPEXAEHMIA. He fonyckaiiTe BbICkbIXaHUst GannoHHOro katetepa
nepeq ero BBEAEHNEM B HaNpaBnsioLwii kateTep. MOBTOPHO He NomellaiiTe
YBNaXHEeHHbIA 6annoHHbI KaTeTep B ynakoBky.

YBnaxHuTe (h13MoNnoruyeckum pacTBOpOM NPOCBET BanmoHHoro kateTtepa,
npeaHa3HaueHHbI Ans NPOBOAHIKA. MpUMEpHBI 0GbeM NePBUYHOTO 3aMONHEH!s
cm. B Tabnuue 2. OCTOPOXHO BBEAUTE YBNaXHEHHbIN NPOBOAHWK B NPOCBET
6annoHHoro kateTepa, NpeAHasHaYeHHbIN ANs NPOBOAHMKA.

MNPEQOCTEPEXEHWUE: 136biTouHoe AaBneHve, npesbiluatoLee 4826 kMa (700 PSI,
47,6 aTm), MOXET NPUBECTM K yTeuke Unn paspbisy 6annoHHoro kateTepa.

MNPEOOCTEPEXEHME: MNpu yctaHoBke GannoHHOro katetepa Ha npoBOAHNK
[MCTanbHBIM KOHUYMKOM YBeauTeCh, YTO AUCTaMbHbIN KOHUMK GarnnoHHOro kaTeTepa
He NOBPEXAEH.

IMofroToBLTE CMECh KOHTPACTHOTO BELLECTBA C (hM3NONOTMIECKUM PACTBOPOM,

KaK ykasaHo B Tabnuue 1.

MPEQOCTEPEXEHMUE: BA3KoCTb 1 KOHLEHTPaLMs KOHTPACTHOrO BellecTsa GyayT
BMMATL HA BPEMS HAKaUNBaHWS 11 OMOPOXHEHNs GannoHa.

3anonHuTe BTYrky NopTa [iNs HakauynBaHWsi CMEChI0 KOHTPACTHOTO BeLecTsa
€ (h1I3MONOrM4ECKUM PacTBOPOM MpY MOMOLL WINbI-MHTPOABIOCEPa,
NPUCOEAMHEHHON K LUNPULLY BMECTUMOCTbIO 1 M.

y/:laJ'IMTe Wrny-uHTPOALIOCEP U 3akpenuTe SQHODHbIﬁ KpaH Ha wnpuue BMeCTUMOCTbO
1 M1, 3anofTHeHHOM CMEeCb KOHTPACTHOro BellecTsa c d)l/lSMOJ'IOI'I/NeCKMM
pacTsopoM.

Banonxute SGHODHbM KpaH CMeCb0 KOHTPaCTHOro BellecTsa c q)M:iMOJ'IOI’MHeCKMM
pacTBOPOM W NpUKpenuTe ero K BTyNke 3anofHeHHOro nopTa Ans HakayveaHus.

MomecTuTe GannoHHbI kaTeTep B GONbLLYIO EMKOCTb C HU3MONOrnyeckumM
PacTBOPOM A5 HENPEPLIBHOTO Y . : Mocne norpy.

B (hM3NOMOrMUECKHii PAacTBOP KaTeTep [I0MKEH HaXOAUTLCS B FOPU3OHTANBHOM
NONOKEHUN. YAepXKnBas ANCTanbHbIA KOHUMK GanioHHOrO kaTeTepa NorpyKeHHsIM

B (hM3NOMOrMUECKHiA PACTBOP, ME/NEHHO BBOAUTE CMECH KOHTPACTHOTO BeLecTsa

C hM3MONOrIECKMM PaCTBOPOM Yepes MopT Ans HakaumeaHus GannoHa, 4ToGbl BeCh
BO3/YX BbILLEN U3 AMCTAmNLHOIO OTBEPCTUS ANA yAaneHus Bo3dyxa. B xone AaHHoM
npoLieaypL! yaaneHus Bo3lyxa creaiyeT cobrioaats Mepbl NPeA0CTOPOXHOCTI

1 BBOAUTL CMECh MEAMIEHHO, YTOBbI M3GexaThb HakauMBaHus GannoHa BO3LyXom.
Ecnu HakaunBaHve 6annoHa HauMHaeTes A0 TOro, Kak CMeCh KOHTPACTHOMO
BeLecTBa C (PU3MONOrNYECKMM PAacTBOPOM AOCTUTHET BanmnoHa, ocTaHoBuUTe
npoLeaypy yaanexns Bo3ayxa U A0KANTECH ONOpOXHeHNs GannoHa. BHoBb HauHUTe
ME/NEHHO BBOAUTL CMECh KOHTPACTHOTO BELECTBa C (HN3MONOrYECKIAM PACTBOPOM,
4TOGbI OCTABLUMICA BO3/YX BbILIEN 13 AUCTAMNBLHOMO OTBEPCTUS AN yaaneHus
Bo3ayxa. CyMMapHbiii 0GbeM NepBIUYHOTO 3aNONHEHNs BTYIKU [ HaKaunBaHNs

1 NpocBeTa Ans HakauMBaHus NpuseaeH B Tabnuue 2. [ins HakaumsaHus GannoHa
noTpeGyeTcs AONONHUTENBHOE KONMYECTBO pacTBopa.

MPEAOCTEPEXEHME: Mpu ynanerun Boaayxa 13 6anmnoHHOro kateTepa XnakocTs
criefyeT BBOAWUTL ME/ANEHHO, B MPOTMBHOM Crly4ae BO3MOXEH pa3pbiB GanmnoHa.

Mocre yaaneHus Bo3ayxa 13 NpocBeTa AN HakaunBaHWUsl GannoHHoro katetepa
NPOAOMKUTE MEANEHHO HakauMBaTh GasnnoH CMEChI0 KOHTPACTHOrO BellecTsa

C huamonorieckum pacTeopom. Mpu nepBoHauanbHoM HakaunBaHui GannoH Gyaet
3aM0MHATLCS OT MPOKCMMATBLHOTO KOHLIA K AUCTarNbHOMY KOHLYY. Mocne nonHoro
HaKaumBaHusi GannoHHOro KateTepa BbINOMHUTE NPOBEPKY HA MPEAMET HanuUNst
[IOMOMHUTENbHbIX My3bIPbKOB BO3AYyXa. Mpy 0GHAPYKEHIN Ny3bIPLKOB NOrpy3uTe
KOHUMK BannoHHOro kaTeTepa B (h3NOMNOrUEckuii PaCTBOP 1 MOMHOCTL
OnopoXHUTE GannoH, a 3aTemM MeaneHHo HakayaiiTe GannoH, yaepxusas ero
BEPTUKATLHO — 3TO NO3BOMUT BCEMY OCTaBLIEMYCS BO3AYXY BbIATI U3 AMCTANBHOIO
OTBEPCTUS ANs yAaneHus Bosayxa. ECrin nysbIpbky yanuTs He yaaeTcs, BuINOMHUTE
acnMpaLIio, Kak ykasaHo B 1€/CTBIM A, B NPOTUBHOM Clyyae NorpysuTe KOHUMK

B @MKOCTb C (hM3MONOrMUECcKUM PacTBOPOM, ONOPOXHUTE GarnoH u nepeiauTe

k aencteusm b, B unu I

MPUMEYAHME: Mpu ynaneHun Bosaiyxa B Xofe NpoLieaypbl NOATOTOBKM AepxkuTe
GannoHHbIN kaTeTep YBRaXkHEHHBIM, YTOBbI HE A0MYCTUTL BbICbIXaHNS €10 MNOKPLITMS.
MPEAOCTEPEXEHME: Mpu ynanerun Boaayxa 13 6anmnoHHOro kateTepa XnakocTb
criefyeT BBOAUTb ME/INEHHO, B MPOTMBHOM Crly4ae BO3MOXEH pa3pbis GanmnoHa.
MPEQOCTEPEXEHMUE: BannoH MOXHO OMOPOXHSITb, TONbKO €CIIN €ro ANCTanbHbIA
KOHYMK NOrPYXKEH B (PM3NONOTMIECKMil PACTBOP UM PACTBOP KOHTPACTHOTO
BelecTBa — 3T0 NO3BONUT M3BExaTh BO3BPATHOTO NonajaHus Boddyxa B GanmoH.
NPEOOCTEPEXXEHMUE: Bo Bpems NoaroToBkv GannoHHOro kateTepa CoxpaHanTe
€r0 YBraXHEHHBIM, NePUOANYECKN NOrPyKas B PU3MONOTMIECKUil PacTBOp.

A. METOL ACINNPALINN:

1. MopkniounTe TPEXXoA0BOit 3aMOPHBIN KpaH K LNPULY BMECTUMOCTbI0 20 Mn,
3aN0oNHEHHOMY 3 M CMECU KOHTPACTHOTO BELLECTBA C (hN3NONOrUECKM
pacTBopom.

TpUCOeAMHNUTE WNPULL BMECTUMOCTBIO 20 M1 C 3aM0PHBIM KPaHOM K NopTy
HaKaunBaHmsi GannoHHoro karetepa.

YaepxuBas WnpuL (C OTKPLITLIM 3aMOpHBIM KPaHOM) B NONOKEHMN
HaKOHEYHMKOM BHI3, OTTSIHUTE MOPLUEHS WMPULA AN CO3AaHUS MOHKEHHOTO
[naBnexus.

Vi3BnekuTte 6anmnoH 13 eMKocTH C hU3MONOruHEckM PacTBOPOM 1 OCTaBLTE
[AMCTanbHbIA KOHYMK GanmnoHa Ha Boaayxe.

[ i ol RO Tex Mop, noka nopT Ans
HaKauMBaHMsi He OKaXeTCs CBOGOAHBIM OT CMECH KOHTPACTHOTO BelliecTa

C (hM3NONOrYECKM PACTBOPOM.

3aKkpoiiTe 3anopHbIii KpaH Ha NPOCBETE ANs HakauMBaHWs, HanpassTe
HaKOHEYHWK LNpuLa BBEPX U BbINYCTUTE BO3AYX.

OTKpOWTE 3aNOpHbIN KpaH Ha np: ans 3 p:

HaKOHEYHUK LUNPULIA BHU3 1 BHOBb CO3/AaiiTe OTpULIaTENbHOE AaBrneHue.
MeLU'IeHHO YCTpaHuTe oTpuuaTenbHoe AaBneHne, nepeasuras nopLueHb BHU3,
W ypaBHOBECLTE CUCTEMY.

3ameHuTe WNpuUL| BMECTUMOCTbIO 20 M1 LWNPULIOM BMECTUMOCTBH

1 M, COAEPXaLLMM CMeCh KOHTPACTHOrO BELLECTBa C hU3MONOTMIEcKkUM
pacTeopoMm.

MNPEOOCTEPEXEHMUE: Bo Bpemsi NoArotoBku 6annoHHoro karetepa
COXpaHANTe ero yBnaxHeHHbIM, NepoaNYECcKM Norpyxas B ousnoNornieckuin
pacTsop.

MpozBNHETE NPOBOAHIK B AUCTANbHOM HaNpasrneHnn NnGo BBEAUTE NPSMON
hopMUPYIOLLMIA MaHAPEH — 3TO NO3BONUT y6eauTbCS B TOM, 4TO BannoH He
V3OTHYT.

YaepxuBaiiTe KOHUYMK BEPTUKANBHO Ans OBneryeHns BbIXoaAa BO3ayxa

1 Me/ifeHHO BBOAWUTE CMECh KOHTPACTHOTO BELLIECTBA C (h3MONOrUECKIM
pacTBOpOM 10 Tex Mop, noka GannoH He GyaeT HakayaH [0 HOMUHATLHOTO
avamerpa.

Ecnv B GannoHe He HabnioaaloTcs ny3sIpbkv BO3AyXa, MOMECTUTE KOHUMK

B @MKOCTb C (h13MONOrNYeckM pacTBOpPOM, ONOPOXHUTE BansioH 1 nepeiiaute
Kk peicteusam b, B unu I Ecnu nysbipbkn Bo3ayxa yaanuTb He yaaetcs,
nosTopuTE AercTere A unn yaanute GannoHHbIA KaTetep B OTXOAbI.

b. METO4 ®OPMWPOBAHWST KOHYNKA:

MPUMEYAHMUE: ®opmrpoBaHme koH4MKa crieayeT BoinonHsTe MOCHE
yaaneHusi Boaflyxa u3 6aniioHHoro kateTepa 1 Haznexatlen ero NojroToBky
B COOTBETCTBIM C MHCTPYKLIMSMM.

CornuTe chopmmUpytoLLUiA MaHAPEH, Npuaas emy Tpebyemyio opmy.

BannoH kateTepa A0mkeH GbiTb ONOPOXHEH. AKKYPaTHO BBEAUTE
hOpMUPYIOLLMIA MaHAPEH B AUCTarnbHbI KOHEL, NpocBeTa, NpeaHasHa4eHHoro
ANA NPOBOAHMKE.

[TlepxuTe KapTouKy PacTSHKAMOCTYA 3a HIKHIOK YacTb Tak, YToGbl HaANUCh
«balloon side» (cTopoHa, obpalueHHas k 6annoHy) bbina HanpasneHa Ha
nons3oBarerns.

[epxuTe GanmnoH NpokcuManbHO K NOPTY AN HaKauYNBaHWS!, ONMPasiCh PyKOi
Ha LIGHTP KapTOUKM PACTSHKMMOCTI Anst GonbLuei CTaBnnbHOCTM.

[MomecTiTe ANCTanbHYI0 METKY GannoHa ¢ U30rHYTbIM KOHUMKOM BHYTPb
HWKHEl YacTn nasa Ans o6paboTku napom. (CM. pucyHok 1)
MPUMEYAHMUE: Obpabotka napom Gonee 3 MM AUCTanbHOMO KOHYMKa
NpUBEZIET K NOBPEXAEHUIO GannoHa.

MEPbI MPEAOCTOPOXHOCTW: CreayeT cobntofatb OCTOPOXHOCTb, 4TOBL!
u3GexaTb 3arpsisHeHIst GannoHHOro kateTepa Bo Bpemsi 06paBoTkv napom.

‘ KapTouka pacTsikumocTy,

BUA c60Ky

|

PucyHok 1 — u3orHyTas koHdurypaums

MicroVenti 122

IFU100038 Rev. B



10.

[MepxuTe AUcTanbHylo MeTky 6annoHa B naMMHapHOM MOToke napa BGnau
VCTOYHMKA Napa B TeYeHre NpUMepHO 20 CekyHA.

MPUMEYAHWUE: Y6eauTech, 4To kapTouka pacTsKUMOCTY 3alymiaet G6annoH
OT MCTO4HMKA FOPSIYero napa, B NPOTMBHOM Criyyae GanmnoH GyaeT noBpexaeH.

W3BnekuTe KOHUMK kaTeTepa 1 KapToUKy pacTsHKMMOCTY 13 napa.

OCTOPOXHO OTAEMUTE KOHUMK GanfioHHOro KateTepa OT KapTouKu
PACTSHKMMOCTY 1 MOrPY3UTe €r0 B renapuH3upoBaHHbIA h13Monornieckuit
pacTsop.

AKKypaTHO V3Bnek1Te (POPMUPYIOLLINIA MaHAPEH.

MNPEAQOCTEPEXEHMUE: ®opmMupytoLLnii MaHapeH He npegHasHadeH ans
VCMOMNb30BaHMs BHYTPY Tera Yernoseka.

Mepeiaute k aeiicteuio I

B. METO/[ 3AKPbITUS1 OTBEPCTUS AJ151 YOAJIEHUSA BO3OYXA:

MPUMEYAHWUE: 3akpbiTve oTBEPCTUS ANS yaaneHus Bosayxa crneayer
BbinontHsTb MOCHE ynanewus Bo3ayxa u3 6annoHHoro katetepa

W HajinexalLel ero MofiroToBKM B COOTBETCTBUN C MHCTPYKLMSIMU.

BarnnoH katetepa A0mkeH GbiTb ONOPOKHEH. AKKYPaTHO BBEANUTE
hOPMUPYIOLIMIA MAHAPEH B ANCTATbHBIN KOHEL MPOCBETa, NpeaHasHajYeHHoro
NS NPOBOAHNKA.

[epxuTe KapTOuKy PaCTSHKUMOCTI 3 HIKHIOIO YaCTb Tak, YTOGbI HaAMNCh
«balloon side» (cTopoHa, obpalueHHas k 6annoHy) 6bina HanpasneHa

Ha Nonb3oBaTens.

[DepxuTe GannoH NPoKCUMAnkHO K NOPTY Ansi HAaKa4NBaHNS, ONMPAsCh PyKOM
Ha LIGHTP KapTOUKM PacTsHXAMOCTI Ansi GOnblUeit CTaBUMBHOCTA.

TMomecTuTe AUCTanbHyI0 MeTKy BarnnoHa BHYTPb HKHEN YacTy nasa Ans
o06paboTku napom. (CM. PUCYHOK 2)

MPUMEYAHUE: Obpabotka Gonee 3 Mm npuBeaeT k NoBpexaeHuio 6anmnoHa.

MEPbI MPEOOCTOPOXHOCTMU: Crenyet cobntofate 0CTOPOXHOCTb,
4T06bI M3GEXaTh 3arpsisHeHNs 6annoHHoro kateTepa Bo Bpemsi o6paboTku
napom.

KapTtouka pactsxumoctu

DAucTanbHas |
— MeTka GannoHa

NA3 Ansa
OBPABOTKWU MAPOM
(co cTopoHbI 6annoHa)

PucyHok 2 — npsimas KoHcburypaums
[epxuTe AMcTanbHylo MeTky GarnnoHa B namMMHapHOM NoToke napa BGnnaun
VMCTO4HWKA Napa B TeyeHne NpUMepHO 20 CekyHA.
MPUMEYAHMUE: Y6eautech, YTO KapTodka pacTsKMMOCTM 3alpiiaeT GanmoH
OT MCTOYHMKA FopsYero napa, B MPOTMBHOM criyyae 6annoH GyaeT noBpexaeH.
V13BrexuTe KOHUMK kaTeTepa 1 KapTouky PacTsHKAMOCTI M3 UCTONHMKA napa.
OCTOPOXHO OTAEMNUTE KOHYMK GanmoHHOro KateTepa OT KapTouky
PACTSXKMMOCTY 11 MOTPY3UTE €r0 B renapuHN3MpOBaHHBIA th3Monornieckuit
pacTsop.
AkKypaTHO n3BneknTe (PopMUPYIOLLINIA MaHAPEH.
MNPEOOCTEPEXEHMUE: d ] {ApeH He npep| ons
VCMOMNB30BaHMSA BHYTPY Tera Yernoseka.

MPUMEYAHWE: Mpu HenpaeunbHoit 06paGoTke napom BOIMOXHO
YacTMyHOE 3aKpbITUE OTBEPCTUS ANs yaaneHusi Boayxa. Heobxoammo yacTto
OCMaTpUBaTh Haka4aHHbI GannoHHBIN KaTeTep NP1 NOMOLLM PEHTTEHOCKONNMA
NS NOATBEPXEHNS TPEBGYEMON MOCTOSHHOM OKKITIO3NM.

Mepenpawte k aeiicteuio I

I. OKOHYATEJIbHAS1 UHCIIEKLNS BAJI/IOHA

1.

MoBTOPHO 6anmnoH oo H oro o6bema, 4To6bl Nepen
1Cronb3oBaHeM OCMOTPETb GanmoHHbIi KaTeTep Ha NPeaMET Hamuums
HapyLLEeHWI Ui NoBpexxaeHuit. Mpu Hanuuum NoBbIX OTKIOHEHWIA OT HOPMbI
He MpUMeHsifTe KaTeTep.

Ecniv Gblno 0CYLLECTBIIEHO 3aKpbITUE OTBEPCTUS A5 YAaneH!s Bo3ayxa,
OCMOTPUTE [ICTaMbHBIA KOHYMK KaTeTepa Ha NPEAMET YTEUKU KOHTPACTHOro
BelLECTBa U3 OTBEPCTVS ANA yAaneHus Boayxa. Ecnu HaGniogaetcst
yTeuKa KOHTPACTHOTO BeLLeCTBa U3 OTBEPCTYUS A5 YAaneHns Bo3ayxa,
MOBTOPHO MCMOMb3YITE METOA 3aKPbITUS OTBEPCTUS [AMS YAAreHus BO3AyXa,
yKasaHHbIN B feiicTBim B.

BHOBb OMOPOXHNUTE BarfoH, Aepika AUCTasNbHbIA KOHUMK B (DU3MONOTNYECKOM
pacTBope, 1 AaiTe AaBNEHMIO B KaTeTepe ypaBHsTLCS. Mocne

MOMIHOTO 3aMoMNHEHNs kaTeTepa v GannoHa GanmoHHbIN KaTeTep roTos

K CTIONb30BaHMIO.

MPEAOCTEPEXEHME: He noacoeauHsiite kakue-nubo ycTpoiictea
BBICOKOTO K opTy Anst 6annoHa, Tak kak 370 MOXeT
MPUBECTY K €0 PaspbiBy.

MPEAOCTEPEXEHME: lNMpu HaxoxaeHun GannoHa B opraHuame

He HaKauuMBaiiTe ero BO3AYXOM U KakuM-MBO Apyrvm rasom.
MPEAOCTEPEXEHME: HenpasunbHas noArotoBka MOXeT NpuBecTu
K 1oNaaaHuio Bo3ayxa B CUCTEMY. OTO MOXET MoMeLaTh Haanexaluen
PEHTFEHOCKOMMYECKOi BU3yann3aLmm.

Ta6nuua 3: PacTsxumocTb 6annoHa npu HakauMBaHUM

Scepter
O6bem HakaumBaHus™ Scepter C, anaweTp () —
[avametp
(mn) ()
4x10 4x15 4x20 4x1
0,02 1,9 18 18 18
0,04 2,6 24 24 26
0,06 3,0 29 28 32
0,08 32 32 31 36
0,10 35 34 33 39
0,12 36 35 34 42
0,14 38 37 36 45
0,16 40 38 37 47
0,18 4.1 4,0 38 49
0,20 42 41 39 50
0,22 44 42 4,0 52
0,24 45 43 4.1 53
0,26 4,6 45 42 55
0,28 47 4,6 43 56
0,30 438 47 44 57
0,32 49 438 44 59
0,34 49 45
0,36 49 4,6
0,38* 50 46
0,40 47
0,42 48
0,44 4,9
0,46** 49

* Mocne 3anonHeHus kateTepa **MakcumarnbHbIil UHbeLVpyeMblii 06bem

o 0003—
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MNPEAOCTEPEXEHME: He npoasuraiite 6anmnoHHbli kateTep Ui NnpoBOAHUK

Tabnuua pactaxumoctu Scepter C
npy BO3HUKHOBEHUW CONPOTUBIEHUSA. Ecnn OoLlyuiaeTcs conpoTusnexue,

! Ax10 lax15 4x20 OMpEeAenuTe NCTOHHUK CONPOTUBIEHUS MPU NOMOLL PEHTTEHOCKOMNYECKOTO
50 R A KOHTpONS..
§ 4,5 5 - = i 5. MopakniounTe ABYXXOA0BO 3aNOPHbIN KpaH K LNpULY BMECTUMOCTbIO 1 Mn,
rt Lot 1 3aM0NHEHHOMY COOTBETCTBYIOLIMM PACTBOPOM KOHTPACTHOTO BELLECTBa.
§ 40 A Homanbnain knamern b 3anonH1Te ABYXXOA0BOM 3aNOpHbIN KPaH, YTOBLI BBITECHUT 13 HEMO BECH BO3AYX.
S35 = P i p pajnopa MezaneHHo Hakadarite GansoH A0 pekoMeHAyeMoro obbema Ans AOCTUKEHUS
2 7 Tpebyemoro AnameTpa B COOTBETCTBUN C ONMCaHUeM B Tabnuue 3.
E 30 7 NPEOOCTEPEXEHME: He npt yTe pekomeHAy i HbIll 06beM
g 25 ,,'" HaKauMBaHWsl, Tak Kak 3T0 MOXET MPUBECTM K pa3pbiBy GarnoHa.
2,014 MPEOQOCTEPEXEHME: [Ins obecneyeHns 6e3onacHoCTV nauveHTa Bcerga
/ HaKauMBaiiTe 11 ONOPOXHSIATE GanmoH Npi PEHTIEHOCKONUYECKOM BU3yanu3aLm.
L5 6. Ecnin HyHo, TO Mocne Haka4YMBaHNs 3aKPOIATe 3aNOpHbIN KpaH.
FFE PP F F PP AR FEFF I FF e i P e .
Obvem (mn) 7. Tlpu HEOBXOAMMOCTY U3BTEKUTE MPOBOAHMK U3 BANMOHHOTO KaTeTepa 1 crieayitTe
YKa3aHUSIM UHCTPYKLVW O MPUMEHEHIO COOTBETCTBYIOLLETO AMarHOCTUYECKOrO
1M ne4eGHOro CPeaCTea, MOATOTOBKA K BBEAEHMIO JaHHOTO CPeacTea
s Tabnuua pacraxkumoctu Scepter XC Yepes NpoCBeT, NpeAHasHa4YeHHbIV Ans NPOBOAHMKE.
60 a11 NPEAOCTEPEXEHMUE: M36biTouHOe AaBneHue, npesbilatollee 4826 kMa
4 | — (700 PSI, 47,6 aTm), MOXET NPUBECTU K yTEUKe UNN pa3pbiBy NpoCBETa KaTeTepa,
’g 5.5 [ — npeaHa3HaYeHHoro Ansi NPOBOAHMKA.
o 5.0 8. [Mpu onopoxxHeHUn GannoHa NCMomnb3ynTe PEHTIEHOCKONUYECKNIA KOHTPOTTb,
§ 4,5 — 4T0Gb! Y6EAUTLCS B NOMHOM OMOPOXKHEHUM GannoHa nepe/ U3BnedYeHnem.
S 4,0 Cwm. Tabnuuy 1 Ans nonyyeHns uHdg 0 COOT! BpeMeHN
S35 HomWHanbHLIN AnameTp 6asnoH onopoxHeHus. Mocne 3aBepLueHns NPoLeayPbI MEANIEHHO M3BNEKUTE BannoHHIR
5 KareTep 1 NPOBOAHMK.
230
25 XPAHEHWE
2,0 Bo Bpems XpaHeHusi He 10MyckaiiTe BO3AENCTBIS BOAI, COMHEYHBIX MyYeil, SKCTPeMarbHbIX
15 TemnepaTyp 1 BbICOKOM BIAXHOCTU. XpaHuTe BansoHHbIA KateTep Mpu KOHTPONMPYeMoi
& QA KOMHaTHOM Temnepatype. Cpok XpaHeHUsi U3enus ykasaH Ha aTukeTke. He ncnonb3ayitte
o Obvem (un) o 9 YCTPOIICTBO M0 OKOHYaHUN CPOKa FOIHOCTH, YKa3aHHOTO B [JOKYMEHTALAM MO M3AEeNMio.
MATEPUATbI
I'Ipu6nu3menbnaﬂ HOMWHanbHasa CKOpPOCTb NOTOKa Npu AaBneHUn BannoHHbIi kaTeTep He CoAepXMT MaTepuaros 13 natekca unm MBX.
MHdy3um 689 kMMa (100 psi) u 2069 kMa (300 psi)
FAPAHTUSA
50/50% 100% 100% Komnanusa MicroVention, Inc. rapaHTipyer, 4To yCTPOICTBO 6biINo crpoekTupoBaHo
KOHTPAaCTHOTO | KOHTPACTHOrO | KOHTPacTHOro  U3TOTOBIEHO C JOMMKHOI TLIATENBHOCTLIO. DTa rapaHTUst JAETCs BMECTO MioBbIX APYTiX
®usunonoruyec- rapaHTUin 1 UcKItoHaeT niobble Apyrue, He ykasaHHble B JaHHOM OKYMEHTE B NpsiMOit
KU pacTteop Belectaa Belecrsa Beuecrsa dopme, rapaHTU, BbIp ble Unn noap: 3aKOHOM WK KakuM-nnbo
Tabnuua 4 (300 mr (300 mr (350 mr MHbIM 06pa3oM, BKIloYas,, Cpeau NpoYnx, kakue Gbi To HU BbINo NoapasyMeBaemble
vopalmn) vopalmn) vopalmn) rapaHTUN TOBapHOI1 MPUIO[HOCTM N cooTBeTCTBMSA. OBpalLeHe, XpaHeHHe, YncTka
ncrep YCTPOICTBA, @ Takke haKTopkl, CBA3AHHbIE C NaLMEHTOM, IUarHo3oM,
689 2069 689 2069 689 2069 689 2069 TIEYEHNEM, XMPYPIU4ECKOI MPOLIEAYPOA U Mp., He 3aBUCsiLUMe oT KomnaHui MicroVention,
KMa KMa KMa ) kMa KMa Ma KMa HEMOCPE/CTBEHHO BANSIOT Ha YCTPOCTBO 1 PE3yrbTaThl MCMOMb30BaHMs YCTPOMCTBA.
(100 (300 (100 (300 (100 (300 (100 (300 ObssatenbcTsa komnaHuu MicroVention no AaHHON rapaHTUM orpaHU4eHbl PEMOHTOM M
" . . . . R . R 3aMeHol JaHHOro yYCTPOICTBa, 1 komnaHus MicroVention He ByAeT HECTW OTBETCTBEHHOCTH
psi) psi) psi) psi) psi) psi) psi) psi) HY 33 KaKie CriyyaliHbie U KOCBEHHBIE YBbITKY, yLiep6 v 3aTparel, NPsiMO U KOCBEHHO
BO3HUKLLKE B pe3yribTaTe UCNoNb3oBaHWs aToro ycTpoiicTea. Komnanus MicroVention
Scepter | 0,57 1,50 0,49 0.71 0,33 0,62 0,40 040 He Beper Ha ce6si OTBETCTBEHHOCTL U He AAET NPaB HUKaKoMy pyromy nuuly 6patb Ha
C&XC | mnfcex | mnfcek | mn/cek | mn/cek | mn/cek | mn/cek | mn/cex | mn/cek ceBs 3a Hee Kakylo-nnGo Apyryio Nnu ONONHUTENBHYI0 OTBETCTBEHHOCTb UNK 06S3aHHOCTH

B OTHOLLIEHUM 3TOrO ycTporcTaa. KomnaHus MicroVention He 6epet Ha cebst Hukakoi
OTBETCTBEHHOCTM B OTHOLLEHUI YCTPOICTB, MO/BEPTHYThIX MOBTOPHOMY MOM30BAHMIO,

YKA3AHWSI 110 IPUMEHEHMUIO (O K O ons NoBTOpHOI 06paboTke UNK NMOBTOPHOI CTEPUNM3ALIMK, U HE AAET HUKaKUX rapaHTui,
; ’ Bb vnm no, , TOMUMO MPOYETO, NPUFOHOCTE MM
cnpasku) - POHET0, NPT
N _ COOTBETCTBIUE NPE/NoNaraeMoMy UCTIONb30BaHNIO TaKOro YCTPOIACTEA.
1. MoacoeanHWTe NOBOPOTHbI remocTaTnieckuid knanaH (MIK) k npoceety GannoHHoro
KaTeTepa, NpeiHasHa4eHHOMY NS NPOBOAHMKA. YCTaHOBUTE NIMHUIO HEMPEpbIBHOM LieHbl, crieumiukauny v Hanuyne MOAeny MoryT GbiTe M3MeHeHb! Ge3 yBeAoMIeHHs.
MPOMBIBKM (h13MONOTMYECKM PACTBOPOM Y MOAKIIUMTE €e K GOKOBOMY OTBOAY MicroVention® siBisieTcsi 3aperMcTpupoBaHHbIM TOBAPHBIM 3HAKOM KOMMaHNM
MOBOPOTHOTO reMOCTaTU4ECKOTO KranaHa. MicroVention, Inc.
2. BebibepnTe COOTBETCTBYIOLWI HANPaBSAIOLLMIA UK NArHOCTUYECKNIA KaTeTep. Onyx™ sBNsieTCs 3aperucTpUpoBaHHbIM TOBAPHBIM 3HAKOM KOMMNaHUM ev3.

3akpenuTe NoBOPOTHBIN reMOCTaTUYECKMIA KnanaH Ha NPOKCUMarbHOI BTYrke
HanpaBnsioLLEro Ui narHocTUYeckoro karetepa. [ins npeaoTepatleHns obpatHoro
TOKa KPOBM B MPOCBET KaTeTepa NoACOEAMHNTE NIMHNIO HeNpepbiBHON NPOMbIBKA
ursnonornyeckum pacTBopom k GOKOBOMY OTBOAly MOBOPOTHOTO reMOCTaTUHECKOro
Knanawa.

© Copyright 2019 MicroVention, Inc. Bce npaBa 3aluyLLeHbI.

3. Orkpotite MK Ha BTyrke NPOBOAHWKOBOTO UMK AMArHOCTUYECKOrO kateTepa
1 BBEZUTE KOMNINEKC BannoHHBIN kaTeTep/npOBOHNK B NPOBOAHMKOBBII kaTeTep,
MCronb3yst MHTPOIblocep. OCTOPOXHO NPOABUHETE KOMMIEKC BannoHHBIA kateTep/
MPOBO/IHMK /10 AUCTABHOTO KOHHYKA MPOBOAHUKOBOTO KaTeTepa. Mocne Toro kak
KOMMNEKC BarnoHHbIA KateTep/MPOBOAHMK JOCTUTHET KOHYMKa MPOBO/HIKOBOTO
KareTepa, yaanuTe UHTPozblocep ¢ TpyGKi GannoHHoro kateTepa, Ans AToro
BbITSIHUTE MHTpoAbtocep 13 MK 1 cHumunTe ero. Mpoauraiite 6annoHHbIN kateTep
4epe3 NOBOPOTHIN reMOCTATUYECKHIA KNanaH.

4. IMox peHTreHoCKOMNYEeCKUM KOHTpOoneM npoBeanTe 6annoHHbIi KaTeTep 1 NPOBOAHNK
[0 Tpebyemoro MecTOMoNOXeH!s B COCYaAMCTOI cucteme. TLiaTenbHo 3aTsHuTe
KnanaH NOBOPOTHOTO FreMOCTaTUYECKOrO KnanaHa BOKpyr 6annoHHoro katetepa
NS NPefioTBPALLEHNS YTEHKI 13 MOBOPOTHOTO reMOCTaTUYECKOro KnanaHa.
lMocne 3aTArMBaHs NOBOPOTHbIV FEMOCTaTUYECKWI KnanaH A0MKeH No3BoNsAThL
npoaginkeHe GannoHHoro katetepa.

NPEOOCTEPEXEHWUE: He 3atAruBaiiTe CrMLLKOM CUIbHO NMOBOPOTHbIN
remMocTaTU4eckuit KnanaH Bokpyr 6annoHHoro kareTepa. CIMLIKOM CUTbHOE
3aTArMBaHme KrnanaHa MOXeT np K V1 OTOPOXHEHMS!
6annona.
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