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Carefully read all instructions prior to use. Observe all warnings and precautions noted throughout these
instructions. Failure to observe warnings and precautions may result in complications. Any rec dation
within these instructions are designed to serve only as a general guideline. They are not intended to supersede
institutional protocols or prof I clinical j concerning patient care.

d
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CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician.

1. DEVICE DESCRIPTION

The QuickCat Extraction Catheter is a single use, disposable dual-lumen catheter designed for removing soft emboli
and thrombi from vessels of the arterial system. The distal tip of the catheter is pliable, tapered, and smooth, providing
atraumatic passage into the arterial system. The device is supplied sterile and is intended for one time use only.

2. INDICATIONS AND INTENDED USE
The QuickCat Extraction Catheter is indicated for removal of fresh, soft emboli and thrombi from vessels in the
arterial system.

Product is intended for single use by physicians trained and experienced in diagnostic and interventional techniques.
Standard techniques for placement of vascular access sheath, angiographic catheters and guidewires may be employed.

3.  CONTRAINDICATIONS

. Use in vessels with a diameter < 1.5 mm

. The venous system

. The removal of fibrous, adherent or calcified material (e.g. chronic clot, atherosclerotic plaque)

4. WARNINGS

. Do not use without a guidewire, as vessel injury may result.

. Do not attempt to advance or retract the catheter against resistance until the cause of resistance has been

determined by fluoroscopy or other means. Manipulation of the catheter against resistance may result in kinking
of the catheter and/or vessel damage.

. If excessive slack or a loop in the guidewire is observed between the guide catheter and the monorail segment
of the QuickCat Extraction Catheter during the procedure, the guidewire may become kinked within the
vessel during catheter advancement or retraction. Remove the slack or loop in the guidewire before advancing
or retracting the QuickCat Catheter to avoid catheter and/or vessel damage.

. If flow into the syringe stops or is restricted, do NOT attempt to flush the extraction lumen of the QuickCat
Extraction Catheter while the catheter is inside the patient. Serious injury or death may result.

. Do not use a bent, kinked or damaged catheter as this may lead to vessel injury and/or an inability to advance
or withdraw the catheter.

. Do not use for delivery or infusion of diagnostic, embolic, or therapeutic materials into blood vessels.

5. PRECAUTIONS

. Prior to use, check that all of the connections between components are secure and that the system has been
completely primed or vacuum may be compromised.

. Do not tighten the hemostatic valve excessively onto the catheter shaft, or catheter damage may result.

. Use caution when crossing or retracting the QuickCat Extraction Catheter across a freshly deployed drug-eluting
stent.

. Do not re-sterilize, re-process, or re-use the device.
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. DO NOT resterilize or reuse this device, as these actions can compromise device performance or increase the risk
of cross-contamination due to inappropriate reprocessing.
. Reuse of this single use device could lead to serious patient injury or death and voids manufacturer warranties.
. Do not replace system components with alternate components.
6. POTENTIAL ADVERSE EVENTS
. Access site bleeding/hematoma
. Anastomotic disruption
. Abrupt closure or total occlusion of treated graft or vessel
. Distal embolization of debris resulting in pulmonary compromise and/or limb ischemia
. Local or systemic infection
. Arterial spasm
. Arteriovenous fistula formation
. Drug reactions, adverse reaction to contrast medium
. Acute myocardial infarction
. Vessel dissection, perforation, rupture or injury
. Emergent surgery
. Death
7. HOW SUPPLIED
7.1 STERILIZATION

This device has been sterilized using Radiation and is supplied sterile within snap-top tray, sealed in peel-open package.
Intended for single use; do not re-sterilize, re-process or re-use.

7.2 INSPECTION PRIOR TO USE

Sterile if package is unopened or undamaged. Do not use the product if there is doubt as to whether packaging is
damaged or unintentionally opened. Upon removal from the package, thoroughly inspect the product to ensure that no
damage, bends or kinks have occurred during shipment.

8.  COMPATIBILITY

DEVICE COMPONENTS

Catheter: The QuickCat Extraction Catheter is compatible with 6F guide catheters [I.D. > 0.068"(1.73 mm)]
and 0.014” (0.36 mm) guidewires. The catheter has a working length of 145 cm and its distal
portion is covered with a hydrophilic coating. There is a radiopaque marker approximately
1 mm from the tip.

Vacuum Assembly: The vacuum assembly consists of a 7.0” (177.8 mm) extension tubing, one-way stopcock and

a 30 mL vacuum syringe with adjustable locking plunger. A 40-micron pore filter basket is
provided to assist in filtering of blood and thrombotic material for visual or laboratory analysis.

9.  DIRECTIONS FOR USE

9.1 STORAGE CONDITIONS

Keep dry. Store in a cool dry place. Protect from direct sunlight and high temperature (greater than 60°C or 140°F).

9.2 DEVICE PREPARATION

1. Using sterile technique, open the pouch and transfer the tray into the sterile field.

2. Remove the catheter from the protective coil and inspect for any bends or kinks.

3. Fill the 30 ml vacuum syringe with 5-10 ml of normal saline.

4. Connect the vacuum syringe to the stopcock, the stopcock to the extension tubing, and the extension tubing

to the hub of the QuickCat Extraction Catheter. Ensure that all connections are secure.
Flush the system with saline to ensure complete priming.

Turn the stopcock to the closed position.

Remove the 30 mL vacuum syringe and empty any excess saline solution.

Re-attach the empty 30 mL vacuum syringe to the system assembly.

.3 PROCEDURE

Using standard technique, cannulate the target vessel with a guidewire and a guiding catheter (.D. > 0.068"
[1.73mm]) with an attached hemostatic valve.

Load the QuickCat Extraction Catheter onto the guidewire.

S0 0N o v
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WARNING: If any resistance is felt during manipulation, the cause of the resistance must be determined before
the catheter is advanced or withdrawn. Manipulation of the catheter against resistance may result in catheter or vessel
damage. If the catheter becomes kinked during use, carefully remove from the patient and continue procedure with
a new QuickCat Extraction Catheter.
3. Under fluoroscopy, advance the QuickCat Extraction Catheter to the target site.
4. Tighten the hemostatic valve sufficiently to prevent backflow, but not so tight as to impede catheter movement.
5. With the stopcock in the closed position, pull back the plunger on the 30 mL syringe to the desired amount

of extraction volume. Twist the plunger clockwise to lock the syringe in the desired vacuum position.

< Spectranetics

6. Confirm the correct catheter position via fluoroscopy.

7. Turn the stopcock to the open position to begin the extraction. Slowly advance the QuickCat Extraction Catheter
into the target vessel. Blood will enter the syringe until the vacuum is depleted.

8. If blood does not enter syringe within 5 seconds, remove the catheter from the patient. Either flush the catheter

outside of the patient or replace with a new catheter.
WARNING: If flow into the syringe stops or is restricted, do NOT attempt to flush the extraction lumen of the QuickCat
Extraction Catheter while the catheter is inside the patient. Serious injury or death may result. Remove catheter from the
patient and flush the extraction lumen before attempting to reuse or use a new QuickCat Extraction Catheter.
9. Once the extraction process is complete, turn the stopcock to the closed position and remove the catheter from the
patient. Extracted blood and thrombus may be filtered for visual and/or laboratory analysis using the 40-micron
pore filter basket provided.

9.4 POST-PROCEDURE CARE
After the procedure, hospital standards of care should be followed for removing the sheath and providing hemostasis
to prevent bleeding at the vascular access site.

10. MANUFACTURER’S LIMITED WARRANTY

Manufacturer warrants that the QuickCat catheter is free from defects in material and workmanship when used by the
stated “Use By” date and when package is unopened and undamaged immediately before use. Manufacturer’s liability
under this warranty is limited to replacement or refund of the purchase price of any defective QuickCat catheter.
Manufacturer will not be liable for any incidental, special, or consequential damages resulting from use of the QuickCat
catheter. Damage to the QuickCat catheter caused by misuse, alteration, improper storage or handling, or any other failure
to follow these Instructions for Use will void this limited warranty. THIS LIMITED WARRANTY IS EXPRESSLY IN LIEU
OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING THE IMPLIED WARRANTY OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE. No person or entity, including any authorized representative or reseller
of Manufacturer, has the authority to extend or expand this limited warranty and any purported attempt to do so will
not be enforceable against Manufacturer.

11. NONSTANDARD SYMBOLS

Wire Compatibility % Importer @
Rapid Exchange(RX) Vessel Diameter
Working Length F 4 Guide Catheter Compatibility @
Sheath Compatibility @( Quantity QTY
CAUTION: U.S. Federal Law restricts this device to sale by or on the order of a physician.
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12. APPLICABLE STANDARDS
The standards identified in Table 12.1 were applied to the development of the device.

Table 12.1: Standards lied to the devel t of the QuickCat

PP P

Standard/Norm and Date | Title

Biocompatibility:

1SO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation of testing

Clinical Study:

ENISO 14155 | Clinical Investigation of medical devices for human subjects

Design:

ANSI Z136.1 Safe Use of Lasers

EN 1SO 10555-1 Sterile, single-use intravascular catheters - Part 1: General requirements
US 21 CFR 820 Quiality System Regulation

Environmental:

1SO 14644-1 Cleanrooms and associated controlled environments - Part 1: Classification of air
cleanliness.
1SO 14644-2 Cleanrooms and associated controlled environments - Part 2: Specification for test-

ing and monitoring to prove continued compliance with I1SO 14644-1.

Labeling:

EN 556-1 Sterilization of Medical Devices. Requirements for medical devices to be designated
“STERILE". Requirements for terminally sterilized medical devices.

EN 980 Graphical symbols for use in labeling of Medical Devices.

EN 1041 Information supplied by the manufacturer with medical devices

1SO 15223 Medical devices Symbols to be used with medical device labels, labeling and infor-

mation to be supplied

Packaging:

EN SO 11607-1 Packaging for terminally sterilized medical devices - Part 1: Requirements for materi-
als, sterile barrier systems and packaging systems

ENISO 11607-2 Packaging for terminally sterilized medical devices - Part 2: Validation requirements
for forming, sealing and assembly processes

1SO 780 Packaging - Pictorial marking for handling of goods
Quality:
ENISO 13485 Medical devices — Quality management systems

Risk Management:

EN ISO 14971 Medical Devices — Application of risk management to medical devices

EN 62366 Medical Devices - Application of usability engineering to medical devices

Sterilization:

ENISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements for develop-
ment, validation and routine control of a sterilization process for medical devices
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13. DISPOSAL

Use and disposal must be in accordance with generally accepted medical practice and applicable local, state, and federal
laws and regulations.

Products may pose a potential biohazard after use.

If the packaging is damaged and / or the expiration date expires, the product is to be disposed of in accordance with the
rules for the treatment of medical waste class A according to SanPiN 2.1.7.2790-10.

The used product is disposed of in accordance with the rules for the management of medical waste class B according to
SanPiN 2.1.7.2790-10.
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BHMMaTenbHO npounTaiiTe BCIO WHCTPYKUUIO mepep ncnonb3oBaHuem. Co6niopante Bce npeaynpexpeHus

N mepbl npepocTop ™, Yy B A 7 wH:prKu,mn Heco6niopeHne npepynpexpaeHnin u mep
pepocTop TV MOXKET np TN K OC P AaLnN B 3TON MHCTPYKLNN CNYXKaT TONbKO

B KayecTBe ob6ujero pykosopactsa. OHu He opr: npoT I unu npodecc

KNINHNYecKne CyXXaeHus, Kac LLY| A [1] TOB.

BHUMAHME! B cootBeTcTBUM C depep CLWIA np A 0 N3 pasp TONbKO

Bpayam uav no ux sakKasy.

1.  OMUCAHUE YCTPOWCTBA

DKCTpaKLMOHHbIN KaTeTep QuickCat — 3To 0HOPa30BbIN ABYXMPOCBETHbIN KaTeTep, NpeAHa3HauyeHHbIN Ana yaaneHus
MArKUX 3mM601 1 TpOMﬁOB N3 apTepuasnibHbIX COCYy[OB. ,Ell/lCTaJ'IbeII?I HaKOHEYHWK KaTeTepa FI/I6KVIVI, rna,quu?l n nmeet
KOHMYecKyto popmy, UTo obecrneunBaeT aTpaBMaTUUYECKNI MPOXOS, B apTepuasbHyo c1ucTemy. YCTPONCTBO NOCTaBAeTCA
B CTEPUIbHOM B 1 NPefiHa3HauYeHo AnA OAHOPa30BOro UCMOMb30BaHNA.

2. NMOKA3AHUA U OBNIACTb MPUMEHEHUA
Mcnonb3oBaHme 3KCTpakumoHHoro Katetepa QuickCat nokasaHo AnA yAaneHusa CBEXWX MATKMX 3M60n 1 Tpom6os
13 apTepunarbHbIX COCYAOB.

M3penve npepHasHaueHoO ANA OAHOPA30BOTO WCMOb30BaHUA Bpayamu, OByYeHHbIMM U 06MafaloWMMK OMbITOM
B 067MacTV AWArHOCTUYECKUX 1 WHTEPBEHLMOHHbIX MeToAuK. MoryT MCnonb3oBaTbCA CTaHAAPTHble METOAWKM
pa3MeLLEHNA MHTPOABIOCEPOB /1A COCYAMNCTOrO AOCTYNA, aHTMorpadruecknx KaTeTepos 1 NPOBOOYHbIX HaNpaBUTENen.

3. MPOTUBOMOKA3AHUA

. Mcnonb3oBaHue B cocyfax AnameTpom < 1,5 mm
. BeHo3Han cuctema
. YaaneHve BOSIOKHWCTOrO, CPALLEHHOTO WAV KanbLMHMPOBAaHHOTO MaTeprana (Hanpumep, CrycTKOB MU XPOHUYECKOM

TeYEHUW, aTEPOCKNEPOTUYECKIX BNiALLeK)

4. NPEAYNPEXAEHUA

. He ncnonb3yitte 63 NPOBONIOYHOrO HaNPaBUTENA, MOCKOJbKY 3TO MOXET NPUBECTU K MOBPEXAEHMI0 coCyAaa.

. He nbitantecb npoasuraTb UK BbITArMBaTb KaTeTep C NPUMEHeHeM Cibl 0 TeX Nop, NOKa NPpUYMHa BO3HUKHOBEHWA
CONPOTMBNEHNA He ByaeT onpeaeneHa C MOMOLLbIO PEHTTEHOCKONUM UK APYruX cpeacTs. Micnonb3oBaHue KaTetepa
C rpMeHeHeM CUJIbl MOXKET MPUBECTN K ero nepekpyvnBaHnio n/vinmn noBpexaeHnto cocyaa.

. Ecnu Bo Bpems npoueaypbl HabnioaaeTca upeamepHoe NpoBKcaHne 1Ny obpasoBaHne NeTNN B NPOBOIOYHOM
HanpasuTene Mex/y HanpaBAAIOLLVIM KaTeTePOM 1 CerMeHTOM MOHOPebca IKCTPaKLMOHHOrO KaTeTepa QuickCat,
TO BO BpeMA NPOABMKEHUA WM BbITATMBaHWA KaTeTepa npOBOJ‘IOHHbII?I HanpaBuTe/lb MOXET NepeKkpyTUTbCA
BHYTPU cocypa. Bo nsbexaHvie noBpexaeHna Katetepa n/unu cocyaa HeOGXOANMO YCTPaHUTb NPOBUCAHKE UK
NeTnio B NPOBOJSIOYHOM HanpaBuTesne nepen npoaBrKeHnem Unun BbITArMBaHMeEM KaTetepa QuickCat.

. Mpu Hanuuuu orpaHvyeHWin VAU B Clyvyae npekpalleHns noToka B wnpwuy, HE nbitaiiTecb npombiBaTbh
3KCTpaKL(I/IOHHbII7I NPOCBET 3KCTPAaKUMOHHOro Katetepa QuickCat, NoKa TOT Haxo4uTCcA BHYTPW nauuneHTa.
OTO MOXeT NpnBeCTN K Cepbe3HbIM TPaBMaM WJn fieTasibHOMY UCXOAY.

. He I/lCI'lOﬂbSyI;ITe MNOrHyTble, NepeKkpyvYeHHble UIn NoBpeXxAeHHble KaTeTepbl, MOCKOIbKY 3TO MOXeT npuBectn
K NoBpeXaeHnto cocyos W/ HEBO3MOXHOCTY npoAaBuraTb WKW BblTArMBaTb KaTeTep.

. He |/|C|'|01'Ib3y|7|Te ANA OOCTaBKW UNW BINBAHWA B KPOBEHOCHbIe CcOoCyAbl ANArHOCTUYECKUX, 3MBONNYECKUX NN
TepaneBTUYeCKUX MaTepuanos.
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5. NPEOQOCTEPEXEHUA
. Mepen ncnonb3oBaHUeM cnefyeT yAOCTOBEPUTLCA B TOM, YTO BCE KOMMOHEHTbI HAA@XKHO 3aKpeneHbl 1 cuctema
NONHOCTbIO MOArOTOBJIEHa, MHaYe BaKyyMHaA CiCTEMa MOXeT He paboTaTb OMKHbIM 06pa3om.

. He 3atarueaite 4ype3mepHo remocTaTMyecknii KnanaH Ha CTepXHe KaTteTepa. B MPOTUBHOM Cjly4ae BO3MOXKHO
noBpexpaeHne KateTepa.

. By/:lee OCTOPOXHbI, NPOABUraa NN BbITATMBaA 3KCTpaKL|VIOHHbII7I Katetep QuickCat yepes HeJaBHO yCTaHOBneHHbII?I
CTEHT, BbINyCKaloWUI NeKapcTBEHHOE CPefiCTBO.

. nOBTOpHaﬂ cTepunmnsaymns, NOBTOpHaA o6pa60TKa W1 NOBTOPHOE UCMNOJIb30BaHME 3anpeLleHbl.

. 3710 yctpoiicteo 3AMPELLAETCA noBTOpHO CTepunu3oBaTb WU MOBTOPHO WCMOMb30BaTb, MOCKOJSIbKY TaKue

,Elel?lCTBVIﬂ MOTYT HeratTMBHO MOBJINATb Ha XapaKTepucTukn yCTpOVICTBa N NOBbICUTb PUCK MePeKpecTHOro
3apaxeHus BBIAY HEHaANeXallel NOBTOPHOM 06paboTKu.

. [oBTOpHOE UCMOMb30BaHKE 3TOr0 OAHOPA30BOrO YCTPOICTBA MOXET MPUBECTN K CEPbE3HON TPaBME WM CMepPTH
naLu1eHTa, 1 NoBAeyeT 3a coboi aHHYNMPOBaHWE rapaHTV N NPOU3BOANTENA.

. 3anpeLaeTcs 3aMeHATb KOMMOHEHTbI CUCTEMbI abTEPHATUBHBIMU.

6. BO3MOKHbIE MOBOYHbIE ABJIEHUA

. KpoBoTeueHne/rematoma B MecTe gocTtyna

. PacxoxpeHue nocne aHactomosa

. BbicTpoe nnu nonHoe 3akpbiTve obpabaTbiBa@MOro UMNNaHTaTa UK cocyaa

. [nctanbHana sm60nM3aLmMA NHOPOAHBIX BELLECTB, YTO MOXKET MPUBECTN K AbIXaTellbHON HeOCTaTOUHOCTU 1/vn
1LEeMNI KOHEYHOCTEN

. MecTHas nnu cuctemHan nHdekums

. ApTepuasnbHblii Cnasm

. ObpasoBaHyie apTeprOBEHO3HbIX GUCTYN

. Peakuua Ha npenapatbl, HebnaronpuATHaA peakLya Ha KOHTPaCcTHOE BeLecTBO

. OcTpbi UHGAPKT MUOKapaa

. PacceueHuie, NpoKon, paspbIB UM TPaBMUPOBaHUE Cocyaa

. JKCTPEHHas XMpypruyeckas onepaums

. JletanbHbin ncxopn

7. ®OPMA BbIMYCKA

7.1 CTEPUNN3ALILA

310 yCTpOVICTBO CTepuIM30BaHO NOCPeACTBOM paanaLMOHHOIO U3ny4yeHns. OHO nocTaBnAeTcs B CTEPUIBHOM COCTOAHNN
BHYTPW NIOTKA C OTKUAHbIM BEPXOM, B YNaKOBKe C OTC/lanBaeMoii MOBEPXHOCTbIO.

Mp ana K 0 1C MOBTOPHas CTepWIM3aLms, MOBTOPHasA 06paboTKa MM MOBTOPHOE
MCMONb30BaHe 3anpeLleHbl.
7.2 OCMOTP NEPEA UCMOJIb3OBAHUEM

CTepVI!'IbHO npu ycnoBuun, 4To yrnakoBKa He 6bina OTKpbITa NN NOBpPeXAeHa. He I/ICI'IO!'IbByI?ITe nsgenve npu Hannynm
COMHEHWI1 OTHOCUTENIbHO TOTO, GbiNa N yNakoBKa MOBPeXAeHa WM CydyaiiHO pacrnevataHa. [pu m3BneyeHwun us
YNakoBKN TLWATE/IbHO OCMOTpUTE nspenuve n y6E,ELI/ITer B OTCYyTCTBUU I'IOBpe)KIJ,EHVII?I, nepekpy4mBaHna vnu CFI/I6OB,
KOTOpPble MO BO3HMKHYTb B pe3yfbTaTe TPAHCMNOPTUPOBKN.

8. COBMECTUMOCTb

KOMMOHEHTbI YCTPOMCTBA

Katetep: IKCTPaKLMOHHBIN KaTeTep QuickCat coBMecCTM ¢ HanpaBnaloLwmMn Katetepamu 6F [BJ] = 1,73 mm
(0,068")] 1 NpPoBONIOYHBIMU HanpaBuTenamMy ArnameTpom 0,36 mm (0,014"). Pabouas AnnHa KateTepa
cocTaBniAeT 145 CM; Ha ero ANCTaNbHYO YacTb HaHECEHO rMAPOGUNbHOE NOKpbITHeE. Ha paccToaHNn
MPUMEPHO 1 MM OT HaKOHEUHIKA Pa3MeLLieHa PEHTTEHOKOHTPACTHAA MeTKa.

BakyymHasa cucrema: BaKyyMHas CricTeMa COCTOUT 13 YAIMHUTENbHOM TPY6KM AnnHoii 177,8 MM (7,0”), OGHOCTOPOHHEro
3arnopHOro KpaHa W BaKyyMHOro wnpuua o6bemom 30 M C perynupyembiMm 3anuparoLm
noplHem. [lna GpunbTpaLuMm KpoBuM U TPOMOOTUYECKUX MaTepuanoB B Lenax obneryeHus
BU3yanbHOro unnn na6opaTopHoro aHanMsa npefycmMoTpeHa nopuctasa Kop3nHa (bVIﬂpra Ha

40 MUKPOH.
9. Cnocob MNPUMEHEHUA
9.1 YCNOBUA XPAHEHUA

Bepeqb oTBnaru. XpaHVITb B CyXOM NMpox/siafiHOM mecTe. 33LL[VILLLaTb oT BOB[J,EVICTBVIFI MPAMbIX CONTHEYHbIX nyqeﬁ W BbICOKUX
Temnepatyp (biwe 60 °C unu 140 °F).
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9.2 MOAroToBKA YCTPOMCTBA

1. C cobntofieH1em CTepUnbHOCTM OTKPOTE NaKeT 1 NepeHecHTe NIOTOK B CTEPUIIbHOE none.

2. M3BneKunTe KaTeTep 13 3aLUMTHON KaTyLLUKW U MPOBEPLTE €70 Ha Hannume N3rnbos 1 NepekpyUmnBaHA.

3. 3anonHuTe BaKyyMHbIi lWnpuL, o6bemom 30 ma 5-10 mn purspacTeopa.

4. MoacoeanHMTe BaKyyMHbIV WNPWL K 3aNMOPHOMY KpaHy, 3afopHblii KpaH K TPY6Ke, a YANMHUTENbHYO TPYOKY

K BTYNIKe SKCTPaKLMOHHOro KateTepa QuickCat. Y6eantech B HaieXHOCTI BCEX COEAVHEHWIA.
Mpomorite cuctemy GpuspacTBopom, YTobbI y6eanTbCA B TOM, YTO OHa 3arosiHeHa.
MNepeBeauTe 3aMOPHbIN KPaH B NMONOXEHNE 3aKPbITO.
OTcoepnHUTe BaKyyMHbIN WNpuL, 06bemom 30 M1 1 cneinTe NnWHWA GU3pacTBop.
CHoBa NpUKpenuTe BakyyMHbIN WwnpuL, o6bemom 30 M K cucteme.
MPOLIEAYPA
MprmeHAnA 06blYHYI0 METOAMKY, KaHINMPYNTe LeNeBoi COCyA MOCPEeACTBOM MPOBOMIOYHOTO HanpasuTens
1 Hanpaenaiowero KateTepa (B[ = 1,73 mm [0,068"]) c nprKpenneHHbIM reMoCcTaT4eCcKnM KnanaHoMm.
2. MomecTnTe SKCTPaKLMOHHbIN KaTeTep QuickCat BHYTpb MPOBOMOYHOrO HanpaBuTena.

~0 ®Nown
w

BHumaHue! Ecnin Bo Bpema paboTbl C KaTeTepoMm OLLYyLLAeTCA Kakoe-nnbo conpoTuBieHne, HEO6XOANMO OonpeaenuTL

MPUYNHY 3TOro CONPOTMBIIEHNA A0 TOTFO, Kak NpoABuUraTb KateTep Brnepes Ui BbiTArMBaTb ero. VMicnonb3oBaHue KaTteTepa

C NPUNOXEHNEM CUMbl MOXET NPUBECTU K NOBPEXAEHWIO KaTeTepa unu cocyfa. Ecin katetep nepekpyTntca Bo Bpema

NCronb30BaHNA, aKKypaTHO WM3BNeKuTe ero u3 nayuneHta v npononmame npouegypy € McCrnosib3oBaHnem HOBOro

3KCTpakLUmoHHoro KateTepa QuickCat.

3. Mcnonb3ya peHTreHOCKOMMYECKIIA KOHTPOSb, MPOABUralTe SKCTPaKLVOHHbI KaTeTep QuickCat Ao LeneBoro yyacTka.

4. 3aTAHUTe remMoCTaTUyecKuin KnanaH Ans npepaoTepalleHns 0bpaTHOrO MoTOKa, HO Tak, YTobbl 3TO He MeLano
NPOABUXKEHMIO KaTeTepa.

5. C3aMopHbIM KPaHOM B 3aKPbITOM MONIOKEHUM OTTAHWTE Ha3aj NopLUeHb Wnpula o6bemom 30 Mi Ana AOCTVKEHNA
Kenaemoro o6bema KcTpakuyuu. MoBepHUTe MopLUeHb MO YaCOBOW CTPENKe, YTo6bl 3adUKCMPOBaTh WNPKUL, C
Heo6XoAMMbIM YyPOBHEM BaKyyma.

6. nOCpenCTBOM peHTreHoCcKoNnn y6ep|v|Ter B MPaBWMIbHOCTU MOJIOXKEHNA KaTeTepa.

7. MoBepHWTE 3aMopHbIN KPaH B OTKPbITOE MONOXKeHVe AA Hayana SKCTpakuymn. MeaneHHO NpofsurainTe SKCTPaKLIMOHHbI
kaTetep QuickCat B LieneBoi1 cocya. Kposb byfeT nocTynatb B LUNPWLL 10 TeX MOp, MOKa COXPaHAETCA BakyyM.

8. Ecnu KpoBb He MOCTynaeT B WNPULL B TeYeHUe 5 CeKYHJ, U3BNeKuUTe KaTeTep U3 nauveHTa. Mocne nussneyeHus
I'IpOMOVITe KaTteTep Uin 3aMeHunTe ero HOBbIM.

BHMUMAHUE! B cnyyae orpaHuuyeHus unu npekpaljeHua noToka B wnpuy HE nbiTaiitec npombiBaTb NpocBeT

3KCTpakLUmMoHHoro Katetepa QuickCat, noka TOT HaxoAWTCA BHYTPW MauveHTa. 3TO MOXET MPUBECTU K Cepbe3HbiM

TpaBMam Ui neTanbHoMy ucxopy. V3Bnekute KateTep 13 nalMeHTa N NPOMOIATe SKCTPAKLIMOHHDIV NPOCBET nepep ero

NOBTOPHBIM VCMOSIb30BAHMEM UM NCMOSIb30BaHVEM HOBOTO SKCTPaKLMOHHOro KaTeTepa QuickCat.

9. Mo 3aBepLueHn NpoLiecca SKCTPaKLMM NOBEPHITE 3arMOPHbI KpaH B 3aKPbITOe MONIOXKeHWe 1 U3BNeKNTe KaTeTep
13 nayueHTa. MocpeacTBOM NOPUCTON KOP3nHBI GribTpa Ha 40 MUKPOH KPOBb 1 TPOMObI MOXXHO OTGMALTPOBaTH
[NA NPOBefieHNA BU3yanbHOro W/unun nabopaTopHOro aHanusa.

9.4 yXoJA NOCJE MPOBEAEHWA MPOLIEAYPbI
Mocne npoBefeHns NpoLeaypbl HEOOXOAMMO MPUAEPKUBATLCA GONBbHUYHBIX CTAaHAAPTOB B OTHOLUEHWW U3BJIEYEHUA
MHTpOAblocepa 1 obecneyeHna reMmocTasa, 4Tobbl NPeaoTBPaTUTL KPOBOTEUEHWA B 06/1aCTV COCYAUCTOro AOCTYNa.

10. OrPAHUYEHHASA TAPAHTUA NPON3BOAUTENA

MpounssoawnTens rapaHTupyer, uto kateTep QuickCat He UMeeT fedeKTOB MaTeprana U U3roToBIEHUA NPU UCMONb30BaHU
10 yKa3aHHOI AaTbl OKOHYaHNA CPOKa FOAHOCTU V1 MPU YCIIOBWW, YTO HEMOCPEACTBEHHO Nepe/] UCMONb30BaHKEM yaKoBKa
OCTaBasfiacb 3aKpbITOM U HernoBpexaeHHOoN. OTBETCTBEHHOCTb MPOV3BOAWTENA MO AAHHOWN rapaHTUKM OrpaHNYMBaEeTCA
3aMeHoW NNV BO3BPATOM CTOMMOCTV Nlo6oro aedekTHoro Katetepa QuickCat. [ponssBoanTenb He HeCceT OTBETCTBEHHOCTH
3a no6oN CnyyanHbin, $GaKTUUECKNi N KOCBEHHDIW Ylep6, BOSHMKLWMA B pe3ysbTaTe UCMONb30BaHWUA KaTeTepa
QuickCat. NoBpexpaeHue kateTepa QuickCat B pe3ynbTaTe HeMpaBUIbHOTO NCMOMIb30BAHVIA, U3SMEHEHNI, HEMPaBUIbHOTO
XpaHeHuA vy obpalleHns, uin nboe Apyroe HecobnoaeHVe JaHHON VIHCTPYKUMM MO MPUMEHEHMIo NprBeaeT K
aHHYNMPOBaHMIO HacToAWel orpaHuyeHHol rapaHTi. HACTOALLAA OTPAHUYEHHAA TAPAHTUA B ABHON ®OPME
3AMEHAET BCE APYIME FAPAHTUU, ABHbIE UM MOAPA3YMEBAEMbDIE, BK/IIOYAA MOAPA3YMEBAEMYIO
FTAPAHTUIO TOBAPHOIO COCTOAHUA WU NPUrOAHOCTU ANA KOHKPETHOW LIEJIU. Hukakoe dpusmnueckoe niu
I0PUANYECKOe NNLIO, BKIOUYas N11060ro yNoaHOMOUYEHHOTO NPEeACTaBUTENS WAV TOPrOBOrO MOCPeAHUKa NMPOU3BOANTENA,
He UMeeT NpaBa NPoJJIeBaTh VAW PaCIIMPATL YCNOBWA HAaCTOALLEY OrPaHNYEHHO rapaHTVK, 1 Nto6ble NOMbITKM cAenaTb
370 He ByAyT MEeTb 3aKOHHOI CUJ1bl MO OTHOLLEHUIO K MPOV3BOANTENIO.

P017509-00 15DEC20  (2020-12-15) 10
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11. HECTAHAAPTHbIE CUMBOJIbHbIE OBO3HAYEHUA

C

Comecnmocrevoronotin | o> | wanosre ®

Katetep 6bicTpori 3ameHbi (RX) Avnametp cocypa

Pa6ouasa gnuHa

CoBMeCTMMOCTb C
HanpasnAwWMM KaTeTepom

CoBMecTMMOCTb ¢ @( KonmuecTso QrY
NHTpoOAblOCEPOM
BHUMAHME! B cooTBeTcTBUM C CIWIA oun

pasp TONbKO Bp

F P

W NO X 3aKasy.

1

2.

COOTBETCTBUE CTAHOAPTAM

Mpy pa3paboTke 3TOro U3AeNUA NPUMEHANNCL CTaHAAPTbI, yKasaHHble B Tabnuue 12.1.

Ta6nuua 12.1. CraHgapTbl, NpUMeHsAeMble nNpu pa3paboTke Katetepa QuickCat

CraHpapt/Hopma u garta

HasBaHne

Buonornyeckas cOBMeCcTMMOCTb:

1SO 10993-1 OueHKa 61010rM4eckoro AeNCTBUA MeaULMHCKIX n3aenuit. Yactb 1. OueHka n
nccnegoBaHuAa

K KOe UNCC.

ENISO 14155 KnuHunueckre nccnefosaHna MeAULNHCKMX U3AENNIA ANA NPUMEHEHNA Y YenoBeka

KOHCTpYKTMBHOE ncnonHeHue:

ANSI Z136.1

be3onacHoe ncnonb3oBaHve nasepos

ENISO 10555-1

KaTeTepbl BHYTPUCOCYANCTbIE CTEPUIIbHBIE OfHOKPATHOrO NPUMeHeHuA. YacTb 1.
O6wue TexHNYecKne TpeboBaHms

US 21 CFR820

CucTema ynpaBneHna KauecTBoM

XapaKTepuncTUKM OKpYKaloLien cpefbi:

1SO 14644-1 YuncTble nomeleHra 1 CBA3aHHbIE C HMK KOHTpOnupyemble cpefbl. YacTb 1.
Knaccndukauma unctoTbl Bo3ayxa.

1SO 14644-2 YuncTble nomeLLeHrA 1 CBA3aHHbIE C HMK KOHTPONMpyemble cpefbl. YacTb 2.
Tpe6oBaHUA K KOHTPOJIO I MOHUTOPWHTY ANA NOATBEPXKAEHUA NOCTOAHHOIO
cootBeTcTBMUA ISO 14644-1.

MapkupoBKa:

EN 556-1 Crepunusauvs MeauUMHCKNX n3aenuii. Tpe6oBaHUA K MeAULIMHCKAM
n3penuam Kateropun «CTEPUJTbHBIE». TpeboBaHMA K MeAULIMHCKIM U3AeNnNam,
noanexalumm GUHNULIHON CTepUnM3aLnn.

EN 980 [padurueckne cmBoOnbI, CMONb3yeMble MPY MapKNPOBKe MeJULIMHCKUX YCTPONCTB.

EN 1041 MHdopmauma, npefoctaBnaeman U3rotoputenem MeANLMHCKUX yCTPONCTB

I1SO 15223 W3penna mepuuunHckme. CMBONbI, NPYMeEHAEMble NPV MapKMPOBaHNM Ha
MeULIMHCKIX U3AeNnaX, STUKETKaX 1 B CONMPOBOANTENbHO AOKYMEHTaLMN.
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YnakoBkKa:

ENISO 11607-1

YnakoBKa Ansa MegnLMHCKUX N3Lennii, Nognexalynx GUHULLIHON
cTepunuzaumn. Yactb 1. TpeboBaHusa K MaTepuranam, 6apbepHbIM cucCTeEMam Ans
cTepunn3aunn 1 ynakoBo4YHbIM cnctemam

ENISO 11607-2

YnakoBKa Ana MeANLMHCKUX N34enunii, Nofnexalyyx GUHULLHON CTepUn3aLmnin.
YacTb 2. TpeboBaHuMs K Banvuaauuy npoueccoB GoOpMUPOBaHKs, repmeTr3aLmn
1 c6OpKU

1SO 780 YnakoBka. [paduueckme o603HaueHs, NprMeHsaemMble AR 06paboTKM ynakoBoOK
KauecrBo:
EN ISO 13485 M3penna meanumnHckme. CnctemMbl MeHedpKMEHTa KayecTBa.

YnpaBneHue puckamm:

ENISO 14971 M3penna meguumnHckue. NMpumeHeHe MeHeKMEHTa PrCKa K MeANLIMHCKAM U3enmnam

EN 62366 W3penna mepnuunHckme. NMpoeKkTrpoBaHne MegULIMHCKNX N3NNI C y4eTOM
3KCMyaTaLoOHHOW NPUroAHOCTN

Crepunusayus:

ENISO 11137-1

Crepvnusauyuns MeAULMHCKON NPOAYKLMI. PaguaymnoHHan ctepunmusaums. Yacts
1. TpeboBaHuA K pa3paboTke, BanuaaLmm 1 TeKyLLLEMY KOHTPOIO NpoLiecca
CTepUAN3aLMN MEAULIMHCKIX U3LENNA

1

3. YTUNMU3AUMA

I/I3/:|enms| HeOﬁXOFlVIMO ncnonb3oBatb U yTUNM3MPOBATb B COOTBETCTBUN C O6LL[eI'IpI/IHF|TOl7I MEFLI/ILWIHCKOVI I'IpaKTI/IKOI?I
1 MPYIMEHVMbIM MECTHBIMMU, FOCYAAPCTBEHHBIMU 1 dpefepanbHbIMI 3aKOHaMU 1 NPaBuiamm.

Mocne ncnonb3oBaHusA n3genva moryT npefcTaBnATb NOTEHUMANbHYIO 6I/IO!'IOI'VIHECKy|O OnacHOCTb.

B cnyyae nmoBpexaeHWA YNakoBKW W/WAKM UCTEYEHWA CPOKa FOAHOCTV U3AENUA ero HeobXoAaumo yTUNM3KMpoBaTb
B COOTBETCTBUM C NPaBuiamy 06paLleHns ¢ MEAULUHCKMI OTXoAamMK Knacca A cornacHo SanPiN 2.1.7.2790-10.

Mcnonb3oBaHHOe n3genvie HEO6GXOANMO YTUIN3MPOBATL B COOTBETCTBUM C MpaBUnaMi obpalleHna ¢ MeAULMHCKUMI
oTxogamu Knacca B cornacHo SanPiN 2.1.7.2790-10.
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