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1. DESCRIPTION

The Spectranetics Quick-Cross Support Catheters are intravascular catheters, available in 9 models. All models have 3 radiopaque markers spaced equally along the distal shaft to aid in estimating
geometry within the vascular system. The distal radiopaque marker is positioned within 3 mm of the distal catheter tip. A standard female luer is placed on the proximal end of each model. The distal
40 cm of each catheter model is coated with a lubricious, hydrophilic coating.

Model number 518-032 and 518-065 has a shaft of varying stiffness with a proximal shaft diameter of 3.0 Fr. tapering to a distal shaft diameter of 2.0 Fr and is compatible with a 0.014 inch or smaller guidewire.

Model numbers 518-033, 518-034, and 518-035 have a shaft of varying stiffness with a proximal shaft diameter of 3.4 Fr. tapering to a distal shaft diameter of 2.3 Fr and are compatible with a 0.018 inch
or smaller guidewire.

Model numbers 518-036, 518-037, 518-038, and 518-066 have a shaft of varying stiffness with a proximal shaft diameter of 4.8 Fr. tapering to a distal shaft diameter of 3.8 Fr and are compatible

with a 0.035 inch or smaller guidewire.
’% Working Length ~M‘——W
/‘; ‘-—— Distal Marker Pacing ——‘-A Distal Marker Pacing ﬁ
o
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}-73 mm

2 Distal Section

2. INDICATIONS FOR USE
The Spectranetics Quick-Cross Support Catheters are guide wire exchange and infusion devices designed for use in the vascular system. The catheters are intended to support a guidewire during access
of vasculature, allow for exchange of guidewires, and provide a conduit for the delivery of saline solutions or diagnostic contrast agents.

3. SPECIFICATIONS

518-032 518-065 518-033 518-034 518-035 518-066 518-036 518-037 518-038

GW Compatibility, inch 0.014 0.014 0.018 0.018 0.018 0.035 0.035 0.035 0.035
Working Length, cm 135 150 90 135 150 65 920 135 150
Minimum guidewire length, cm 180 180 150 180 180 150 150 180 180
Distal marker spacing, mm 15 15 15 15 15 50 50 50 50
Outer Diameter (0.D.), inch 0.039 0.039 0.044 0.044 0.044 0.063 0.063 0.063 0.063
Distal Shaft diameter, inch 0.026 0.026 0.030 0.030 0.030 0.050 0.050 0.050 0.050
Tip Profile, inch 0.020 0.020 0.023 0.023 0.023 0.041 0.041 0.041 0.041
Minimum Guide Catheter, Fr. 5 5 5 5 5 6 6 6 6
Sheath Compatibility, Fr. 4 4 4 4 4 5 5 5 5

4. CONTRAINDICATIONS

No known contraindications

5. WARNINGS
« This catheter should only be used by physicians qualified to perform percutaneous, vascular interventions.
« Catheter manipulation should only occur under fluoroscopy.
« The catheter should not be advanced through an area of resistance unless the source of resistance is identified by fluoroscopy and appropriate steps are taken to reduce or remove the
obstruction.

« The catheter should not be advanced into a vessel having a diameter smaller than the catheter outer diameter.

6. PRECAUTIONS

- 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.

« Maximum infusion pressure is 300 psi.

+ The catheter is designed and intended for intravascular use only.

« This catheter is designed and intended for one time use only.

+ Careful inspection before use should verify that the catheter has not been damaged in shipment and that its condition is suitable for the procedure.
«  Only use guidewires of the recommended diameter and length.
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« If the catheter is used for infusion, reference the table of flow rates and ensure infusion pressure does not exceed the recommendations.
« Avoid introducing air or any other gas through the catheter into the vascular system.

7. ADVERSE EVENTS

Vascular catheterization and/or vascular interventions may result in complications including but not limited to:
« Vessel dissection, perforation, rupture or total occlusion
« Unstable angina
«  Embolism
+ Hypo/hypertension
« Acute myocardial infarction
+  Arrhythmia, including ventricular fibrillation
« Death

8. HOW SUPPLIED
This device has been sterilized using Radiation and is supplied STERILE. The devices are designated and designed for SINGLE USE ONLY and must not be resterilized and/or reused.
8.1 Sterilization
«  The sterility of the product is guaranteed only if the package is unopened and undamaged. Before use, visually inspect the sterile package to ensure that the seals have not been broken. Do not
use the catheter if the integrity of the package has been compromised. Do not use catheter if its “Use Before Date,” found on package labeling, has been passed.

8.2 Transportation and Storage
« Keepdry. Store in a cool, dry place. Protect from direct sunlight and high temperature (greater than 60°C or 140°F).
8.3 Inspection Prior to Use

« Before use, examine carefully for defects, all of the equipment to be used. Do not use any equipment if it is damaged or unintentionally opened.

9. COMPATIBILITY
« See the table in Specifications.
« After use, dispose of all equipment in accordance with applicable specific requirements relating to hospital waste, and potentially bio-hazardous materials.

10. DIRECTIONS FOR USE
Procedure Set-Up
« Follow the “Directions for Use” section below.

Note: Follow instructions for use for all equipment to be used with the Quick-Cross Support catheters. For example, guiding catheters, introducer sheaths, and guidewires.

1. Preparation: Using sterile technique, open the sterile package. Gently remove the protective hoop with the catheter from the pouch. Fill a sterile standard luer-lock syringe with sterile saline.
Before removing the catheter from the hoop, connect the syringe to the catheter proximal luer fitting, flush the catheter and allow the saline to fill the hoop. Set catheter in hoop aside until ready
for use.

2. Insertion: Through a previously inserted, appropriately sized guiding catheter or introducer sheath, introduce the catheter over an appropriate sized guidewire (see specifications) using
standard technique.

3. Advancement: Use fluoroscopic guidance when advancing the catheter to the desired location within the vasculature.

4. Removal: Gently withdraw the catheter using standard technique, being careful to maintain guidewire position if the guidewire is to remain in place.

5. Infusion: To perform infusion, withdraw the guidewire and reference the chart below. Note: Do not exceed 300 psi inlet infusion pressure.

Quick-Cross Infusion Flow Rates (ml/second) at 150 and 300 psi Injection Pressures for Saline and Contrast Solutions

Sterile Saline Contrast*

Model Size Length 150 psi 300 psi 150 psi 300 psi
518-032 0.014 135 1.1 1.6 0.4 1.0
518-065 0.014 150 1.0 1.5 0.4 0.7
518-033 0.018 920 20 29 0.8 1.6
518-034 0.018 135 1.8 25 0.7 1.2
518-035 0.018 150 1.7 24 0.6 1.2
518-066 0.035 65 8.7 124 5.8 104
518-036 0.035 920 6.8 10.0 4.2 7.2
518-037 0.035 135 4.7 7.8 34 6.1
518-038 0.035 150 54 8.0 3.2 55

*75/25 Optiray 320 contrast / Sterile Saline mix

11. WARRANTY INFORMATION

Manufacturer’s Limited Warranty

Manufacturer warrants that the Quick-Cross 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 Quick-Cross catheter. Manufacturer will not be liable for
any incidental, special, or consequential damages resulting from use of the Quick-Cross catheter. Damage to the Quick-Cross 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.

12. NON-STANDARD SYMBOLS

Importer @ Tip Profile

GW Compatibility % Sheath Compatibility @
Distal Marker Spacing Working Length F -I
Outer Diameter (0.D.) _@ Manufacturer ‘
Authorized Representative in the European Community m
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13. APPLICABLE STANDARDS
The standards identified in Table 13.1 were applied to the development of the device.

English / English

Table 13.1: Standards lied to the de!

t of the Quick-Cross

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:

EN SO 10555-1

Sterile, single-use intravascular catheters - Part 1: General requirements

US 21 CFR 820

Quality System Regulation

Environmental:

1SO 14644-1 Cleanrooms and associated controlled environments — Part 1: Classification of air cleanliness.

ISO 14644-2 Cleanrooms and associated controlled environments - Part 2: Specification for testing and monitoring to prove continued
compliance with ISO 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 information to be supplied

Packaging:

ENISO 11607-1

Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems and packag-
ing 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:
EN 1SO 13485 Medical devices — Quality management systems

Risk Management:

EN SO 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 development, validation and routine control of a
sterilization process for medical devices

14. 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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1. OINWUCAHUE

MoppepxmBatowne KateTepbl Spectranetics Quick-Cross ABNATCA BHYTPUCOCYAUCTbIMI KaTeTepamu 11 BbIMyCKaloTcA B 9 MOAensax. Bce Mogenyt UMeioT 3 peHTreHOKOHTPACTHbIe MEeTKM, pa3MeLyeHHble
yepes paBHOMepHble MHTePBasIbl BAO/b ANCTANIbHOMO CTEPXKHS, YTO MOMOTaeT OLEHUTb FEOMETPIII0 COCYANCTO CMCTeMbI. [IUCTanbHbIN PEHTTEHOKOHTPACTHBIV MapKep Pacrono)eH Ha paccToAHWN 3
MM OT AUCTaNbHOIO HAaKOHEYHMKa KaTeTepa. Ha MpOKCVManbHOM KOHLe y BCeX MOAENEeN KaTeTepoB MMeeTCA CTaHAAPTHbIV rHe30Boi pasbem Jioapa. [incTanbHas YacTb KaXX Ao Mofenn KateTepa Ha
40 cM NOKPbITa CMa3blBAOLWMUM FMAPOGUIBHBIM MOKPBITUEM.

Mopenu 518-032 1 518-065 1MeIOT CTep>KeHb NepPeMeHHO XKeCTKOCTY ¢ ArnameTpom 3,0 Fr B NpOKCMManbHOM YacTu 1 CyxeHrem Ao Aviametpa 2,0 Fr B AucTanbHOM YacT. 3T MOAENN COBMECTUMbI C
NPOBOMIOYHbIM HanpasuTenem avametpom 0,014 atoima Unm MeHbLue.

Mopenwn 518-033, 518-034 1 518-035 nmeloT cTepKeHb NePeMEHHO KeCTKOCTH C ArameTpom 3,4 Fr B NpOKCUMManbHOW YacTu 1 CykeHrem o AnameTpa 2,3 Fr B gucTtanbHom YacTu. 3Tm mogenu
COBMeCTUMbI C MPOBOJIOYHbIM HanpasuTesnem guameTpom 0,018 ,EllOI?IMa Wnn meHblle.

Mopenwn 518-036, 518-037, 518-038 1 518-066 nMeloT CTepKeHb NepeMeHHO XeCTKOCTN ¢ AuameTpom 4,8 Fr B NPOKCMManbHON YacTu 1 Cy»keHnem Jo AnameTpa 3,8 Fr B AncTanbHOM Yact. Tm Mogenm
COBMEeCTUMbI C MPOBOJIOYHbIM HarnpasuTenem JuameTpom 0,035 FlK)VIMa Wnnn meHbLlle.

Toap

’% Paboyvasa onvHa ﬁ/\—T

y MpoMeXxyToK Mexay MpomexyToK Mexay
3 MapKepamm Ha MapKepamu Ha
¢ . AWUCTANbHON 4acTi [UCTanbHOM YacTn

Pl AnctanbHana vacTb

44t

}-73 MM

2. OBJIACTb MPUMEHEHUA

MoppepxmBatowme KateTepbl Spectranetics Quick-Cross — 3To yCTpoiCTBa ANA CMeHbI HanpaBuUTeNein 1 NPoBefeHUsA BAVBaHUIA, NPefHa3HaueHHbIe /1A UCMOJIb30BaHWA B COCYANCTON CUCTEME.
KaTeTepbl npeAHasHaueHbl AnA NOAAEPXKKM NPOBONIOYHOrO HaNpPaBUTENA BO BPeMA AOCTYMa K COCYANCTON ceTn. OHW NO3BONAIOT MEHATL NPOBOJIOYHbIE HANPABUTENN 1 ObeCneynBatoT KaHan Ana
JIOCTaBKM GpU3MONIOrMYECKOro pacTBopa v ANarHOCTUYECKNX KOHTPACTHbIX BELLECTB.

3. TEXHWYECKUE XAPAKTEPUCTUKU

518-032 518-065 518-033 518-034 518-035 518-066 518-036 518-037 518-038

CoBmecTMOCTb NPOBOAHMKOBOTO 0,014 0,014 0,018 0,018 0,018 0,035 0,035 0,035 0,035
anpasuTtens,

Pa6ouas gnunHa, cm 135 150 90 135 150 65 90 135 150

Muk. gnuna nposonoHoro 180 180 150 180 180 150 150 180 180

HanpasuTens, cm

Mp YTOK MeXqay MapKkepamit Ha 15 15 15 15 15 50 50 50 50

ANCTaZIbHOW 4YacTn, MM

B i AnameTp, atoii 0,039 0,039 0,044 0,044 0,044 0,063 0,063 0,063 0,063

n p Avc o cTey i 0,026 0,026 0,030 0,030 0,030 0,050 0,050 0,050 0,050

HakoHeuHuK, Bug c60Ky, Aloiimbl 0,020 0,020 0,023 0,023 0,023 0,041 0,041 0,041 0,041

MuiH. HanpaBnsatowumin Katetep, Fr. 5 5 5 5 5 6 6 6 6

CoBmecTMOCTb 060nouku, Fr. 4 4 4 4 4 5 5 5 5

4. MPOTUBOMNOKA3AHUA

M3BecTHble NpOTNBOMNOKa3aHNA OTCYTCTBYIOT.

5. NPEAOCTEPEXEHUA
«  Katetep [OMKHbI MCMOSIb30BATh TOMBKO BPauy, UMeioLLyie KBAaAMGUKaLMIO 1A BbIMONHEHNsA YPECKOXHBIX COCYANCTbIX BMELLATENbCTB.
« MaHnnynaumm ¢ KateTepom CiedyeT NMPON3BOANTb TONBKO MOA PEHTTEHOCKOMMYECKMM KOHTPOSEM.

« Karetep He cnepyert npoasurath Yepes 0611acTb CONPOTUBEHISA, €C/IN MCTOYHUK COMPOTUBIEHNS HE OMPEeAENsieTcs C NOMOLLbIO METOA0B PEHTIEHOCKOMUYECKOro KOHTPOA. B 3Tom ciyvae
HEO6XO}1VIMO npeanpuHATbL COOTBETCTBYIOLWME Mepbl ANA YMEHbLUEHUA NN yaaneHna npenaTcTBuA.

+ KarteTep He cnepyeTt BBOAUTb B COCYS, ANAMETP KOTOPOro MeHbLUe BHELHEro AnameTpa Katetepa.

6. MEPbI NTPEAOCTOPOXHOCTU
«  3AlMPELLAETCA noBTOpHan CTepUnn3aLma 1 MOBTOPHOE MCMO/b30BaHUE 3TOMO YCTPOCTBA, MOCKOMbKY TaK1e AECTBMA MOTYT NMPUBECTU K HAPYLLEHIO ero GYHKLMIN 1 MOBBICUTb PUCK
NepeKpeCcTHOro 3apaxeHna Nocne HeHaanexallen NoBTOPHON 06paboTKu. TOBTOPHOE NCMONb30BaHNe 3TOrO OJHOPAa30BOrO YCTPOICTBA MOXKET NMOB/EYb 3a COOON HaHEeCEeHVe CePbe3HOro
BPeAa 3[40POBbIO NALMEHTA N €r0 CMEPTb, @ TAKXKE NMPUBECTU K aHHYSIMPOBAHUIO FAPAHTUIHBIX 06A3aTeNbCTB.
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« MakcmmanbHoe fiaBneHuve BavBaHuA coctaBnaeT 300 psi.

« aTeTep pa3paboTaH 1 NpefHa3HauYeH TONbKO 1A BHYTPUCOCYANCTOTO NCMOSb30BAHMA.

- JlaHHbIN KaTeTep pa3paboTaH v NpeAHa3HaueH TONbKO ANA OAHOPa30BOro UCMOMb30BaHNA.

« [epep ncnonb3oBaHrem HEOGXOAVMO BHUMATENIBHO OCMOTPETD KaTeTep 1 y6e[UTLCA B OTCYTCTBIM MOBPEXAEHNI NPV TPAHCMOPTUPOBKE U MPUFO[HOCTY ANA MPOBEAEHNA NPOLeAypb.
«  Vicnonb3yiite NpoBONOYHbIE HAaNpPaBUTENV PEKOMEHAO0BAHHOMO ANAMETPa 1 ANNHbI.

- Ecm KaTeTep ncnonb3yeTca ANA BANBaHUA, CM. Ta6nmuy CKOpOCTeVI noToKa n y6ep||/|Ter, YTO AaBfieHne BNMBaHUA He NpPeBbIlaeT peKOMeHA0BaHHOIO 3Ha4YeHWA.

- He ponyckaiite nonaaaHusa Bo3ayxa unm no6oro Apyroro rasa Yepes KateTep B COCYAUCTYIO CUCTEMY.

7. HEXENATEJIbHbIE ABJIEHUA
KaTeTepvlaauvm cocynoe n (VIHI/I) COCyAnNCTble BMeLLaTeNnbCTBa MOTYT NPUBECTU K OCIOXKHEHNAM. K Hum OTHOCATCA, KpOME npoyero:
+  paccnoeHue CTeHKM cocyaa, neppopaLus, paspbis UM NOAHAA OKKNO3NS;
« HecTabunbHas CTeHoKapaus;
- ambonus;
. MOBbILEHHOE/MOHWKEHHOE KpOBAHOE faBNneHune;
«  OCTpbIVi UHGAPKT MUOKAPAa;
* apuTMuA, BKIoYaa ¢VI6pVII1]1$|L|VIIO Kenyno4vkos;
«  CMepTb.

8. ®OPMA NOCTABKU
7O YCTPONCTBO NpOLUNO cTepunusaumio paguauvein n noctasnaetca CTEPUJIbHbIM. Yctpoiictea npeaHasHayeHsl TOJIbKO A1 OAHOPA30BOI0 NMPUMEHEHUA, nosTopHasa ctepunusaums u (unm)
MOBTOPHOE MCMOJIb30BaHKeE He JOMYyCKaloTCA.

8.1 Crepunusauymsa

+  CTepunbHOCTb M3[ENUA rapaHTUPYETCA TONbKO MPU YCIIOBUY, UTO YMakoBKa He BCKPbITa 11 He NMoBpexaeHa. [Nepep Ncrnonb3oBaHMeM BHMATENIbHO OCMOTPUTE CTEPUITbHYIO YMakoBKY, YTOObl yOeanTbCA B

OTCYTCTBUM NOBPEXAEHUI. He ncrnonb3yiiTe KaTetep, ecnn LIeIoCTHOCTb YMaKkoBKY HapyLueHa. He ncnonb3yiite KateTep nocse faTbl UCTEYEHUA CPOKa FOAHOCTY, YKa3aHHO Ha STUKETKE YNakoBKU.

8.2 TpaHcnopTupoBKa 1 XxpaHeHne

- bBepeub oT Bnaru. XpaHnTb B NpoxnagHoOM Cyxom mecTe. He gonyckaTtb nonagaHna NpAaMoro COMIHeYHOro cBeTa U BO3AeCTBUA BbICOKMX TemnepaTyp (cBbiwe 60 °C, unn 140 °F).

8.3 OcmoTp nepep Ncnonb3oBaHNEM

- Tepep ncnonb3oBaHem BHUMATENbHO OCMOTPHTE BCe NCMONb3yemMoe 060pyaoBaHMe Ha OTCYTCTBUE AedeKToB. He ncnonb3ayiiTe NoBpex/AeHHOE NN HeHaMePEeHHO BCKPbITOe 06opyaoBaHme.

9. COBMECTUMOCTb
«  Cm. Tabnuuy B pasgene «TexHUYecKre XapakTepucTuKkmy.
« TMocne ncnonb3oBaHUa yTUAN3MpPYINTe BCe 060PYAOBAHNE B COOTBETCTBUM C MPUMEHMUMBIMI 0COBLIMM TPEBOBAHMAMY, KAaCALLMMICA MEAULIVHCKIX OTXOAO0B 1 MOTEHLMANbHO GUONOTNYecKm
onacHbIX MaTepunanos.

10. WHCTPYKUUW MO NPUMEHEHUIO

MopgroToBKa K Bbl poueayp
- Cm. pasgen «MHCTPYKLMUM NO NPUMEHEHUIO» HUXKE.

Mpumeyanue. Cnepyiite MHCTPY no np Bcero o6opyfoBaHuA, KOTopoe GyAeT Ucnc TbCA C NOpA, Katetepom Quick-Cross. 3To BKnioyaer
p e KaTeTepbl, 060/104KI NHTPOABIOCEPOB 1 NP YHble p Tenu.

1. Moprotoska. Cobntoaas npasuna obecrneyeHns CTepuabHOCTU, OTKPOWTE CTEPUIbHYIO YNakoBKy. OCTOPOXHO U3BNEKMTe 3aLuTHY0 MybTy C KaTeTepOM 13 NaKeTa. 3anoiH1Te CTePUSbHbIN
CTaH[ZLapTHbII?I wnpwuy nlOBpOBCKOI?I HaCa,ElKOI7I CcTepunbHbIM ¢I/I3VIOJ10FI/I‘-IeCKVIM pacTBOpoOM. I'Iepen n3BnevyeHnem Katetepa ns My¢TbI noacoefnHUTe WNpuy K I'IpOKCI/IMaJ'IbHOI7I HIOBpOBCKOVI
HacajKe KaTeTepa, MPOMOIiTe KaTeTep U1 3anonHuTe MydTy dprsnonornyeckum pactsopom. OTnoxute Katetep B MydTe, Noka OH He GyZIeT roTOB K UCMO/Nb30BaHMIO.

2. BBe,ELeHVIe, ‘-Iepez paHee BBe,E[eHHbII?I Hal'lpaBJ'IFHOLL[I/IVI KaTeTep noaxoAAwero pasmepa nian MHTpPoAbloCcep BBeAUTE KaTeTep Mo NpoOBOJIOYHOMY HamnpaBuTento NoAxXoAAalero pasmepa
(cMm. «TexHMYeCKne XxapaKTepUCTUKN»), UCNONb3yA CTaHAAPTHYIO METOLMKY.

3. I'Ipoanx(eHme. |/|CI'IO}1b3yI7ITe peHTreHockonnyeckoe Ha6mo;:|eH|/|e npu NPOABMXKEHUN KaTeTepa K HY>KHOMY MeCTy B COC)’FII/ICTOI7I cncteme.

4. V3BneyeHrie. OCTOPOXHO N3BMEKNTE KaTeTep, NCMONb3ysA CTaHAAPTHYIO METOANKY, He MEHASA NOJOXEHNE NPOBOIOYHOrO HaNPaBUTENA, €CTIV OH AOSIKEH OCTaBaTbCA Ha MecTe.

5. BnuBaHwue. YTobbl BbIMNOMHUTL BNMBaHWe, N3BNeKnTe I'IpOBOHOLIHbIVI HanpaBuTesnb U CM. TaﬁJ'IVILly HWXe. I'Ipvlmeanme, 3anpeu.(aeTcn npeBblllaTb BXOAHOE flaB/IeHMEe B/INBAaHNA 300 pSi.

CkopocTb BnuBaHusa Katetepa Quick-Cross (mn/c) npn gaBneHun BnusaHua 150 n 300 psi gna ¢usmonornyeckoro n
PEHTreHOKOHTPACTHOro pacTBOpPOB

Crep nd M4YecKuin pacTtBop KoHTpacTHoe BewecTBO*

Mogenb Pasmep AnuiHa 150 psi 300 psi 150 psi 300 psi
518-032 0,014 135 1.1 1.6 0,4 1,0
518-065 0,014 150 1,0 1.5 0,4 0,7
518-033 0,018 90 2,0 29 0,8 1.6
518-034 0,018 135 1.8 2,5 0,7 1.2
518-035 0,018 150 1.7 2,4 0,6 1.2
518-066 0,035 65 8,7 124 58 104
518-036 0,035 90 6,8 10,0 4,2 7.2
518-037 0,035 135 4,7 7.8 34 6,1
518-038 0,035 150 54 8,0 32 55

* CMecb peHTreHOKOHTpacTHoro BellecTBa Optiray 320 / ctepunbHoro ¢uspactsopa 75/25.

11. UHOOPMALUUA O TAPAHTUU

Orp: rapaHTuA np anTens

MpousBofuTeNnb rapaHTUpyeT OTCyTCTBUE Y KaTeTepa Quick-Cross fledpeKToB MaTepurana v N3roToBNEHNA MPU YCII0BMAN UCMO/b30BaHWA A0 yKa3aHHOTO CPOKa FOAHOCTY, a TakxKe Npu ycnoBumn
BCKPbITVA HEMOBPEXAEHHOW YyNakoBK/ HENoCpeCTBEHHO nepep ncnosb3osaHnem. OTBETCTBEHHOCTb MPOVM3BOAMTENA MO 3TON rapaHTUM OrpaHNYMBaeTCA 3aMeHOW Un BO3MelleHnem
CTOMMOCTV MOKYMNKU Nilo6oro Katetepa Quick-Cross ¢ agepektom. [lponssofuTeNb He HeCeT OTBETCTBEHHOCTM 3a JII06OI CIyYalHbIN, GakTUUECKMI NN KOCBEHHBIN yllep6, BOSHUKLINIA B
pesynbTaTe UCNoNb30BaHuA KaTeTepa Quick-Cross. MospexaeHne kaTeTepa Quick-Cross B pesynbTaTe HENPaBUIbHOTO UCMONb30BAHNA, BHECEHWA N3MEHEHUIA, HEMPaBUIbHOTO XPaHeHus,
obpalleHnsa nnv ntoboro Apyroro HapyLweHNa HaCcTOAWMX MHCTPYKLMU MO NPYMEHEHMIO aHHYNIMPYeT HacToALLylo orpaHuyeHHyo rapaHTmio. HACTOALWAA OTPAHUYEHHAA TAPAHTUA
BE30rOBOPOYHO 3AMEHAET COBOM BCE OCTAJIbHbIE TAPAHTUU, MPAMBIE WU MOAPA3YMEBAEMbDIE, B TOM YAC/E MOAPA3YMEBAEMYIO FAPAHTUIO TOBAPHOM
MPUTOAHOCTU U NPUTOAHOCTU ANA ONPEAENEHHOW LEEJIU. Kakue-nn6o dusmueckme uam opuanyeckie nnua, B TOM YMcie ynofHOMOYEHHbIe MpefcTaBuTeny Unu gunepb
Mpown3BoauTens, He MMEIOT NpaBa NPOANeBaTb CPOK ACNCTBUA UK PaCLUMPATL YCIIOBKA STON OFPaHNUYEHHOI rapaHTm, 1 Nto6an NoMbITKa BblleyKa3aHHbIX AeNCTBUIA He ByfeT nMeTb
IOpUANYECKON CUbl B OTHOWeHUN Mpon3BoanTens.
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MNoapepxunBarowmin katerep Quick-Cross

MHCprKLI,l/II/I no I'IpI/IMEHeHI/IIO]

12. HECTAHAAPTHbIE CUMBOJIbI

Russian / Pycckuin asbik

Importer
WmnopTtep

Tip Profile
HakoHeuHuK, Bup cboKy

GW Compatibility
CoBMECTMMOCTb NPOBOAHNKOBOrO HanpaBuUTenA

Sheath Compatibility
CoBMeCTMOCTb 060/I0UKM

<v (<1 e
* Max OD

Distal Marker Spacing
lpomexyTok Mexay Mapkepamm Ha
AVCTaNIbHOM YacTu

Working Length
Pabouasn gnnHa

Outer Diameter (0.D.)
BHewHwuin gnametp

Manufacturer
Mpowussoauntens

%)

Authorized Representative in the European Community
YnonHomMoueHHbI NpefcTasuTenb B EBponeiickom coobiectse

13. NPUMEHUMDIE CTAHOAPTDI

[poeKTpoBaHwMe 3TOro YCTPONCTBA BbIMOSIHEHO B COOTBETCTBIM CO CTaHAAPTaMy, yKasaHHbIMU B Tabnmue 13.1.

Ta6nuua 13.1. CraHgapTbl, NpUMeHnMble npu paspaboTke ycrpoicTtBa Quick-Cross.

CraH, T AOKY

T, AaTa |

AApPT/HOP

HaumeHoBaHue

Buonornuyeckas coBMecTMMOCTb

1SO 10993-1 | Brionornueckoe oueHvBaHNe MeULIMHCKKX yCTPOcTB. YacTb 1. OueHKa nccnefoBaHms

K Koe NCC.

ENISO 14155 | KnuHunueckoe nccnegoBaHmne NCnonb3oBaHNA MEAVLIMHCKIX U3AeNViA, MPOBOANMOE C yYacTuem niofen
KoHcTpyKkuyusa

ENISO 10555-1

KaTeTepbl BHYTPUCOCYANCTbIE CTEPUIIbHBIE OFHOPA30BOr0 UCMOMb30BaHUA. YacTb 1. O6lwme TpeboBaHus

US 21 CFR 820

Cuncrema CTaHAApPTOB KavyecTBa

OKpy»alowan cpefa

1SO 14644-1 YucTble NoMeLLeHUsA 1 CBA3AHHbBIE C HUMW KOHTponvpyemble cpefpl. YacTb 1. Knaccudukaums uncrotsl Bo3ayxa

ISO 14644-2 YncTble NOMeLLeHUA U CBA3aHHbIE C HUMW KOHTPONMpyeMble cpefibl. YacTb 2. TpeboBaHUA K KOHTPOSIIO I MOHWUTOPUHTY ANs
NOATBEPXKAEHMA NOCTOAHHOrO cooTBeTCcTBMA I1SO 14644-1.

MapkunpoBKa

EN 556-1 Crepunusauma MeguUMHCKIX nsgenuin. TpeboBaHua K MegULMHCKM n3genuam ¢ o6o3HadeHnem CTEPUSIbHO. TpeboBaHuaA k
MEeAMLIMHCKVM N3AENVAM, Noanexatyim GUHMLLIHOM CTepunmnsalmi.

EN 980 [padurueckne cMBONbI, CMONb3yeMble ASIA MaPKUPOBKM MEAVNLIMHCKIX N3AENWIA.

EN 1041 CBefieHVA 0 MeJULIMHCKUX N3AeNnAX, NpeaocTaBsemMble MPov3BoOANTENeM

I1SO 15223 MepuumHckue nsgenva. CUMBONbI, UCMOMb3yeMble C HaKNenkaMmn Ha MeULIMHCKUX U3AeNNAX, MapKnpoBKa 1
npefocTasnAaemasn nHGopmayma

YnakoBka

ENISO 11607-1

YnakoBKa MeVLMHCKIX U3AENNIA, MOANnexalmx GUHMLLHON cTepunusauyun. YacTb 1. TpeboBaHMA K MaTepranam,
CTepUNbHBIM 6apbePHbIM CUCTEMAM 1 YNAKOBOUHbBIM CCTEMAM.

ENISO 11607-2

YnakoBKa MEAULNHCKMX U3AeNniA, Noanexawmx GUHMULLHON cTepunmnsaumm. Yacts 2. TpeboBaHus K Banmgaumm NnpoLeccos
dbopmMoBaHuA, repMmeTU3aLn U COOPKU.

1SO 780 YnakoBka. paduueckrie 0603HaueHs, NprmeHAeMble 418 06paboTKM 1 XPaHEHUA YNaKOBOK.

KauectBo

EN ISO 13485 MepvumHckme nsgenna. Cuctembl ynpasfieHUA Ka4eCTBOM.

YnpasneHune puckamn

EN ISO 14971 MepuumHckune nsgenvsa. NprMeHeHne ccTeMbl YNpaBAeHUA PUCKaMy K MeJULIMHCKUM U3AeNNAM.

EN 62366 MepguumHckune nsgenva. MprmMeHeHne NPOeKTUPOBAHMA SKCMTyaTaLMOHHON NPUTOAHOCTY K MeLULIMHCKUM U3AeNUAM.

Crepunusaymsa

ENISO 11137-1 Crepunusauvsa meanuMHCKo npoayKumn. M3nyuenne. Yactb 1. TpeboBaHusA K pa3paboTke, Bannaaunm v Tekylyemy
yNpasfieHnio NPOLIeCCOM CTEPUNM3aLNN MeJULMHCKUX U3AeNNNA.

14. YTUNU3AUUA

MpumMeHeHVe N yTUAK3aLMIO YCTPONCTBA CliefyeT OCYLIeCTBIATb B COOTBETCTBUM C OOLUENPUHATON MEANLMHCKON NMPAKTVKON 1 AENCTBYIOWUMI PErvioHanbHbIMY, FOCYAaPCTBEHHbIMU N GpeAepanbHbIMU

3aKOHamMn 1 HOPMATUBHbIMK MOJSTOXEHNAMMN.

M3penua MoryT npeAcTaBnATb NOTEHLMANbHYI0 6UOOrMYeCKyo OMacHOCTb NOCE NPUMEHEHMA.

B cnyuyae noBpexaeHus ynakoBKu v (Unn) Mocse cTeuyeHms cpoka roqHoCTV U3fenvie HeobxoauMOo YyTUM3NPOBaTb B COOTBETCTBMN C NPaBuiamMmn 0OpaLLeHns C MeAULIMHCKAMMN OTXoAamm Knacca A

cornacHo CaHluH 2.1.7.2790-10.

Mcnonb3oBaHHOe 13fenve NoaneXxuT yTuavnsauuy B COOTBETCTBUN C NPaBuUiaMn ynpaeneHna MeAnLHCKMMIN oTxofamu knacca B cornacHo CanlluH 2.1.7.2790-10.
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Quick-Cross Support Catheter

Instructions for Use ]

This page intentionally left blank

P017736-00 03MAR21

(2021-03-03)



| © Spectranetics

Quick-Cross Support Catheter

Instructions for Use ]

This page intentionally left blank

P017736-00 03MAR21

(2021-03-03)

10



| © Spectranetics

Quick-Cross Support Catheter

Instructions for Use ]

This page intentionally left blank

P017736-00 03MAR21

(2021-03-03)

11



G

> Spectranetics

www.spectranetics.com

Spectranetics Corporation

d 9965 Federal Drive, Colorado Springs, CO 80921 USA
Tel: 1-800-231-0978 « Fax: 719-447-2022
Authorized Russian Representative:
13, Sergey Makeev Str.,, Moscow, 123022, Russia
PHILIPS Limited Liability Company
cmo-rca@philips.com

Contacts of the Attorney:
(Tel: (495) 937 93 00 Fax: (495) 937-93-07)

P017736

2021 Spectranetics Corporation

P017736-00 03MAR21

(2021-03-03)

12



