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

1. DESCRIPTION

The Spectranetics Quick-Cross Select Support Catheters are intravascular catheters. These catheters are available in a variety of lengths and tip configurations. 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 catheter is coated with a lubricious, hydrophilic coating.

2. INDICATIONS FOR USE
Quick-Cross Select Support Catheters are intended to guide and support a guidewire during access of the coronary or peripheral vasculature, allow for wire exchanges and provide
a conduit for the delivery of saline solutions or diagnostic contrast agents.

3. CONTRAINDICATIONS
None known.

4. WARNINGS

. Maximum Infusion Pressure: 300 psi. for 0.014” & 0.018" catheters and 500 psi for 0.035” catheters.

. The catheter is designed and intended for one time use only. Do not re-sterilize and/or reuse.

. The catheter should only be used by physicians qualified to perform percutaneous vascular interventions.

5. 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.
. Do not use if device or packaging is damaged.

. Use the catheter prior to the “Use By” date (Expiration Date) specified on the package.

6. ADVERSE EFFECTS
Vascular catheterization and/or vascular intervention may result in complications including but not limited to:

. Vessel dissection, perforation, rupture or total occlusion
. Infection

. Hematoma

. Unstable angina

. Embolism

. Hypo/hypertension

. Acute myocardial infarction

. Arrhythmia, including ventricular fibrillation

. Death

7. HOW SUPPLIED
This device has been sterilized using Ethylene Oxide and is supplied STERILE. The devices are designated and designed for SINGLE USE ONLY and must not be resterilized and/
or reused.

7.1 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.

7.2 Transportation and Storage

. Keep dry. Store in a cool dry place. Protect from direct sunlight and high temperature (greater than 55°C or 131°F).

7.3 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
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8. COMPATIBILITY

Model Working Tip Hydrophilic GW Min. Guide Min. Maximum N:;::r Throw
(Ref) Length [Shape/Type| Coating Length | Compatibility 1.D. Sheath L.D.| Catheter O.D. i Angle
3.2F
518-085 135cm Angled 0.014"
100 cm SF 4F 0.042" 15 mm 45°
518-087 150 cm Angled 036 mm
1.07 mm
518-089 90 cm Angled 60 cm 3.4F
0.018"
518-091 135cm Angled SF 4F 0.044" 15 mm 45°
100 cm 0.46 mm
518-093 150 cm Angled 1.12mm
518-077 65 cm Angled 45 cm 45F
518-079 90 cm Angled 70 cm 0.035”
N/A 5F 0.059” 50 mm 45°
518-081 135cm Angled 115cm 0.89 mm
518-083 150 cm Angled 130cm 1.50mm
9. PROCEDURE SET-UP AND DIRECTIONS FOR USE
Note: Follow instructions for use for all equipment to be used with the Quick-Cross Select Support Catheter.
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

Product Features & Model Numbers Table

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 appropriately sized guidewire (see

specifications) using standard technique.

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

English / English

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

Infusion: To perform infusion, withdraw the guidewire and reference the specifications for maximum infusion pressure.

Note: Do not exceed the maximum infusion pressures.

After use, dispose of all equipment in accordance with applicable requirements relating to hospital waste, and potentially bio-hazardous materials.

10. MANUFACTURER’S LIMITED WARRANTY

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

Distal Marker Spacing

Shape

Importer

®

GW Compatibility

<L GWD

T Max 0D

Maximum OD

Maximum PSI/kPa

Sheath Compatibility

%)
<
S

Working Length

F A

Quantity

QTY

CAUTION: Federal law (USA) 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 applied to the development of the Quick-Cross Select.

Standard/Norm and Date

[ Title

Biocompatibility:

15O 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:

ENISO 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.

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
packaging systems

EN SO 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 ISO 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:

EN1SO 11135 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, validation and routine

control of a sterilization process for medical devices

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.

English / English

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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BHUMAHMUE! B cooTBeTcTBUU C pepepanbHbiM 3akoHogaTenbcrBom CLUIA npopaka 3Toro nsgenus paspelueHa ToNbKO Bpayam WK no nx 3aKkasy.

1. OMNUCAHUE

MoppepxumBalowwe KateTepbl Spectranetics Quick-Cross Select npepctaBnsAioT coboii BHyTpUcOCyaucTble KaTeTepbl. Mofenu KateTepa OTIMYAIOTCA ANVHOW Kopryca
n KoHbWrypaumen HakoHeuyHuKa. Bce mogenn vmeloT 3 peHTreHOKOHTPACTHble METKW, Pa3MelleHHble Yepe3 PaBHOMEPHbIE WMHTepBasbl BAOMb AUCTANIbHOMO CTEPXKHS,
YTO MOMOTaeT OLieHUTb FEOMETPUIO COCYAVNCTON CUCTEMbI. [JUCTaNbHbI PEHTFEHOKOHTPACTHBIN MapKep PacronoXeH Ha PaccTOAHMN 3 MM OT ANCTaSIbHOTrO HaKOHeYHMKa KaTeTepa.
Ha npokcrmanbHOM KOHLE Y BCeX MoAesel KaTeTepoB NMeeTCs CTaHAapTHbIN FTHe3A0Bo pasbeM JTioapa. KateTep NOKpbIT CMa3biBaloLyM rMapoduibHbIM MOKPLITUEM.

2. OBJIACTb MPUMEHEHMA

MoppepxuBatowyme Katetepbl Quick-Cross Select npepHasHaueHbl AnNA HanpaeneHUA U NOAAEPXKKA MPOBOIOYHOTO HaMpaBUTENA BO BPeMA [OCTYMNa K KOPOHAPHbIM WAn

nepmd)epmquKMM cocynam. OHV No3BONAIT MEHATb MPOBOJIOYHbIE HanpasuUTenn n obecneunBaloT KaHan Ans AOCTaBKY d)VI3VIOJ'IOI'I/N€CKOI’0 pacTBOpa Nn AMarHOCTUYeCKNX
KOHTPACTHbIX BewecTB.

3. MNPOTUBOMNMOKA3AHUA
06 113BECTHbIX MPOTVBOMNOKa3aHUAX He coobLIaeTcA.

4. MNPEAOCTEPEXEHMA

. MakcumanbHoe aaBneHune BnvuBaHus: 300 psi ana katetepos Anametpom 0,014 1 0,018 aroima 1 500 psi ana katetepos anametpom 0,035 atonma.

. KaTeTepbl pazpaboTaHbl M NpefHa3HaueHbl TONbKO AJ1A OHOPa30BOro UCnosb3oBaHuA. loBTopHaA crepunusauus u (11mn) NOBTOPHOE NCNONb30BaHMe He flonycKaloTcA.
. KaTteTep AOmKHbI NCNONb30BaThb TONbKO Bpayu, UMeoLne KBanndukauuio Ana BbINOIHEHNA YPECKOXKHbIX COCYANCTbIX BMELLIATENIbCTB.

5. MEPbI NPEAOCTOPOKHOCTU

. 3AMPELLAETCA nosTopHas CTepun3auma 1 NoBTOPHOE UCMOSIb30BaHNE 3TOrO YCTPOMCTBA, MOCKOSbKY Takue AeNCTBUA MOTyT NMPUBECTU K HapyLIeHWo ero GyHKUui v

MOBBICUTb PUCK MEPEKPECTHOrO 3apaXxeHUs Mocsie HeHaaexXalleln NoBTOPHON 06paboTKu. MOBTOPHOE UCMOMb30BaHME STOrO OAHOPA30BOr0 YCTPOMCTBA MOXKET MOBJEYb
33 co60M HaHeCeHVe Cepbe3HOro Bpea 300POBbIO MaLMeHTa Ui ero CMepTb, @ TakXKe MPUBECTY K aHHYIMPOBAHUIO rAPaHTUHbIX 06A3aTeNbCTB.

. He ncnonb3yite B ciiyyae NOBPEXAEHUSA YCTPOWNCTBA U YAKOBKU.

. Vicnonb3yiTe Katetep [0 AaTbl UCTEUEHSA CPOKA FOAHOCTY, YKa3aHHOM Ha yrnakoBKe.

6. MNOBOYHbIE SOOEKTbI
KaTeTepmsaLua cocyfoB 1 (M) cOCyAnCTbIe BMELLATENbCTBA MOTYT MPUBECTY K OCTOKHEHUAM. K HUM OTHOCATCA, KpOMe Npoyero:

. paccnoeHvie CTeHKM cocyaa, NnepdopaLys, pa3pbiB UKW NOSTHAA OKKO3UA;
. nHdeKumns;

. remaToma;

. HecTabunbHasA CTEHOKapAMS;

. ambonus;

. MOBbILLEHHOE/MOHVKEHHOE KPOBSIHOE AaBNEHNE;

. OCTpbIfi MHbAPKT MMOKapAA;

. apuTMuiA, BKoYas GUOPMANALMIO XKeny[oUKOB;

. cmepTb.

7. ®OPMA NOCTABKU

STO YCTPOWCTBO NPOLLUSIO CTEPUNIM3aLMIO STUeHokcaom n noctasnaetca CTEPUIIbHBIM. YcTpoiictea npegHasHadeHbl TOJTbKO 419 O4HOPA30BOIO NPUMEHEHWA, noBTopHas
cTepunusaums n (Unv) NOBTOPHOE UCMOJIb30BaHMeE He AOMYCKaloTCA.

7.1 Crepunusaums

. CTepunbHOCTb U3AENNA rapaHTUPYeTCA TONIbKO NMPU YCIIOBUM, UTO YNaKoBKa He BCKpbITa 1 He noBpexxaeHa. [Nepes 1cnonb3oBaHMeM BHAMATEIbHO OCMOTPUITE CTEPUITbHYIO YMaKoBKY,
4TObbI YOEAUTLCA B OTCYTCTBUM NOBPEXAEHNI. He ncnonb3yiite KateTep, eCcin LeNoCTHOCTb YMaKoBKY HapylueHa. He rcnonb3yiiTe KaTeTep nocse Aatbl UCTEYEHNA CPOKa FOAHOCTY,
YKa3aHHO Ha STVKETKe YMaKOBKU.

7.2 TpaHCNOpPTUPOBKA N XpaHeHune
. Bepeub ot Bnarn. XpaHuTb B poxsiafjHOM CyxoM mecTte. He gonyckaTb nonafaHna NpsAaMOro CONHEeYHOro CBeTa U BO3AeiCTBIUA BbICOKMX Temnepatyp (cBbiwwe 55 °C, unm 131 °F).
7.3 OcmoTp nepep Ucrnonb3oBaHnem

. Mepea Mcrnonb3oBaHMEM BHMUMATENIbHO OCMOTPWTE BCE UCMOMb3yemoe obopyhoBaHMe Ha OTcyTcTBrE fedeKToB. He ncnonb3yiite noBpexpeHHoe wav HeHamepeHHo
BCKpbITOe 0bopyfoBaHMe.

P017738-00  03MAR21  (2021-03-03)
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8. COBMECTMMOCTb

Ta6nuua xapakTepucTuK usgenuii 1 HOMepoB Moaeneii

Mwun. MwuH.
. s - AnuHa CoBMecTUMOCTb Makc. Hap. | MpomexyTok
P pma 1 Tn " BHYTp. BHYTp. Yron
wap o np ] Aviam. mexay
(Ne) ANVHA HaKOHeYHNKa Anam. Anam. nsrmnba
NOKpPbITUA Hanpasutens KaTteTepa MapKepamun
HanpasuTens | 060/104KK
. 3.2F
518-085 135cm W3orHyTbiit 0,014 groiima
100 cm SF 4F 0,042 pronima 15 Mmm 45°
518-087 150 cm M30rHyThIi 0,36 mm
1,07 mm
518-089 90 cm V30rHyThil 60 cm 3.4F
0,018 pronima
518-091 135cm V130rHyTbiin SF 4F 0,044 pioiima 15 mm 45°
100 cm 0,46 Mm
518-093 150 cm M3orHyThiii 1,12 mm
518-077 65 cm M30rHyThIi 45 cm 4.5F
518-079 90 cm VisorHyThil 70em 0,035 proima .
H/A 5F 0,059 gronma 50 Mm 45°
518-081 135cm M30rHyThIi 115em 0,89 Mm
518-083 150 cm M30rHyThIit 130cm 150 mm

9. NOAroToBKA K BbIMOJHEHUIO NPOLEAYPbI U UHCTPYKUWW NO MPUMEHEHUIO
Mpumeuanne. Cnefyite MHCTPYKLUMAM NO NPUMEHEHUIO BCEro 060PYA0BaHMsA, KOTOpoe ByAEeT NCMONb30BaTbCA C MOAAEPXKMBalOWMM KaTeTepom Quick-Cross Select.

1. MNoprotoska. Cobniopan npasuna obecrneyeHns CTePUbHOCTY, OTKPOITE CTEPUIIbHYIO YNakoBKy. OCTOPOXHO M3BNEKITE 3aLLUTHYIO MydTy C KaTeTepoMm 13 NakeTa. 3arnosH1Te CTepUbHBIN
CTaHAAPTHbIN LLIMPUL, C JIO3POBCKOW HACAKOMN CTEPUIbHBIM GU3MONOTMYeCcKM pacTBOpPOM. [Nepep 13BneyeHviemM Katetepa 13 MydTbl NOACOSANHIATE LUNPULL K MPOKCUMAIbHO JIH03POBCKOMN
Hacajike KateTepa, POMOIATe KaTeTep v 3arnonHuTe MydTy Gpr3Vonormyeckum pacteopom. OTnoxuTe Katetep B My¢Te, NoKa OH He Gy/jeT roTOB K UCMOSb30BaHMIO.

2. BeepeHve. Yepes paHee BBEJEHHbIN Hal'lpaBJ'IﬂlOLLlI/ll;l KateTep noaxogAwero pasmepa Win NHTPOAboCep BBEAUTE KaTeTep Mo NPOBOIOYHOMY HanpaBUTENO NoAXo4ALLEero pasmepa
(cm. «TexHUYecKre XapakTepuctn KI»), NCNoNb3yA CTaHOAPTHYIO METOAVKY.

3. lpoasuxeHue. Vicnonb3yitTe peHTreHOCKoNMYeckoe HabtoaeHvie Npu NPOABVKEHNN KaTeTepa K HY>KHOMY MeCTy B COCYANCTON CUCTEME.
4. W3Bneuenue. OCTOPOXKHO M3BNEKMTE KaTETEP, MCMONb3Ys CTAHAAPTHYIO METOAVIKY, HE MEHSIAl MOJIOXKEHVIE MPOBOIOYHOTO HAMPABUTENSA, €C/IN OH JOSKEH OCTABaTLCA Ha MecTe.

BnuBaHwme. YTo6bi BbINONHWTD BNBaHNE, U3BNEKUTE FlpOBOJ'IO‘-IHbIPI HanpaeuUTeslb 1 onpeaennTe MakCrMaJibHOE AiaBNneHne BNIMBaHNA B COOTBETCTBUN C TEXHUYECKUMI XapPaKTePUCTUKaMIA.
I'Ipmmellauvle. 3anpeu.|,aeTc;| npeBblIlWaTb MakKCMManbHOE AaB/ieHWe BINBAHUA.

Mocne ncnonb3oBaHuA yTI/IJ'II/I3I/IpyI7ITe BCe o6opynosaH|/|e B COOTBETCTBMU C NPUMEHUNMbIMIN TpeGOBaHI/IFIMI/I, Kacalownmmca meanynHCKUX oTXo4oB 1 NoTeHUnanbHO 6uonoruyeckn
OonacHbIX MaTepranos.

10. OrPAHUYEHHAA TAPAHTUA NPOU3BOAUTENA

MpowusBoanTenb rapaHTUpyeT oTcyTcTBYE Y KaTeTepa Quick-Cross Select pedpektoB MaTeprana v M3roToBAEHWA NPY YCIOBUM NCMOSIb30BaHMA JO YKa3aHHOTO CpoKa rofHOCTH, a
TaKXe Npw ycnoBun BCKPbITUA HENMOBPEXKAEHHON YNakoBKM HenocpeACTBEHHO nepej ncnonb3obaHnem. OTBETCTBEHHOCTb MPOM3BOAMTENA MO 3TOW rapaHTUK OrpaHNYMBaeTca
3aMeHON WM BO3MeLLeHVeM CTOMMOCTM MOKynKy noboro Katetepa Quick-Cross Select ¢ pedektom. MNMpousBoanTenb He HeceT OTBETCTBEHHOCTU 3a 06O ChnyvaiiHbIl,
baKTUYeCKNA NN KOCBEHHDIN yLep6, BO3HMKLWNIA B pe3ynbTaTe Ucrnonb3oBaHua Katetepa Quick-Cross Select. MoBpexpaeHne kateTepa Quick-Cross Select B pesynbrate
HenpaBUIbHOIO MCMOMb30BaHNA, BHECEHWA N3MEHEHUI, HEMPABUIbHOTO XPaHeHWsA, obpalleHnsa namn ntoboro Apyroro HapyLweHUA HaCTOAWMUX VHCTPYKLMM NO NPUMEHEHNIO
aHHYNMpYeT HacToALlylo orpaHuyeHHylo rapaHTio. HACTOALLAA OFTPAHUYEHHAA TAPAHTUA BE3OrOBOPOYHO 3AMEHSAET COBOW BCE OCTAJIbHbIE FTAPAHTUM,
MPAMbBIE WX MOAPA3YMEBAEMbIE, B TOM YUCJIE MOAPA3YMEBAEMYIO FAPAHTUIO TOBAPHOI MPUrOAHOCTU UV NPUTOAHOCTU ANA ONPEAENEHHON LIENN.
Kakune-nnbo pusmnueckme nnv iopugnyeckme nnLa, B TOM YCIe yroTHOMOYEHHbIe NMPeacTaBuTenm v gunepbl [ponssogutens, He MEIOT NpaBa NPoAieBaTb CPOK AeVCTBUA 1N
pacWpPATb YCNOBWA 3TOW OrpaHNYeHHO rapaHTVK, 1 Nto6as NonbiTKa BbilleyKa3aHHbIX AeCTBUIN He ByaeT MMeTb IPUANYECKO CUNbl B OTHOLWEHWM MpousBoauTens.

11. HECTAHAAPTHbBIE CUMBOJIbl

Distal Marker Spacing
I'Ipome)«yTOK MeXAYy MapKepamu Ha F[I/ICTaJ'IbHOI?I yactn

Shape

DOopma

Importer

WmnopTtep

GW Compatibility <¢ [
T Max 0D

CoBMeCTVMOCTb NPOBOJHVKOBOIO HanpaeuTens

Maximum OD
MakcumanbHbIN Hapy>KHbI AnameTp

Makc. PSI/kMMa

Sheath Compatibility
CoBMecTUMOCTb 060110UKMN

Working Length

Pabouas anviHa

Quantity

Konuyectso Qry

Maximum PSI/kPa <
&

CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician.
BHMMAHVWIE! B cooTBeTcTBUM C defeparnbHbiM 3akoHoaaTenbcteom CLUA npogaxa 3Toro usgenua paspelleHa TofbKO Bpayam vu Mo 1x 3aKasy.
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12. NMPUMEHUMBDIE CTAHOAPTDI
MpoeKTMpOBaHyie 3TOro yCTPONCTBa BbIMOSIHEHO B COOTBETCTBUM CO CTaHAAPTaMMU, yKa3aHHbIMM B Tabnuue 12.1.

Ta6nuua 12.1. CraHgapTbl, NpUMeHMMble Npu pa3paboTke ycTpoicrBa Quick-Cross Select.

CraHpapT/HOPMaTUBHbBIN AOKYMEHT, AaTa | HanmeHoBaHmne

b nyeckas c TUMOCTb

1SO 10993-1 | Bronoruyeckoe oueHBaHNe MeULIMHCKMX YCTPOWCTB. YacTb 1. OueHKa nccnefoBaHms

KnuHunuyeckoe nccnepoBaHve

ENISO 14155 | KnuHnyeckoe nccnepoBaHue NCNonb3oBaHNA MeANLIMHCKMX U3AeNWiA, NPOBOAKMMOE C yyacTueM ftoaei

KoHcTpyKkuuna

ENISO 10555-1 KaTeTepbl BHYyTPUCOCYANCTbIE CTEPUITbHBIE OHOPA30BOrO KCMONb30BaHMA. YacTb 1. ObLwme Tpe6oBaHmA

US 21 CFR 820 Cnctema cTaHAAPTOB KayecTBa

OKpyxatowas cpepa

1SO 14644-1 YucTble NoMeLLeHns 1 CBA3aHHbIe C HUMU KOHTponvpyemble cpefpl. YacTb 1. Knaccudukauma 4nctoTsl BO3gyxa

ISO 14644-2 YncTble MOMELLIEHNA 1 CBA3AHHbIE C HUMW KOHTPONVpyeMble cpefibl. YacTb 2. TpeboBaHMA K KOHTPOSIO U MOHUTOPUHTY
LNA NOATBEPXKAEHUA NOCTOAHHOTO cooTBeTCTBUA ISO 14644-1.

Mapkuposka

EN 556-1 Crepunusauma MeauUUHCKUX un3penuii. TpeboBaHMA K MEAUUMHCKUM u3gennam ¢ obosHaueHnem CTEPUJIBHO.
TpeboBaHUA K MEANLIMHCKAM U3AeNUAM, NoANeXalmm GUHNULLHOM CTepUnn3aLmn.

EN 980 lpadunyeckre cimBonbl, UCNOIb3yeMble ANA MAaPKUPOBKM MeLULIMHCKIX U3LeNN.

EN 1041 CBefileHNA 0 MeJULIMHCKIX U3AENUAX, NpefocTaBnaemMble Npou3BoanTenem

1SO 15223 MepuuuHckne wnsgenva. CMMBOMbI, WUCMOMb3yeMble C HaKNenkamu Ha MeAWMLUHCKUX W3Aenusax, MapKMpoBKa W
npepocTtasnsemasn Hdopmauus

YnakoBeka

ENISO 11607-1 YnakoBKa MeAULMHCKUX W3Aenuii, nopnexawyx ¢GpuHUWHON ctepunusauyun. Yactb 1. TpeboBaHuA K MaTepuanam,
CTepUNbHLIM 6apbepPHbIM CUCTEMaM W YMaKOBOUYHbIM CUCTEMAM.

ENISO 11607-2 YnakoBKa MEeAVLMHCKUX U3L4enuii, noanexawynx ¢GpuHUWHON ctepunmsaumm. Yacte 2. TpeboBaHusa K Banupauum
npoweccoB GOpMOBaHWs, repMeTnsaLum n copku.

1SO 780 YnakoBkKa. [paduueckrie 0603HaueHns, NpuMeHsemMble And 06paboTKM 1 XpaHEHVSA YNAaKOBOK.

KauectBo

EN ISO 13485 MepununHckne nsgenua. Cuctembl ynpasneHa KauyecTBOM.

YnpaBneHmne puckammn

EN ISO 14971 MepununHckne nsgenua. NpumeHeHne CUCTeMbI YNPpaBneHNA pUcKamn K MeAVLMHCKAM U3AENTNAM.

EN 62366 MepaununHckre nsgenua. MpumeHeHne NPOEKTNPOBaHNA SKCMYaTaLMOHHON NPUrOAHOCTU K MeANLIMHCKAM U3AENTNAM.

Crepunusauyumsa

ENISO 11135 Crepvnusauma MeanLMHCKON NpoayKumn. dTneHokena. Yactb 1. TpeboBaHMA K pa3paboTke, Bannaauum n Tekyllemy
yrnpas/ieHNio NPOLECCOM CTePUM3aLMN MEANLIMHCKNX U3AENNIA.

13. YTUNMU3ALUA
MprMeHeHWe 1 yTUN3aLmIio YCTPOWCTBA ClieflyeT OCYLLeCTBAATL B COOTBETCTBUM C O6LLENPUHATON MeANLIMHCKON NPaKTUKO 1 AeNCTBYIOWMUMI PErvOHabHbIMY,
rocyAapCcTBEHHbIMU 1 PpefepanbHbIMU 3aKOHaMU 11 HOPMaTVBHBIMM MOMOXEHUAMU.

WN3penna MOryT NpeacTaBnATb NOTEHUNANbHYIO 6I/I0ﬂ0r|/|‘48CKyK) OMacHOCTb Nocne NPUMEHEHNA.

B cnyyae noBpexaeHvs ynakoBKu 1 (Mnn) nocne NCTeueHns Cpoka roqHoCTU n3genme Heobxoaumo yTUAM3NpoBaTh B COOTBETCTBMM C MPaBuiaMmn 06paLleHns ¢ MeaULUHCKAMNA
oTxopaamu Knacca A cornacHo CanluH 2.1.7.2790-10.

Vicnonb3oBaHHOE n3genue NOANEXNT yTUAN3aLmMmM B COOTBETCTBIM C NPaBWIaMy YrpaBieHrs MeALIMHCKAMI OTXOAaMu Knacca B cornacHo CanlMuH 2.1.7.2790-10.

P017738-00  03MAR21  (2021-03-03) 8



/\

O Spectranetics Quick-Cross | instructions for Use
ELECT

Support Catheter

This page intentionally left blank

P017738-00  03MAR21  (2021-03-03)



/\

O Spectranetics Quick-Cross | instructions for Use

ELECT

Support Catheter

This page intentionally left blank

P017738-00  03MAR21

(2021-03-03)

10



/\

O Spectranetics Quick-Cross | instructions for Use

ELECT

Support Catheter

This page intentionally left blank

P017738-00  03MAR21

(2021-03-03)

11



-

) Spectranetics

www.spectranetics.com

9965 Federal Drive, Colorado Springs, CO 80921 USA
Tel: 1-800-231-0978 « Fax: 719-447-2022

I Spectranetics Corporation

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)

P017738

2021 Spectranetics Corporation

P017738-00 03MAR21

(2021-03-03)

12



