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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 Extreme 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 Extreme 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

Product Features & Model Numbers Table

English / English

Model Working I Hydro?hlllc GW Minimum Minimum Mo Rlakey
(Ref) | Length | Shape/ | Coating | . iibility | Guide LD. | Sheath LD, | Catheter Band
9 Type Length P y - - 0.D. Spacing
518-084 135cm Straight 3.2F
0.014"
i 100 cm 5F 4F 0.042" 15 mm
518-086 150 cm Straight 0.36 mm
1.07 mm
518-088 90 cm Straight 60 cm 3.4F
518090 | 135cm Straight 0.018
o 5F 4F 0.044" 15 mm
cm
518-092 150 cm Straight 0.46 mm
1.12 mm
518-076 65cm Straight 45cm 4.5F
- 0.035"
518-078 90 cm Straight 70 cm N/A 5F 0.059" 50 mm
518-080 135cm Straight 115cm 0.89 mm
518-082 150 cm Straight 130 cm 1.50 mm

9. PROCEDURE SET-UP AND DIRECTIONS FOR USE

Note: Follow instructions for use for all equipment to be used with the Quick-Cross Extreme 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 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.

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

GW Compatibility

Maximum OD

Maximum PSI/kPa

Sheath Compatibility

Working Length

Quantity

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

Importer
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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 Extreme.

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:

ENISO 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.

1SO 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:

EN ISO 11607-1

Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, 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:

ENISO 14971

Medical Devices - Application of risk management to medical devices

EN 62366

Medical Devices - Application of usability engineering to medical devices

Sterilization:

ENISO 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.

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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BHUMAHME! B cootBeTcTBUM C pefiepanbHbiM 3aKoHoAaTenbcTBom CLUA npofaka 3Toro nsaenus paspelieHa ToNnbko Bpauam Wian no ux sakasy.

1. OMNUCAHUE

MoppepxumBalowwe Katetepbl Spectranetics Quick-Cross Extreme npefctaBnsaioT coboil BHYTpUCOCyAMCTble KaTeTepbl. Mopenu KateTepa OTAMYalOTCA ANVHOW Kopryca u
KOHWrypaumen HakoHeuHvKa. Bce mopeny MMeloT 3 peHTreHOKOHTPACTHble METKM, pasMelleHHble yepe3 paBHOMEpHble WMHTepBasbl BAO/b AUCTANIbHOMO CTEPXKHSA, UTO
rnomoraeT OLEeHNUTb FreOMETPUIO COCYANCTON CUCTEMbI. [JUCTaNbHbIA PEHTTEHOKOHTPACTHBIN MapKkep PacronoXeH Ha PaccToAHUM 3 MM OT AMCTaIbHOrO HaKOHeYHMKa KaTteTepa.
Ha npokcrmanbHOM KOoHLE Y BCexX Mofesnel KaTeTepoB MMeeTcs CTaHAaPTHbIN rHe340Bo pasbeM JTioapa. KateTep NOKPbIT CMa3biBaloLLyM MMAPOGUIbHBIM NOKPLITUEM.

2. OBJIACTb MPUMEHEHMA

MoppepxuBatowme Katetepbl Quick-Cross Extreme npefHasHaueHbl AR HanpaBneHUA W MOAAEPXKKM NPOBOIOYHOTO HAMPaBUTENA BO BPEMA AOCTYNa K KOPOHAPHBIM W
nepudepunyeckum cocynam. OHM NO3BONAIOT MEHATb MPOBONOYHbIE HaNpaBUTENN 1 obecneurBaloT KaHan A8 AOCTaBKM $Gr3MONOrNYeCcKoro pacteopa Uan AnarHOCTUYECKNX
KOHTPACTHbIX BELLECTB.

3. MPOTUBOMOKA3AHUA
06 13BeCTHbIX MPOTVBOMOKa3aHNAX He COobLLaeTca.

4. NPEAOCTEPEXEHMA

. MakcumanbHoe gaBneHune BnvuBaHus: 300 psi Ans Katetepos Arametpom 0,014 1 0,018 atorima 1 500 psi ana katetepos Anametpom 0,035 fronma.
. KaTeTepbl paspaboTaHbl v NpefjHa3HauYeHbl TONbKO [/19 OAHOPA30BOro 1CMnosib3oBaHA. [loBTopHas cTepunusauua v (M1nM) NOBTOPHOE NCMO/Ib30BaHMe He loNycKaloTCcA.
. KaTteTep AoOmKHbI NCNONb30BaThb TONbKO Bpayu, UMetoLne KBanndukauuio Ana BbINOMHEHNA YPECKOKHbIX COCYANCTbIX BMELLATENbCTB.

5. MEPbI NPEAOCTOPOKHOCTU

. 3AMPELLAETCA noBTopHas CTepunusalmsa v NoBTOPHOE MCMOMb30BaHMe 3TOro YCTPOWCTBA, MOCKOMbKY TaKue AeNCTBUA MOTYT MPUBECTU K HapyLIeHuo ero GyHKUUN 1
MOBBICUTb PUCK NEPEKPECTHOTO 3apaxkeHusi Mocse HeHaAJexalleil MOBTOPHOI 06paboTKu. [TOBTOPHOE MCMONb30BaHVE 3TOrO OAHOPA30BOr0 YCTPOMCTBA MOXET MOB/EYb
3a co60M HaHeCeHVe Cepbe3HOro Bpefa 340POBbIO NaLMeHTa UM ero CMepTb, @ TakXKe MPUBECTU K aHHYIMPOBAHUIO raPaHTUHbIX 06A3aTeNbCTB.

. He ucnonb3yitTe B ciiyuae NOBPEXAEHUS YCTPOWNCTBA UMW YAKOBKU.

. Vicnonb3yiTe KateTep [0 AaTbl NCTEUEHSA CPOKA FOAHOCTY, YKa3aHHOM Ha yrnakoBKe.

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

. paccnoeHvie CTeHKM cocyaa, NnepdopaLs, paspbiB UKW NOSTHAA OKKO3UA;
. nHdeKumns;

. remaToma;

. HecTabunbHas cTeHoKapaus;

. ambonus;

. NoBbILLIEHHOE/NMOHMKEHHOE KPOBAHOE [1aBNIEHME;

. OCTpbIi MHbAPKT MMOKapAa;

. apUTMKA, BKtoYana GrOPUINALNIO XKenyaoUKoB;

. cmepTb.

7. ®OPMA NOCTABKU
9TO YCTPOWCTBO NpOLWIO cTepunmsaumio stuneHokcraom n noctasnaetca CTEPWIbHbBIM. YctpoiictBa npepHasHayeHsl TOJIBKO AN OAHOPA30BOro NPMMEHEHUA,
NOBTOPHas CTepuM3auua 1 (Mnn) NOBTOPHOE NCMONb30BaHME He AOMYCKaloTCA.

7.1 Crepunusaunsa

. CTepunbHOCTb M3[ENuUA rapaHTUpyeTCcA TONMbKO MpW YCNOBWM, UYTO YrNakoBKa He BCKpbiTa W He nospexpaeHa. [epen ncnonb3oBaHWeM BHUMaTENIbHO OCMOTpUTE
CTePUIbHYIO YMAKOBKY, UTOObI YO6e[uTbca B OTCYTCTBUM MOBPEXAeHW. He ncnonb3yiite KateTep, eC/iM LefoCTHOCTb YNakoBKM HapylleHa. He ncnonb3yiite Katetep
nocne Aatbl UCTeYEHNA CPOKa FOAHOCTM, yKa3aHHO Ha STUKETKE YNaKoBKU.

7.2 TpaHCNOPTUPOBKa 1 XpaHeHne
Bepeub oT Bnaru. XpaHnTb B NPOXIaiHOM CyXOM MecTe. He flonyckaTb nonafjaHna NPAMOro COfIHEYHOro CBeTa 1 BO3AECTBMA BbICOKMX TemnepaTyp (cBbiwe 55 °C, unn 131 °F).

7.3 OcMoOTp neped ucnonb3oBaHuemM
. Mepen 1cnonb3oBaHNeM BHUMAaTeNIbHO OCMOTPUTE BCe UCMOfb3yemoe 06opyaoBaHMe Ha oTcyTcTBMe AedekToB. He mcnonb3yiite NoBpexaeHHoe Wiy HeHaMepeHHO
BCKpbITOe 0bopyfoBaHMe.

P017737-00 03MAR21 (2021-03-03) 6
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8. COBMECTUMOCTb

Tabnuua xapaKTepucTuK u n p pene
- b . R AnvHa CoBmectuMmoctb | MwuH. BHYTp. | MuH. BHYTp. | Makc. Hap. oeeTTorNe
e : Bl ruapod o | np o Anam. Anam. Anam. P Y A
(N2) ANVHa | HAKOHEYHMKa mMapkepammn
noKpbITUA P Tena P Tens o60noukn KaTeTepa
518-084 135cm Mpamoi 3.2F
0,014 groima
. 100 cm 5F 4F 0,042 prorima 15 Mm
518-086 150 cm Mpamoi 0,36 MM
1,07 mm
518-088 90 cm Mpamoi 60 cm 3.4F
518-090 135 cm Npsmoit 0,018 nroiima .
109 5F 4F 0,044 gronma 15 Mm
w™
518-092 150 cm Mpsamoit 0,46 Mm
1,12 Mm
518-076 65 cm Mpamot 45cm 4.5F
= 0,035 awima
518-078 90 cm Mpamoi 70 cm H/I 5F 0,059 gioiima 50 Mm
518-080 135cm Mpamoi 115cm 0,89 MM
518-082 150 cm Mpsamoit 130 cm 1,50 Mmm

9. NMOAroToBKA K BbIMOJIHEHWUIO NPOLIEAYPbI U UHCTPYKUMM MO MPUMEHEHUIO

Mpumeuanne. CriefyinTe MHCTPYKUMAM MO NPUMEHEHMIO BCero 060pyaoBaHus, KoTopoe GyAeT MCMob30BaThCs C NoagepKusaowmm katetepom Quick-Cross Extreme.

1. MoprotoBka. Cobniofan npasuna obecrneyeHns CTEPUNbHOCTU, OTKPOMTE CTEPUIbHYIO YMakoBKy. OCTOPOXKHO W3BMIEKUTE 3alUMTHYI0 MypTy C KaTeTepom U3 makeTa.
3anonHnTe CTePUIbHBbIA CTaHAAPTHbIN LWMPUL, C I03POBCKOI HACAAKON CTEPUIbHBIM Gr3MOoryecknm pacTBopom. lMepe nssneyeHnem Kkatetepa 13 MyQTbl MOACOeMHUTE
LWINPUL K MPOKCMAbHO JII03POBCKON HAacafKe KaTeTepa, MPOMOWTe KaTeTep U 3anonHuTe MydTy Gr3monornyecknm pactBopom. OTIIoKUTE KateTep B MydTe, MOKa OH He
6yfieT roToB K CMOSb30BaHNIO.

2. BsepeHve. Yepe3 paHee BBeAEHHbIV HAMPABAIOLLMIA KaTeTep NOAXOAALLEro pa3mepa Ui UHTPOAbIoCcep BBEAMUTE KaTeTep Mo MpOBOSOYHOMY HaNpaBuUTeNto MOAXOAALLEro pasvepa
(cm. <TexHUUYECKIMEe XapaKTEPUCTUIKIAY), NCMONb3yA CTaHAAPTHYIO METOAVIKY.

3. TpopsuxeHue. Micnonb3yiTte peHTreHoCKoNMYeckoe HabtoAeH e Npu NPOABMKEHUN KaTeTepa K HY»XHOMY MeCTy B COCYAMCTON cucTeme.

4. W3Bneuerne. OCTOPOXKHO M3BMEKNMTE KaTeTep, MCMOSb3ya CTaHAAPTHYIO METOAVKY, HE MEHSAs MOJOXeHVe MPOBOIOYHOTO HaNPaBUTENs, €C/IN OH AOSKEH OCTaBaTbCA Ha MecTe.

BnuBaHme. Ytobbl BbINONHNTL B/IBaHWe, U3BieKUTe I'IpOBOJ'IOHHbIVI HanpasuTesib 1 onpegennTte MakCcmarbHoOe AaB/ieHne BIMBaHUA B COOTBETCTBUN C TEXHUYECKMMIN XapaKTepUCTUKaMn.
I'Ipumeqal-me. 3anpeu.|,aeTCﬂ npeBbIlWaTb MakKCMManbHOE AaB/ieHUE BIMBAHUA.

Mocne ncnonb3oBaHuA minM3Mpy|7|Te BCe 060pyﬂ,OBaHl/|e B COOTBETCTBN C NPUMEHNMbIMIN Tpe6OBaHVIFIMVI, KacaoWwmmmnca MegULIMHCKNX OTXOA0B ¥ NOTEHLUaNbHO Goornyecku
OnacHbIX MaTepnanos.

10. OrPAHUYEHHAA TAPAHTUA NPOU3BOAUTENA

MpowusBoanTenb rapaHTUpyeT oTcyTcTBME Y KaTeTepa Quick-Cross Extreme filedpekToB MaTepuana u U3roToBneHvs Npu ycioBUn NCNonb3oBaHWA A0 YKa3aHHOIO CPOKa rofHOCTY,
a TaK>Ke NMpw YCII0BMUN BCKPbITUA HEMOBPEXAEHHON YNaKOBKM HENOCPEACTBEHHO Nepea Ncnonb3oaHnem. OTBETCTBEHHOCTb MPOU3BOAUTENA MO STON rapaHTUX OrpaHUYMBaeTCA
3aMeHOW MNIN BO3MeELLEHNeM CTOMMOCTU MOKynKu ntoboro katetepa Quick-Cross Extreme ¢ gedektom. Mpon3BoamTenb He HeceT OTBETCTBEHHOCTU 3a JIlOOON ClyyaiiHbliA,
daKTUUeCKN NN KOCBEHHDIN ylep6, BO3HUKLLMIA B pe3ysibTaTe 1Ucnonb3oBaHusa Katetepa Quick-Cross Extreme. MoBpexpaeHune katetepa Quick-Cross Extreme B pesynbrate
HenpaBUIbHOIO MCMOJIb30BaHNA, BHECEHWA M3MEHEHWIA, HEMPaBUIIbHOTO XPaHEeHNsA, obpalyeHna 1y Ntoboro APYroro HapyweHUa HacToAWMX NHCTPYKLUMM MO NpUMEHEHWIo
aHHYNMpYeT HacToALylo orpaHuueHHyto rapaHTuio. HACTOALAA OrPAHUYEHHAA FAPAHTUA BE3OFOBOPOYHO 3AMEHAET COBOWM BCE OCTAJIbHbIE FTAPAHTUM,
MPAMbIE W11 NOAPA3YMEBAEMbIE, B TOM YUCJIE MOAPA3YMEBAEMYIO TAPAHTUIO TOBAPHOW MPUTOAHOCTU UMW MPUTOAHOCTU A1 ONPEAENEHHOW LIENW .
Kakne-nnbo prsnueckrie nnm topuamnyeckme nvua, B TOM YMce ynosHOMOYEHHbIe NpeCcTaBuUTenn nnm aunepbl Mpon3BoanTens, He MELOT NpaBa NPoANeBaTb CPOK AENCTBUA UK
paclmnpATb YCNIOBUA 3TOM OrpaHNYeHHO rapaHTK, 1 Ntobas NonbITKa BbllLeyKa3aHHbIX AeCTBUI He ByaeT UMEeTb IPUANYECKON CUITbl B OTHOLWeHUY [pon3soguTtens.

11. HECTAHOAPTHbIE CUMBOIJIbI

Distal Marker Spacing
[pomexyTok Mmexay Mapkepamu Ha AUCTanbHO YacTu

Shape

®opma

GW Compatibility <¢ wo
T Max OD

CoBMeCTMOCTb NPOBOAHVNKOBOIro HanpasuTena

Maximum OD
MaKcumanbHbIVi HapyHbIl AvameTp

Maximum PSI/kPa
Makc. PSI/kMa

Sheath Compatibility
CoBMeCTUMOCTb 060N10UKM

Working Length
Pa6ouas gnuHa

G A Q

- .

Quantity
Konnuectso Qry
CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician. Rx ONLY

BHMMAHWE! B cooTBeTcTBUM C defeparnbHbimM 3akoHoaaTenbcteom CLUA npopaxa 3Toro usgenus paspelleHa ToIbKO Bpayam Wu Mo 1x 3aKasy.
Importer
Wmnoptep
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12. NMPUMEHUMBDIE CTAHOAPTDI
MpoeKTMpOBaHyie 3TOro yCTPONCTBA BbINOSIHEHO B COOTBETCTBUM CO CTaHAAPTaMM, yKasaHHbIMM B Tabnuue 12.1.

Ta6nuua 12.1. CraHgapTbl, NpUMeHMMble Npu pa3paboTke ycTpoincrBa Quick-Cross Extreme.

CraHAapT/HOPMaTUBHbIN AOKYMEHT, faTa | HanmeHoBaHue

Bunonornyeckana coBMecTumMocTb

1SO 10993-1 | Bruonoruyeckoe oueHrBaHMe MeANLIMHCKMX YCTPONCTB. YacTb 1. OueHKa nccnenoBaHma

KnuHunyeckoe nccnepoBanme

ENISO 14155 | KnuHnyeckoe nccnegoBaHmne NCNONb30BaHNA MEAULIMHCKIX U3AeNNIA, MPOBOAMMOE C yyacTUeM NIIoAen

KoHcTpykuns

EN SO 10555-1 KaTeTepbl BHYTPUCOCYANCTbIE CTEPUNBHBIE OAHOPA30BOr0 UCMONb30BaHMA. YacTb 1. O6wwme TpeboBaHuA

US 21 CFR 820 CncTema CTaHAAPTOB KayecTBa

Okpy»xalowas cpega

1SO 14644-1 YucTble MoMeLLeHNA 1 CBA3aHHbIe C HUMMN KOHTponMpyeMble cpepbl. YacTb 1. Knaccudukauma 4nctotsl Bosgyxa

1SO 14644-2 YucTble NOMeLLeHVA 1 CBA3AHHbIE C HUMW KOHTponunpyemble cpefbl. YacTb 2. TpeboBaHUA K KOHTPOMIO U MOHUTOPWHTY AnA
NOATBEPXAEHUA NOCTOAHHOro cooTBeTCTBUA ISO 14644-1.

Mapkuposka

EN 556-1 Crepunusaumna MeanUMHCKUX uspenuin. TpoeboBaHWA K MeANLMHCKUM nsgenvam ¢ o6osHaveHrem CTEPUIIbHO. Tpe6oBaHusa K
MeAULIMHCKIM U3AeNVAM, NOANEXaLnM GUHULLIHON CTepuansaumum.

EN 980 lpaduyeckme cimBosbl, UCMOMNb3yeMble ANA MAPKUPOBKU MEANLIMHCKNX U3LENWIA.

EN 1041 CBefieHVA 0 MeAULIMHCKIX U3AENNAX, NpefoCcTaBAeMble NPOU3BoOANTENEM

1SO 15223 MepuumHckme wuspgenua. CuUMBOMbI, WCMONb3yemble C Haknenkamyv Ha MeAWLUUHCKUX W3fennax, MapKupoBKa WU
npepoctaBnaemas nHopmauua

YnakoBka

ENISO 11607-1 YnakoBKa MeAuLMHCKMX N34ennid, noanexawmx GuHnHom ctepunmnsannm. Yactb 1. TpeboBaHUA K MaTepuanam, CTepusibHbIM
6apbepHbIM CUCTEMAM 1 YNaKoBOYHbBIM CUCTEMAM.

ENISO 11607-2 YnakoBKa MeAUUMHCKNX U3AeNvi, noanexawmx GuHUWHon ctepunmsaumm. Yacto 2. TpeboBaHUA K BanmaaumMmu npoLeccos
bopmoBaHuA, repmeTr3aLmm N CO0PKM.

1SO 780 Ynakoeka. lpaduyeckme o603HaueHNA, NpUMeHAeMble 18 06paboTKN 1 XpaHEHNA YNaKOBOK.

KauectBo

ENISO 13485 MepanuunHckme nsgenna. Cuctembl ynpasneHna KauecTBOM.

YnpaBneHue puckamm

ENISO 14971 MeguunHckune nsgenus. NMpumeHeHre CMCTEMbI YNPaBAEHUA PUCKAMW K MEAULIMHCKAM M3AennaM.

EN 62366 MeguuunHckne nsgenua. NpumeHeHre NPOEKTUPOBaHNA SKCMyaTaLMOHHON NPUTOAHOCTU K MEAULIMHCKAM U3LeNNAM.

Crepununsaumna

ENISO 11135 Crepunusaumna MefvUMHCKOW npoaykuun. dTuneHokcma. Yactb 1. TpeboBaHuAa K paspaboTke, Banvpauuv u Tekyliemy
ynpaBneHuio NPoLecCcoM CTePUN3aLnm MegULIMHCKNX N3Aenni.

13. YTUIMU3AUUA
anMeHeHVIe n ytmnmsagyuio yCTp0I7ICTBa cnefyetr ocCywecTBnATb B COOTBETCTBUUN C 06LL|,EI'IpI/IH$ITOIZ MeNLMHCKOW I'IpaKTI/IKOﬂ n AeﬂCTByIOLLlI/IMI/I pernoHanbHbIMK,
rocyfapCTteeHHbIMA 1 d)e/qepaanblmm 3aKOHaMu 1 HOPMAaTUBHbIMUN NMOJTOXKEHUAMMW.

N3penuna MOTryT NpeACcTaBNATb NOTEHUMANbHYO 6VIOJ'I0FVILIECK)/IO OMacHOCTb Nocsie NPUMEHEeHNA.

B cnyuae noBpexaeHnsa ynakoBKkm 1 (Unn) nocie CTeYeHms Cpoka rogHOCTY 13genine Heo6xoaMMo YyTUIN3NPOBaTb B COOTBETCTBUM C MPaBuiaMmn 06palLeHrsa ¢ MeanLMHCKUMMN
otxofgamu knacca A cornacHo CanllvH 2.1.7.2790-10.

Mcnonb3oBaHHOe 3aenue NOANEXUT yTUAM3aLmMmn B COOTBETCTBMN C NPaBuiamMu ynpasneHna MeULMHCKUMMU oTxoaamm Knacca B cornacHo CaHlMuH 2.1.7.2790-10.
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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)
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