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LLE NAME OF MEDICAL DEVICE
Atlas Gold* PTA Balloon Dilatation Catheter,
shaft length 80 or 120 cm, variants:

I. Atlas Gold PTA Dilatation Catheter on 80 cm
Shaft

1. Atlas Gold PTA Dilatation Catheter - 12 mm X
2 cm Balloon on 80 cm Shaft

2. Atlas Gold PTA Dilatation Catheter - 12 mm X
4 cm Balloon on 80 cm Shaft

3. Atlas Gold PTA Dilatation Catheter - 12 mm X
6 cm Balloon on 80 cm Shaft

4. Atlas Gold PTA Dilatation Catheter - 14 mm x
2 cm Balloon on 80 cm Shaft

5. Atlas Gold PTA Dilatation Catheter -
4 cm Balloon on 80 cm Shaft

6. Atlas Gold PTA Dilatation Catheter - 14 mm X
6 cm Balloon on 80 cm Shaft

7. Atlas Gold PTA Dilatation Catheter - 16 mm X
2 cm Balloon on 80 cm Shaft

8. Atlas Gold PTA Dilatation Catheter - 16 mm x
4 cm Balloon on 80 cm Shaft

14 mm X

9. Atlas Gold PTA Dilatation Catheter - 16 mm x
6 cm Balloon on 80 cm Shaft

10. Atlas Gold PTA Dilatation Catheter - 18 mm X
.2 cm Balloon on 80 cm Shaft

11. Atlas Gold PTA Dilatation Catheter - 18 mm X
4 cm Balloon on 80 cm Shaft

12. Atlas Gold PTA Dilatation Catheter - 18 mm x

6 cm Balloon on 80 cm Shaft

13. Atlas Gold PTA Dilatation Catheter - 20 mm X
2 cm Balloon on 80 cm Shaft

14. Atlas Gold PTA Dilatation Catheter - 20 mm X
4 cm Balloon on 80 cm Shaft

15. Allas Gold PTA Dilatation Catheter - 22 mm X
2 cm Balloon on 80 cm Shaft

16. Atlas Gold PTA Dilatation Catheter - 22 mm X
4 cm Balloon on 80 cm Shaft

17. Atlas Gold PTA Dilatation Catheter - 24 mm x
2 cm Balloon on 80 cm Shaft

18. Atlas Gold PTA Dilatation Catheter - 24 mm x
4 cm Balloon on 80 cm Shaft

19. Atlas Gold PTA Dilatation Catheter - 26 mm X
2 cm Balloon on 80 cm Shaft

20. Atlas Gold PTA Dilatation Catheter - 26 mm X
4 cm Balloon on 80 cm Shaft
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HANMMEHOBAHWE MEAVNUWVHCKOIO U3AEJINA

KateTtep 6annoHHbIM aunataunoHHbIN ans
UPECKOXHOM  TpaHC/MOMMHANbHOMW  aH1MOMIacTUKK
(UTA) Atlas Gold*, BapmnaHTbl UCMOSTHEHUSA:

. KaTteTep 6anfioHHbI  gvnatauymMoHHbIA  Ans
UPECKOXKHOW  TPaHCMIOMWHANbHOA  aHTMONNacTUKN
(UTA) Atlas Gold gnnHoii 80 cwm:

L KateTep 0GannoHHbIA  AMNaTaUUOHHbLIA  Ans

YPECKOXXHOWM TPaHCNKOMUHaNbLHOW aHrnonnacTuku (UTA)
Atlas Gold gnuHolii 80 cm, pasmep 6ainoHa 12 Mm x 20 MM,

2. KateTep 6annoHHbIA  AuWnaTauMoHHbIA NS
YPECKOXHOI TpaHCNHOMUHaNLHOW aHrnonnacTnkn (UTA)
Atlas Gold gnuHoii 80 cm, pasmep 6annoHa 12 MM X 40 MM.

3. KateTep 06annoHHbIA  AMNaTaUWOHHBLIA  Ans
YPECKOXHOI TpaHCNKOMUHaNLHOW aHrnonnactnkn (UTA)
Atlas Gold gnuHoii 80 cm, pa3mep 6annoHa 12 MM X 60 MM.

4. KateTep OGa/IOHHBbIA  AWnaTauMoOHHbIA  AnA
YPECKOXHOWM TpaHCNHOMUHaNbHOW aHrnonnacTnkn (UTA)
Atlas Gold gnuHolii 80 cm, pasmep 6annoHa 14 MM X 20 MM,

5. KateTep  6GafnOHHbIA  AuMnaTauMoHHbIA  Ans
UPECKOXHOWM TpaHC/IIOMMHaNbHON aHrnonnactuku (UTA)
Atlas Gold gnvHolii 80 cm, pasmep 6annoHa 14 Mm x 40 Mm.

6. KateTep  6annoHHbI  AunaTauMoHHbIA 4N
YPECKOXHOW TpaHCNKOMUHaNbLHOW aHrnonnactukm (UTA)
Atlas Gold gnvHoli 80 cm, pasmep 6ainoHa 14 MM X 60 MM.

7. KateTep  6amOHHbIA  AWNaTaUMOHHBIA  ANs
YPECKOXHOWM TpaHCNHOMUHaNLHOW aHruonnactukm (UTA)
Atlas Gold gnuHoii 80 cm, pa3mep 6annoHa 16 Mm X 20 MMm.

8. Katetep  GafiOHHbIA  gunaTauMOHHBIA  4n1s
YPECKOXHOI TpaHCAHOMUHaNLHOW aHruonnactukm (UTA)
Atlas Gold gnuHoli 80 cm, pasmep 6annoHa 16 mm X 40 MMm.

9. KateTep  6GaNnOHHbIA  AWNATaUMOHHbLIA 4N
UPECKOXHOWM TpaHCMIOMUHaNbHOM aHrmonnactukn (UTA)
Atlas Gold gnunHoli 80 cm, pasmep 6annoHa 16 MM X 60 MM,

10. KateTep  6GannoHHbIA  gunaTauyuoHHbIA  Ans
UPECKOXHOWN TpaHCNIOMUHaNbHOM aHruonnactuku (UTA)
Atlas Gold gnuHoli 80 cMm, pa3mep 6annoHa 18 MM X 20 MM.

11.  Kartetep OanNoOHHbLIA  AMNaTaUMOHHbLIA  Ans
UPECKOXXHOIM TpaHCNHOMMUHaNbHOW aHrnonnacTukn (UTA)
Atlas Gold gnuHoli 80 cm, pasmep 6annoHa 18 mm x 40 Mm.

12, KateTep  6anfioHHbI  AvnaTauMoOHHbIA  AnA
YpPecKOXKHOI TpaHCMHOMMWHaNbHOW aHrnonnactTukn (UTA)
Atlas Gold gnnHoin 80 cm, pasmep 6annoHa 18 mm x 60 MMm.

13. KateTep  GanfoHHbIA  AvnaTauMOHHbIA  Ans
UPEeCKOXHOM TpaHCNIOMUHaNLHOW aHruonnactukn (UTA)
Atlas Gold gnuHoii 80 cm, pasmep 6anoHa 20 Mm X 20 MMm.

14. KateTep  6anfoHHbIA  AunaTauMoOHHbIA  Ans
YPECKOXHOIM TpaHC/MIOMUHaNbHOW aHrnonnacTnkn (UTA)
Atlas Gold gnuHoii 80 cm, pasmep 6annoHa 20 MM X 40 MM.



II. Atlas Gold PTA Dilatation Catheter on 120
cm Shaft

1. Atlas Gold PTA Dilatation Catheter - 12 mm x

2 cm Balloon on 120 cm Shaft

2. Atlas Gold PTA Dilatation Catheter - 12 mm x

4 cm Balloon on 120 ¢cm Shaft

3. Atlas Gold PTA Dilatation Catheter - 12 mm x

6 cm Balloon on 120 ¢cm Shaft

4. Atlas Gold PTA Dilatation Catheter - 14 mm x

2 ¢cm Balloon on 120 cm Shaft

5. Atlas Gold PTA Dilatation Catheter - 14 mm x

4 cm Balloon on 120 cm Shaft

6. Atlas Gold PTA Dilatation Catheter - 14 mm x

6 cm Balloon on 120 cm Shaft

7. Atlas Gold PTA Dilatation Catheter - 16 mm x

2 cm Balloon on 120 cm Shaft

8. Atlas Gold PTA Dilatation Catheter - 16 mm x
4 c¢m Balloon on 120 ¢cm Shaft

9. Atlas Gold PTA Dilatation Catheter - 16 mm x
6 ¢cm Balloon on 120 cm Shaft

10. Atlas Gold PTA Dilatation Catheter - 18 mm x
2 cm Balloon on 120 cm Shaft

11. Atlas Gold PTA Dilatation Catheter - 18 mm x
4 cm Balloon on 120 cm Shaft

12. Atlas Gold PTA Dilatation Catheter - 18 mm x
6 cm Balloon on 120 ¢m Shaft

13. Atlas Gold PTA Dilatation Catheter - 20 mm x
2 cm Balloon on 120 ¢cm Shaft

14. Atlas Gold PTA Dilatation Catheter - 20 mm x
4 ¢cm Balloon on 120 cm Shaft

15. Atlas Gold PTA Dilatation Catheter - 22 mm x
2 cm Balloon on 120 ¢cm Shaft

16. Atlas Gold PTA Dilatation Catheter - 22 mm x
4 ¢m Balloon on 120 ¢cm Shaft

17. Atlas Gold PTA Dilatation Catheter - 24 mm x
2 cm Balloon on 120 cm Shaft

15. Karerep OamnoHHBIE  AWNATALMOHHBIE  OaA
4pecKOXKHON TPaHCMOMUHANBHOH anrvonnacTuku (UTA)
Atlas Gold anunoit 80 oM, pasmep 6annona 22 MM x 20 MM,

16. Karerep OamoHHmifi  aunarauqoHHsif 1A
YpeckoxHOR TpaHCMOMMHATLHOH anrHomnacTHKH (UTA)
Atlas Gold anunoii 80 cm, pasamep Gannona 22 MM x 40 MM.

17.  Karerep OGannoHHbIH  AunaTaumoHHblif  ana
YPECKOXKHOHN TPAHCIIOMHHATEHOH aHrHonnacTukn (UTA)
Atlas Gold anutoti 80 oM, pasmep Gannona 24 MM x 20 MM,

18. Karerep OawioHHbili  AunaTauHoHHMK 1A
YpeckoxkHOR TpaHCMOMMHATEHON aHrHomnacTHKK (UTA)
Atlas Gold anuuoli 80 oM, pasmep Gannona 24 mm x 40 Mm.

19. Karerep OGannoHHuelli  aunaTaumoHHmi A
YPECKOKHOR TPaHCAOMMHANEHOH anwruonaactukk (YTA)
Atlas Gold anuxoit 80 e, pasmep Gannona 26 Mm x 20 MM.

20. Karerep OGamoHHEIF  aunaTaumMoHHbIE AN
4pecKOXKHOH TpaHCMOMHHATBHOH asrHonaacTuke (UTA)
Atlas Gold anunoii 80 cM, pasmep Gannoua 26 MM x 40 mM.

I  Karerep OGaanommuniii aunaTanmonnniii ans
apeckoxnodi TpancmoMBRanbBOE ANCHONAACTEKH
(UTA) Atlas Gold apnunoil 120 cm:

1. Karerep OannonHuii  aunataumMonHmii ana
9peckoXHOH TpaHcaloMunansHoft awrwonnacTuku (UTA)
Atlas Gold aannoi#i 120 cm, pasmep Gannona 12 MM x 20
MM.

2. Karerep OamnoHHmifi AWIATALUROHHMIN NS
ypeckoxHoH TpanchioMdHanbHOH aHrHonnactky (UTA)
Atlas Gold mamuohi 120 cm, pasmep 6awiona 12 mm x 40
MM.

3. Karerep OamonHwii  aunataunonHuit s
4peckoKHOH TpaHCIIOMUHANLHOH anrHomnacTukH (UTA)
Atlas Gold pnvmo# 120 cm, pasmep Gamtona 12 MM x 60
MM.

4. Karerep Oannonnmit  auaarauMoHHmi  ana
YypeckokHOH TpaHCMOMWHaNLHOH aHrHommacTuku (UTA)
Atlas Gold anunoit 120 cm, pasmep Gannona 14 MM x 20
MM.

5. Karerep OGajnosHbif aunatauMonHmiit  ama
YPECKONKHON TPAHCMIOMHHAIBHOK aHTHOIIacTHKH (UTA)
Atlas Gold anunoii 120 cM, pasmep Gannona 14 mm x 40
MM.

6. Karerep OGamnownwidi awnataumonssii s
ypeckoxHOH TpasHcmoMHHaNbHOM anrvonacTaku (UTA)
Atlas Gold anwmolt 120 cm, pasmep Gannona 14 MM x 60
MM.

7. Katerep Ganmonnnii  awnatauMoHHbii i
IPECKONKHOH TPaHCIIOMWHANLHOH aHrnorviacTukn (UTA)
Atlas Gold annuoli 120 cm, pasmep Gannona 16 Mm x 20
MM,

8. Karerep Gannownsiti  aunataguonHbii  ans
YpecKOXHOH TpancaoMuHanbHol aHrnonaacTiku (UTA)
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18. Atlas Gold PTA Dilatation Catheter - 24 mm x
4cm Balloon on 120 cm Shaft
19. Atlas Gold PTA Dilatation Catheter - 26 mm x
2cm Balloon on 120 cm Shaft
20. Atlas Gold PTA Dilatation Catheter - 26 mm x
4 ¢m Balloon on 120 ¢cm Shaft.

* hereinafter referred to as Medical Device (MD)
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Atlas Gold mtunoit 120 cm, pasmep Sannona 16 mm x 40
MM.

9. Karerep OGannouwel¥i  AunaTauMoHHmi 108
IpecKOXHON TpaHCHIOMHHANLHOH anrmonnacTiku (UTA)
Atlas Gold anwwoit 120 cm, pasmep Gamona 16 mm x 60
MM.

10. Karerep OGannoHueii aunaTauMoHHuiii  Ana
4peckokHOi TpaHcmoMuHanbHoW anrvonnacTuku (HTA)
Atlas Gold anueoi 120 cm, pasmep Gannona 18 mm x 20
MM.

1. Karerep OantoHHnii  aunarauMoHHbid 404
ypeckoxkHO# TpancmomHnanbHoll anrnonnactiku (UTA)
Atlas Gold anuso# 120 cm, pasmep 6annona 18 mm x 40
MM,

12,  Karerep OGannounniit  AunataunonHeit  ans
YPECKOKHOH TpaHCIOMHHANBHOH anrnomnactuxkn (MTA)
Atlas Gold anunoit 120 cm, pasmep Gamnona 18 mm x 60
MM,

13. Karerep Oamnonusifi AunatalMOHHWI  ANA
YpecKOXKHOH TpaHCAOMHRANBHON atHrHomnacTHky (UTA)
Atlas Gold anunoit 120 cm, pasmep Sannona 20 mm x 20
MM.

14. Karerep Oannonusfi  auwnarauwonnsth  na
4peckoXKHOH TpaHCHOMUHaNbHOH anrHonnacTuku (UTA)
Atlas Gold anunoti 120 cm, pasmep Gannona 20 mm x 40
MM,

15. Karerep Gannowueidt  aunatauvonHsid  a0a
ypeckoxHOH TpaHcaoMHHanGHOU anrHomnacTHikn (UHTA)
Atlas Gold anunoit 120 cm, pasmep Gannona 22 mM x 20
MM.

16. Karerep OGannonunii AWnaTauMOMHBIA  JuIN
YPeCKONHOR TpaHcOMUHANEHOH anrdomnacTin (UTA)
Atlas Gold anunoli 120 cmM, pasmep Gananona 22 mm x 40
MM.

17. Kaverep Oamnownoii  aunaraugoHHBiR - ana
YPECKOKHOK TpaHCMOMHHANBHOH anruomnacTukk (UTA)
Atlas Gold gnuno# 120 cm, pasmep Gamnona 24 mm x 20
MM,

18. Karerep OGanwnoHHLIH  AuUNATALMOHHLIA  Ana
ypeckoxHON TpaHcmoMuHanbHOH anrvonnactuku (UTA)
Atlas Gold anunoi#i 120 cM, pasmep Sannona 24 mm x 40
MM.

19. Karerep OGamnonnmi  aunatauuoHHuii  ans
4PECKOKHOW TpaHcmoMuHaNbHOW aHruonnacTuku (UTA)
Atlas Gold anunoii 120 cm, pasmep Gannona 26 mm x 20
MM.

20. Karerep Oamponubii aunaTauvMoHsasif  ana
YPECKONHOR TpancmoMHHaNEHOW anruonnactHku (UTA)
Atlas Gold annnoit 120 cm, pasmep G6annona 26 MM x 40
MM,

* uMeHyemoe B aanbHelimem kax MeguuuHckoe w3geawe
MH
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1 Legal Manufacturer:
Peripheral Vascular, Inc.
1625 West 3rd Street Tempe, Arizona 85281, USA.

.2 Developer:
Bard Peripheral Vascular, Inc.
1625 West 3rd Street Tempe, Arizona 85281, USA.

2.3 Manufacturing Site(s):

1. Bard Peripheral Vascular, Inc., 1625 West
3rd Street Tempe, Arizona 85281, USA
Biomerics FMI, 1605 Enterprise Street,
Athens, Texas, 75751, USA

2.

2.4 Authorized representative of the manufacture in

the Russian federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova
street, 2, bld. 3, floor 5, premises II, room 1, office
A-500.1 cabinet 5, tel.. +7 (499) 372-5002,
complaints_CIS@bd.com

2.1 OrBeTcTBeHHbBIH NPOH3BOAHTEIb:
bapa INepudepan Backsionap, Uuk., CILIA
1625 West 3rd Street Tempe, Arizona 85281, USA.

2.2 Pa3paboTunk:
bapn lNepudepan Backbsionap, Unk., CILIA
1625 West 3rd Street Tempe, Arizona 85281, USA.

2.3 Mecro Ilpon3BoacTBa:

1. Bard Peripheral Vascular, Inc., 1625 West 3rd
Street Tempe, Arizona 85281, USA
Biomerics FMI, 1605 Enterprise Street, Athens,
Texas, 75751, USA

2.

2.4 YnoaHOMO4YeHHbIH NPEeACTABATE]Ib NPOH3BOAHTEIN
B P@:

OO0LecTBO € OrpaHH4eHHOH OTBETCTBEHHOCTbIO "bapa
PYC" (OO0 «bapa PYC») Poccuiickas ®enepauus,
121596, r. Mocksa, ya. FopbyHoBa, aom 2, ctp. 3, aT. §,
noM. I, koM. 1, opuc A-500.1 kab. S, Ten.: +7 (499) 372-
5002, complaints CIS@bd.com

FHE MAIN INFORNMATION
MEDIC AL DENICT

ABOUT

MD Description
MD is a is a high-performance balloon catheter
consisting of an over-the-wire catheter with a balloon
fixed at the distal tip. The proprietary non-compliant,
low profile balloon is designed to provide consistent
balloon diameters and lengths even at high pressures.
Two radiopaque markers delineate the working length
of the balloon and aid in balloon placement. The coaxial
catheter includes a tapered atraumatic tip to facilitate
advancement of the catheter to and through the stenosis.
The proximal portion of the catheter includes a female
luer lock hub connected to the inflation lumen, and a
female luer-lock hub connected to the guidewire lumen.
The over-the-wire catheter is compatible with .035"
guidewire and is available in 80cm and 120cm working
lengths.

Packaged with every product is a profile reducing sheath
that is positioned over the balloon for protection before
use. A re-wrapping tool is also provided on the catheter
shaft to aid in re-wrap/refolding of the balloon.

Classification of the MD Knaccapukanus MeAHIHHCKOr0 H3e/IH
Class of potential risk of | 2b Knacc B 3aBucumoctd ot | 2b
use of the medical device NOTEHUWATBHOTO  PHCKa
NPHMEHEHHS
MERHLIMHCKOTO H3Je/Ins
Frequency of use Single use medical device | | [To KpaTHOCTH | MeanuuHckoe  u3aenue
NpPHMEHEHHSA: MH | oaHopazosoro
0HOPa30BOro NpUMEHEHHS
Device Category per 1SO | External NPUMEHEHHS
10993-1 Knaccudukauus MH | Hzaeawe,
Body Contact Blood coraacHo [SO 10993-1 NPHCOEAHHAEMOE H3BHE
- Bua koHTakta Kontakt ¢  cHcreMo#
Contact Duration <24 hours KPOBOOGpALLICHNS
ITponomkurenbHOCTD < 24 yacos
KOHTaKTa

OCHOBHDBIF
3 LR THH

Onucanne MU
MH npeacTaBaser BbICOKO3((PEKTHBHbIH
6annoHHbIi KaTeTep, COCTOALUHA W3 BBOAHMOro no
NPOBOAHHKY KateTepa ¢ OannoHOM, 3aKperuieHHOro Ha
OUCTATBHOM KOHYHKe. YHUKaNbHbl# HeaehopMHpyeMblii
HU3KONPOQHIbHBIH OaIOH COXPAHAET HEHU3MEHHBIMH
OMAaMETP M JUIHHY Aaxe MpH BLICOKOM JaBieHHH. [lBa
PEHTTEHOKOHTPACTHbIX Mapkepa o00o03HaualoT pabouyio
AuHy  GawioHa M ynmpolaloT  €ro  pasMeELUEHHeE.
KoakcuanbHblii  kaTeTep CHabX€H aTpaBMaTHYECKHM
KOHYUKOM, YMpOLIAIOIWIMM MPOBEJACHHE KaTeTepa K
CTCHO3HPOBAHHOMY YYacTKy H NPOABHXECHHE HEPE3 HETO.
[lpokcuManbHas 4acTb KaTeTepa COACPXKHMT THE30BOM
koHHekTop Jllodpa, coeauHEeHHBIWi C NpPOCBETOM A1
HaKa4YMBAaHHA, M  THe300BOH  koHHekTOp  Jhiodpa,
COeIMHEHHbBI C NPOCBETOM [UIS NMpPOBOAHWKA. BBoauMBbIi
no NPOBOJHHKY KaTeTep COBMECTHM ¢ npoBoaHukamu 0,035
moiiMa 1 umeet pabouyto anuny 80 cm u 120 cm.

B KOMIIEKT KaXaoro M3fenHus BXOAMT MNpEAOXpaHHTENb
6annoHa, KOTOpblii pacnonoraercs nosepx Gannoxa ans ero

CBE LEHIHSA

O NMEUHTTHCKOM

coboii
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The catheter does not have side holes.

e catheter should not have burrs, cracks, and other
hnological defects, the surface of the catheter should
be smooth and even; The outer surface of the effective
length of the catheter, including the distal end, should
not have technological and superficial defects and
should provide minimal trauma to the vessels during its
use.

3alMTHl A0 Mcnonb3oBaHKHA. Ha crepxHe katetepa Takxke
pacnonaraercs HHCTPYMEHT ans NOBTOPHOTO
CBOpa4YMBaHMA.

Karerep He umeeT GOKOBBIX OTBEPCTHiA.

H3nenus He NODKHBI HMETL 3ayCEHULEB, TPELUMH, U APYTHX
TEXHONOTHYECKHX  JeGeKTOB, MOBEPXHOCTL  H3AENHIi
AoJKHa ObiTh rnaakas M poBHas; HapyxHas noBepxHOCTb
a¢pdexTHBHON JUIHHBI KaTeTepa, BKIIOYas AHCTAIbHbIH
KOHEL, HE [JO/DKHAa HMETb TEXHONOTHYECKHX H
NOBEPXHOCTHbIX AedeKkTOB W JoMmkHa obecneunsarthb
MHHHMAIbHOE TPaBMHPOBAHHE COCYAOB B MpoLEcCe €ro
MCNONb30BAHHSA.

Intended use of MD

MD is indicated for use in Percutaneous Transluminal
Angioplasty of the peripheral vasculature, including the
iliac arteries and iliac and femoral veins, and for the
treatment of obstructive lesions of native or synthetic
arteriovenous dialysis fistulae. This device is also
indicated for post-dilatation of stents and stent grafts in
the peripheral vasculature. This catheter is not for use in

Ha3navenne MH

MH npeanasnayeHo N UCNONL3OBAHMA MPH YPECKOXKHOM
TPaHC/IIOMHHAILHONH  aHFHOMIACTHKH  nepudepruueckux
apTepHi, a TaKKe U1 1e4eHHA OOCTPYKTHBHbIX MOpPaXKeHHIA
HAaTHBHBIX  WIH  CHHTETHYECKHX  T€MOIHAIH3HbIX
apTEepHOBEHO3HbIX ¢ducryn. YcrtpoiicTBo TaKKe
NPEAHA3HAYEHO A NOCT-AMIATAUHH CTEHTOB W CTEHT-
rpagToB B nepugepuyeckux cocynax. Karerep He

The MD shall only be used by physicians trained in the

coronary arteries MpeAHa3sHauYeH /1A  MCNOAb30BaHMA B  KOPOHApHbIX
apTepHsX.

Conditions / scope of application YcaoBas / 061acTh NpHMEHEHHS

MD is a sterile, single use device. MU  npeacrasnser coboii  crepuiabHOoe  W3genue

OAHOPAa30BOr0 HCMNO/1b30BAHHA.
K wucnons3oBannio MU  ponxHbl AoNyCcKaTbCA TOJIbKO

MD is indicated for use in Percutaneous Transluminal
Angioplasty of the peripheral vasculature, including the
iliac arteries and iliac and femoral veins, and for the
treatment of obstructive lesions of native or synthetic
arteriovenous dialysis fistulae. This device is also
indicated for post-dilatation of stents and stent grafts in
the peripheral vasculature. This catheter is not for use in

performance  of  Percutaneous Transluminal | Bpauw, 00y4eHHble NPOBEAEHHIO YPECKOKHOH
Angioplasty. TPaHCIIOMHHANbLHOH aHTHOIUIACTHKH.
Indications Iokazanusn

npeAHa3sHa4eH /IS MCNOAbL3OBaHMA MNPH YPECKOXKHOM
TPaHC/IIOMHHANBLHOR  aHrHOTUIACTHKE — nepHgepHuecKHX
apTepHit, a TaKKe 11 Ie4EHHS 0OCTPYKTHBHBIX MOpPaXKEHHIH
HaTHBHBIX  WIH  CHHTETHYECKHX  FEMOAHAIH3HBIX
apTEpHOBEHO3HBIX ductyn. YcrpoiicTBo TaKkKe
NPEAHA3HAuYEHO IS MNOCT-AWIATaUHKW CTEHTOB H CTEHT-
rpapToB B nepudepHyeckux cocynax. Karerep He

reuse, reprocess, or re-sterilize.

2. This device has been designed for single use
only. Reusing this medical device bears the risk of
cross-patient contamination as medical devices —
particularly those with long and small lumina, joints,
and/or crevices between components — are difficult or
impossible to clean once body fluids or tissues with
potential pyrogenic or microbial contamination have
had contact with the medical device for an
indeterminable period of time. The residue of
biological material can promote the contamination of

coronary arteries. NpeAHa3HayeH I8 HMCMONb30BAHMS B  KOPOHapHBIX
apTepusx.

Contraindications IIporuBonokaszanus

There are no contraindications identified. [IporHBONOKa3aHHS HE BHIABNECHDI.

" Warnings Ipenynpexnenns
1. Contents supplied STERILE using ethylene | 1. Conepxumoe yNaKkoBKH TIOCTaBNfETCA
oxide (EO). Non-Pyrogenic. Do not use if sterile barrier [ CTEPUJIbHBIM, nans crepunusaumu  Mcnonb3oBaH
is opened or damaged. Single patients use only. Do not | stunenokcun  (30).  Anuporenno.  3ampeutaercs

MCNONb30BaTh, €C/IH CTEPHIbHBbIH 6apbep BCKPLIT WAH
nospexnaeH. Tonbko 1A HCNONB30BAHHA Yy OLHOrO
nauuenrTa. [loBTOpHBlE HCMONL30BaHHEe, 0OpaboTka M
CTEPHIIH3ALMSA 3aMPELLCHDI.

2. YcTpoHcTBO  mpeaHa3sHaueHO — TOABKO  Ang
OJHOKPaTHOro npumeHeHus. [loBropHoe ucnonb3oBanue
3TOr0 MEAWLIMHCKOTO YCTPOHCTBA COMPMKEHO C PHUCKOM
NEPEKPECTHOTO  3apa)KE€HHUA  MALMEHTOB,  MOCKONbKY
MEAWLIMHCKHE YCTPOHCTBA — B YaCTHOCTH Te, KOTOpbie
MUMEIOT JUTMHHbIA M y3KUH MPOCBET, TOYKH COEAHHEHHSA
WHAKM 3a30pbl MEXI1Y KOMMNOHEHTaMH, —TpPYAHO WIH
HEBO3MOXKHO OYHCTHTH MOCNe KOHTaKTa GHONOrMuYecKHx
XKUAKOCTEH WIH TKaHe#, MOTEHLMANbHO COAEPXKALUMX
NUPOreHHbIE  BELIECTBA  WJIH  MHMKPOOPraHH3MbI,C
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device with pyrogens or microorganisms which
imay lead to infectious complications.

3 Do not resterilize. After resterilization, the
sterility of the product is not guaranteed because of an
indeterminable degree of potential pyrogenic or
microbial contamination which may lead to infectious
complications.  Cleaning,  reprocessing,  and/or
resterilization of the present medical device increases
the probability that the device will malfunction due to
potential adverse effects on components that are
influenced by thermal and/or mechanical changes.

4. To reduce the potential for vessel damage, the
inflated diameter and length of the balloon should
approximate the diameter and length of the vessel just
proximal and distal to the stenosis.

5. To reduce the potential for stent or stent graft
damage and/or vessel damage from the stent or stent
graft, the diameter of the balloon should be no greater
than the diameter of the stent or stent graft. Refer to the
stent or stent graft IFU for safety information including
the WARNINGS, PRECAUTIONS, and potential
ADVERSE EFFECTS regarding the use of balloon
post-dilatation.

6. When the catheter is exposed to the vascular
system, it should be manipulated while under high-
quality fluoroscopic observation. Do not advance or
retract the catheter unless the balloon is fully deflated.
If resistance is met during manipulation, determine the
cause of the resistance before proceeding. Applying
excessive force to the catheter can result in tip breakage
or balloon separation.

7. Do not exceed the RBP recommended for this
device. Balloon rupture may occur if the RBP rating is
exceeded. To prevent over pressurization, use of a
pressure monitoring device is recommended.

8. After use, this product may be a potential
biohazard. Handle and dispose of in accordance with
acceptable medical practices and applicable local, state,
and federal laws and regulations.
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MeAMLMHCKUM YCTPOCTBOM B TeUeHWe HeomnpeaeNieHHOro
nepvoga BpemeHn. OcTaTKu GMONOrMYECKOro Matepuana
MOTYT  CMocoGCTBOBAaTb  3arpsi3HEHWI0  YCTPOIACTBa
MUPOTEHHbIMU  BELLECTBAMM WM MUKPOOPraHU3Mamm,
KOTOpble ~ MOFyT  NPUBECTM K  MH(EKLMOHHbBIM
OC/IOXKHEHMSIM.

3. lMoBTOpHAasa cTepunmusauma 3anpelieHa. [locne
MOBTOPHOM  CTepuaM3auuyM  Helb3s  rapaHTMpOBaTb
CTEPUNBLHOCTbL M3AENNs 13-3a HEBO3MOXHOCTY OMNpeaenThb
CTeneHb 3arpssHeHUs MNUPOreHHbIMW BeLLeCTBaMU WK
MUKpPOOpraHu3Mamu, KOTOpble  MOryT MNpUBECTU K
MH(EKUMOHHBIM  OCNIOXKHEHMSIM.  OuMCTKa, MNOBTOPHbIE
06paboTKa n/vnu cTepunusaums LaHHOro MeAuLUHCKOro
YCTPOICTBA MOBLILIAKT BEPOATHOCTb €r0 HEeUCMPaBHOCTM
M3-3a  OTpULATE/IbHbIX  MOCMEACTBUMA,  BbI3BaHHbIX
TepMuyeckoli  06paboTKoin  u/uam  MexaHW4eCKUMM
N3MEHEHUAMMW ero KOMMOHEHTOB.

4. UTo6bl CHU3WTb PUCK MNOBPEXAEHWA COCY[AO0B,
OVaMeTp W [ANUHA HAKayaHHOro 6ansioHa  O/MKHbI
npnM6In3nTeNIbHO COOTBETCTBOBATL AMameTpy W AAMHE

cocyfa MPOKCUMASIbHO W JUCTaNlbHO OTHOCUTE/IbHO
CTEHO3MPOBAHHOIO0 yyacTKa.
5. UTOObl CHM3WUTb PUCK MNOBPEXAEHMS CTEHTa WM

CTEHT-Fpa(pTa, a TakKXXe noBpexaeHna cocyga CTEHTOM 1n
CTEHT-I’pa(*)TOM, anameTp 6annoHa He [10/MKeH npesblLLlaTb

AMaMeTp CTeHTa Wanm  CcTeHT-rpadra. OTHOCUTENbHO
NH(opMauun no 6e30MacHoOCTH, BK/tOYas
MPEAYMNPEXOEHWA, MEPbI
MPEAOCTOPOXHOCTHU n BO3MOXXHbIE
HEXENATEJIbHbIE ABJIEHNA. CBSi3aHHble c
MCMOMb30BaHNEM  GaNNOHHOW  mocTAMnatauumn,  CM.

WHCTPYKUMKO NO NPUMEHEHNIO CTEHTA WA CTEHT- rpa(pTa.

6. Mpw BBEIEHWM KaTeTepa B COCYAUCTYIO CUCTEMY UM
cnefyeT  MaHUMynMpoBaTh Noj  BbICOKOTOYHbIM
PEHTreHOCKOMMUYEeCKNM  KOHTponeMm. He npoasuraiite
Brepes W He OTBOAMTE Ha3afj KaTeTep, eciv BGansioH He
MONHOCTbIO CAYT. ECAM Npu MaHWUNynAauMAX C KaTeTepom
OllyLIAeTCA  COMpPOTUB/IEHWE,  OMpefenuTe  NPUYUHY
COMPOTUB/EHNS, MpPeXAe Yem MpoLOo/KaTb MpoLesypy.
MpuNoXeHWe K KaTeTepy Ype3MepHOro YCuiusa MOXeT
MPMBECTV K MOBPEXAEHUIO KOHYMKA WU OTAENEeHMNIO
6annoHa.

7. 3anpeLiaeTca MnpesbilLaTb HOMUHAMILHOE AaB/eHune
paspbiBa, PEKOMEHA0BaHHOe Ans ycTpolicTea. B cnyuae
MpPeBbILLEHNA 3TOr0 NOKa3aTens MOXeT NPOM30NTN paspbiB
6annoHa. Bo u3bexaHue MpeBblleHUs  LaBfiEHUS
PeKOMeHAyeTCs MCNo/b30BaTb YCTPOWCTBO A1 KOHTPONS
AaB/eHns.

8. lNocne uncnonb3oBaHMA 3TO  U3JENME  MOXKET
npeAcTaBnAaTb COB0A OGMOMNOrMYECKYtD OMacHoCTb. [lpu
obpauieHn ¢ 3TUMK MaTepuanamm W WX yganeHunm B
OTX0Abl  BbINOMHANTE  TpeboBaHUS  OOLLENPUHATOIA
MEAVUMHCKOW MPaKTUKA W MPUMEHUMbIX  MECTHbIX,
pernoHanbHbIX W 06LWEerocyfapCTBEHHbIX 3aKOHOB MU
HOPMaTMBHbIX aKTOB.



sible side efTects when using a MD

jlhe complications which may result from a peripheral
[blloon dilatation procedure include:

Acute thrombotic occlusion

Additional intervention

Allergic reaction to drugs or contrast medium

Aneurysm or pseudoaneurysm

Arrhythmias

Balloon rupture

Balloon getting stuck on stent

Distal embolization (PE)

Hematoma

Hemorrhage, including bleeding at the puncture
site

Hypotension/hypertension

Inflammation

Leg edema

Occlusion

Pain or tenderness

Pneumothorax or hemothorax

Sepsis/infection

Shock

Short term hemodynamic deterioration

Stent disruption or dislodgement with balloon
insertion

Stroke

Thrombosis

Vessel dissection,
spasm.

perforation, rupture, or

Precautions

1. Carefully inspect the catheter prior to use to verify
that catheter has not been damaged during shipment
and that its size, shape, and condition are suitable for
the procedure for which it is to be used. Do not use if
product damage is evident.

2. MD shall only be used by physicians trained in the
performance  of  Percutaneous  Transluminal
Angioplasty.

3.The minimal acceptable sheath French size is printed
on the package label. Do not attempt to pass the PTA
catheter through a smaller size sheath introducer than
indicated on the label.

4. Do not remove the guidewire in situ to shoot contrast
through the wire lumen or perform a wire exchange.
If the wire is removed while the balloon catheter is
situated in tortuous anatomy, the risk of kinking the
catheter is increased.

5. Use the recommended balloon inflation medium (a
range of 30-50% contrast medium / a range of 50-
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Bo3mMOXHbIe M060YHbIE AeCTBUS MPU MCMO/Ib30BaHNM
MIA

OCnoXHeHWs,,  BbI3BaHHbIE  MPOBeAeHUEM  6GanfoHHON
Aunataumm Ha nepudepuyecknx cocyaax, MoryT BK/IKOYATb:

ocTpas TPOM60TUYECKASA OKKHO3UA

[OMONHUTEIbHOE BMeLLaTeNbCTBO;

annepruyeckas peakums Ha npenapartsl
KOHTPAaCTHOE BelLLIeCTBO;

aHeBpu3Ma WK N0XHas aHeBPU3ME;

apuTMuns;

pa3pbiB 6aNnnoHa;

3acTpeBaHMe 6as0Ha Ha CTeHTe;

AncTanbHas ambonusa (nerovyHas ambonus);

remaToma;

KpPOBOTEYEHME, BKIHOYAA KPOBOTEYEHWE B MeCTe
MyHKUWK,;

TMNOTEH3NA/TUMNEPTEH3NS;

BOCNasneHue;

OTEK HUKHEW KOHEYHOCTU;

OKK/O31;

60/1b UK 60/1€3HEHHbIE OLLYLLEHNS;

NMHEBMOTOPAKC W/IM FeMOTOPAKC;

Cencuc u NHgexkLmns;

LLIOK;

KPaTKOCPOYHOE HapyLUeHMe reMogUHaMUKN;

paspbiB WM CMELLEHMe CTeHTa Npu BBeAeHUU
6annoHa;

WHCYNbT;

TPOM603;

paccroeHue,
cocyja.

nnm

npoGo/eHne, paspbiB  WAW  CMasm

Mepbl NpPesoCcTOPOXKHOCTU

1 Mepes wMcnonb3oBaHMEM — KaTeTep  TLLATeNIbHO
OCMaTpuBaloT, UTOObl UCK/OUYUTL MOBPEXAeHUs U3-3a
TPaHCMNOPTMPOBKN U y6efMTbCA B COOTBETCTBMM pasMepa,
(hopMbl 1 COCTOSHUA KaTeTepa Npoueaype, 418 KOTOpOoi OH
npegHasHavaetcs. [Mpu  HaIMuMKM  ABHBIX MOBPEXAeHUI
NCNONb30BaHNE U3LeNnsa 3anpeLLeHo.

2. K wucnonb3oBaHnio MW  [o/mkHbl - JonycKaTbecA
TONbKO Bpauu, O0OYyYeHHble MPOBELEHUNIO UPECKOXHOM
TPaHCNHOMMWHANBLHON aHrMONNaCTUKN.

3. MUWHUMaNbLHO AONYCTUMbI pasmep MHTPOAbHOCEpa
no (hpaHLy3CKOIi LKa/e fuamMeTpa KaTeTepoB HanevyaTaH Ha
3TUKETKe YNaKoBKKW. 3anpeLlaeTcs NPoABUraTb KaTeTep 415
UTA 4epes uWHTpoAblOCEp, pasMep KOTOPOro MeHblue
YKa3aHHOI0 Ha 3TUKETKE.

4. 3anpeluaetca N3BNneKaTb pa3meLLeHHBbI
NPOBOAHWK, YTOObI MOAaTb KOHTpPacTHOe BELLecTBO Yepes
NnpocBeT ANs NPOBOAHMKA WUIN CMEHUTbL NPOBOAHUK. Ecin
M3Bnedb  MPOBOAHMK,  KOrja  Oaj/loOHHbIA  KaTeTep
pacnofioXXeH B W3BMAUCTOM COCyfe, BO3pacTaeT puUCK
nepernba KareTepa.

6annoHa
BellecTBa (pacTBop

5. Ans HakKaumBaHus
peKkoOMeH0BaHHbIe

UCMOMb3yoT
n3 30-50 %

8



X% sterile saline solution). It has been shown thata
30/70% contrast/saline ratio has yielded faster
balloon inflation / deflation times. Never use air or
other gaseous medium to inflate the balloon.

6.If resistance is felt during post procedure withdrawal
of the catheter through the introducer sheath,
determine if contrast is trapped in the balloon with
fluoroscopy. If contrast is present, push the balloon
out of the sheath and then completely evacuate the
contrast before proceeding to withdraw the balloon.

7.If resistance is still felt during post procedure
withdrawal of the catheter, it is recommended to
remove the balloon catheter and guidewire/introducer
sheath as a single unit.

8.Do not continue to use the balloon catheter if the shaft
has been bent or kinked.

9. Prior to re-insertion through the introducer sheath, the
balloon should be wiped clean with gauze, rinsed
with sterile normal saline, and refolded with the
balloon re-wrap tool. Balloon re-wrapping should
only occur while the balloon catheter is supported
with a guidewire

DIREICTTONS FORUST

Dilatation Catheter Preparation

1. Remove Catheter from package.

2. Verify the balloon size is suitable for the procedure

and the selected accessories accommodate the catheter

as labeled.

3. Remove the balloon guard by grasping the balloon

catheter just proximal to the balloon and with the other

hand, gently grasp the balloon protector and slide
distally off of the balloon catheter.

4. Slide the re-wrap tool to the proximal end of the
catheter shaft.

5. Prior to use, the air in the balloon catheter should be
removed. To facilitate purging, select a syringe or
inflation device with a 10 mi or larger capacity and fill
approximatety half of it with the appropriate balloon
inflation medium (30-50% contrast medium / 50-70%
sterile saline solution). Do not use air or any gaseous
medium to inflate the balloon.

6. Connect a stopcock to the balloon inflation female
luer hub on the dilatation catheter.

7. Connect the syringe to the stopcack.

8. Hold the syringe with the nozzle pointing downward,
open the stopcock, and aspirate for approximately 15
seconds. Release the plunger.

9. Repeat step #8 two more times or until bubbles no
longer appear during aspiration (negative pressure).

KOHTpacTHOro  BemmectBa/S0-70 %  cTepuabHOro
¢mamonoruveckoro  pactsopa).  JlokasaHo, u4TO npw
HCMO/B30BAHUK pacTeopa KOHTPACTHOTO

BOWIECTBA/(PH3IKOIOrHHECKOTO PpACTBOpPA B mponopuwy 30/70
% Bpems HaxauMBaHMA/CIyCKaHWA GauioHa cokpauiaeTca.
3anpewaeTca NPUMEHATh BO3AYX WK WHEIE ra3o00pasHbie
BEILeCTBa ANA HAKAYHBaHUA GannoHa.

6. ITpH BO3ZHMKHOBEHHM COMPOTHBACHUA 8 MOMEHT
H3B/ICUCHHA KATETEPA Yepe3 WHTPOABIOCEP NOJA KOHTpONEeM
PEHTIEHOCKOITHH OTIPEACIINTE, HE OCTANOCH JIN KOHTPACTHOS
pemectso B OGamnone. [lpu HanHuuKW  KOHTPacTHOro
BElIECTBA M3BNAEeKMTE OannoH W3 HHTpoabiocepa H
NONHOCTHLIO YAANUTE KOHTPACTHOE BEIIECTBO Nepen
H3BJIEYCHUEM GanoHa.

7. Ilpy BO3HMKHOBEHMH CONPOTHBNEHHA B MOMEHT
H3BJICHCHHA KATCTEPA MOCAE NPOLEAYPb! PEKOMEHAYETCH
u3Be4b GAIOHHBIH KaTeTep ¥ MPOBOAHKK/MHTPOABIOCED B
cGope.

8. B cnyuae wiruba wim nepernba
GannoHHOrO  xaTeTepa  jsanbHeliwee
3aMPEIICHO.

9. Iepen nOBTOPHBLIM BBEACHHEM YEPE3 HHTPOALIOCED
GaION NMPOTHPAIOT HAYMHCTO  Mapiel, RPOMBIBAIOT
CTEPUABHBIM (DHIHOMOTHMECKUM PAcCTBOPOM MW MOBTOPHO
CBOPAMHBAIOT C MOMOIUBIO WHCTPYMEHTA AR MOBTOPHOTO
ceopauuBaHuA  OGauioHa. [loBTopHOEG  cBOpAuHBaHME
OannoHA AOMYCKAETCH, TONBKO €cn OannoHHWiA Karetep
TIOAAEPKHUBACTCA MPOBOAHHKOM WIIH CTHACTOM.

CHOCOL TIPHNITT DI

CTepXKHA
HCMONbL30BaHHE

IIOAroTOBKA ARNATANOHHONO KATETEPR
1. H3BnexuTe KaTerep H3 YNAKOBKA.
2. TpoeepbTe COOTBETCTBHE pasMepa Gannona npotieaype 0

COOTBETCTBHE BLIOPAHHOTO JAOTIONRHTENLHONO
ofopyaoBauns TpeGoBaHMAM, YKAIBHHEIM A% KaTETepa.

3. Caumure zammry Gainosna W wi3snexure ctner. Jns
3TOrO YAepkupaiiTe GannonHblif KaTeTEp NPOKCHMANERO
MO OTHOWICHHIO K SAUTOHY M CHUMMHTE 3aKHTY GanioHa ¢
GannoHHoro kxarerepa B QUCTAIBHOM Hanpasnesn,
OCTOPOKHO YACPXKHBad ee npyroi pykoit.

4, [lposeauTte HKCTPYMEHT A MOBTOPHOIO CROPAYHBAHUS
K MPOKCHMANBHOMY KOHUY CTEPXHA KATETEPA.

5. lNepea npumenennem oGA3ATENLHO CTPABHTE BOAMYX U3
GannonHoro karerepa. JIng 3TOro ¢ MOMOIBIO WNpHUA
WIH YCTpolicTea ANA HakauyHBaHua obbeMom He menee 10
MJI ANMOIHATE GAIOH COOTBEICTBYIOMAM BEL{ECTBOM
Anf  HakauuBaHua  Ganona — npHOMMMTENHRO
HanonosuHy (pacTBopoM H3 30-50 % xoHTpacTHOrO
BeuecTea/50-70 % CTEpPWIBHOTO  (PH3RONOTHIECKOTO
pacTBOpa). 3anpeinaerca NPUMEHAT: BO3AYX WM
ra3zoo0pasHbIC BEIISCTBA Ui HakauuBanua GannoHa.

6. Moacoeauumute 3anmopHBIfi KianaH K THE3AOBOMY
KonWekTopy Jliospa anA HakauWBaHus OannoHa,
PacONOKEHHOMY Ha IUTATALMOHHOM KaTeTepe.

. INoncoeantuTe NPULL K 3aTIOPHOMY KIANAHY.

. Jlep#a mnpui BHITYCKHBIM OTBEPCTHEM BHH3, OTKpOHTE
3anopHLIA KianaH W OoTKauuBalite BO3AYX B TeueHue
npubnusuTensHo 15 cexyra. OTnycTuTe NOpIICHS.

9. Mopropure 3ran No8 eme naBa pasa WiH X0

HCUE3HOBEHMA MNy3bipedl NpW OTKAYMBAHHM BO3IAYXA
{npu3nak orpuuarensHoro aasneHns). Ilo sasepuwiennn
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completed, evacuate all air from the barrel of the
inge/inflation device.

10. Prepare the wire lumen of the catheter by attaching
syringe to the wire lumen hub and flushing with sterile
saline solution.

Use of the Dilatation Catheter

1. Backload the distal tip of the MD over the pre-
positioned guidewire and advance the tip to the
introduction site.

2. Advance the catheter through the introducer
sheath and over-the-wire to the site of inflation. If the
stenosis cannot be crossed with the desired dilatation
catheter, use a smaller diameter catheter to pre-dilate
the lesion to facilitate passage of a more appropriately
sized dilatation catheter.

3. Position the balloon relative to the lesion to be
dilated, ensure the guidewire is in place and inflate the
balloon to the appropriate pressure.

4. Apply negative pressure to fully evacuate fluid
from the balloon. Confirm that the balloon is fully
deflated under fluoroscopy.

5. While maintaining negative pressure and the position
of the guidewire, withdraw the deflated dilatation
catheter over-the-wire through the introducer sheath.
Use of a gentle clockwise motion may be used to help
facilitate catheter removal through the introducer
sheath.

Balloon Reinsertion
Precaution:
¢ Do not continue to use the balloon catheter if
the shaft has been bent or kinked.

e Prior to re-insertion through the introducer
sheath, the balloon should be wiped clean with
gauze, rinsed with sterile normal saline, and
refolded with the balloon re-wrap tool. Balloon
re-wrapping should only occur while the
balloon catheter is supported with a guidewire.

1. Load the balloon catheter onto a guidewire.
2. Advance the balloon re-wrap tool over the catheter
to the proximal end of the balloon.

3. Grasp the catheter shaft just proximal to the balloon
with one hand, and with the other hand gently slide the
rewrap tool over the balloon to the catheter tip and then
back over the balloon to the catheter.

4. Slide the re-wrap tool to the proximal end of the
catheter shaft.

MONHOCTBIO  YAalHTe BO3AYX
WAPHLA/YCTPOACTBA AN HAKAYMBAHHS.

M3  Kopmyca

10. TloarorobTe npocBeT ANA NPOBOAHHWKA KaTeTepa,

NPUCOEAMHHB LUNPHLL K KOHHEKTOpY NpocBeTa Ans
NPOBOJHHKA H NMPOMbIB CTEPHUILHLIM QH3HONOTHUECKHM
pacTBopoM

l]plmenemle AHJIATALHOHHOr0 KaTeTepa

1.

HaneHbTe AucTanbHbiit koHunk MU Ha npeaBapuTensHO
BBEJCHHbIA NPOBOAHHK M TNPOABHHLTE KOHYHK B MECTO
BBE/ICHHA.

[ponBunbTe KaTeTep uepe3 WHTPOABIOCEP H NO
NPOBOAHMKY K  MecTy  Hakauusanua.  [lpu
HEBO3MOXHOCTH MPOHTH CTEHO3MPOBAHHBIA Y4acTOK
HeoOXONHMBIM IMNIATALHOHHBLIM KaTeTEpOM CHauana
NPEBAPHTENBHO PaCLIMPLTE MOPAKEHHLIA Y4acTok ¢
NOMOULBIO KaTeTepa MEHbIIETO AHAMETPA, YTOObI
obnerunTe NpPOABWKEHHE AWIATALMOHHOTO KaTeTepa
Gonee noaxoasutero pasmepa.

. Pacnonoxure 6ann0H 0KONO NOpaKEHHOTO yyacTka, rae

NAaHHpyeTca AWaTauus, ybeaurecs, YTo NPOBOAHHK HeE
CMECTHJICA, W Hakauaiite OanioH g0 Heobxoaumoro
JaBMIEHHA.

Yrobbl MONHOCTBLIO YAAIHTb XHAKOCTb M3 GauioHa,
co3naiiTe oTpuuaTtenbHoe aaeneHue. Iloa koHTponem
peHTreHockonuu ybGeauTech, uTO OANNOH NONHOCTBHIO
CAYIUEH H B HEM HE OCTaNOCh KOHTPACTHOrO BELLECTBA.

. ﬂozmepmuaan OTPHUATEIIbHOEC /ABJICHHEC H HE MCHAS

NONOXEHHUA NPOBOAHHKA, YAEpXHBaiTe O6annoHHLIH
KaTeTep OKONO HHTPOABIOCEPA H H3BJECKHTE CMYLICHHbIH
AWNATAUHOHHLIA  KaTeTep N0 NPOBOAHHMKY uepe3
nHTpoantocep. Jlna obneryeHns npoBeseHUA Karerepa
uyepe3 HHTPOABIOCEP PEKOMEHAYETCA CJierka BpalliaTh
KaTeTep M0 4aCOBOH CTpeJKe.

ITosTopHOe BBeAenHe GasLiona
IIpenocrepexenue.

—

. OnHoit

B cnyuae u3ruba unu neperuba crepxns 6annowHoro
KaTeTepa AajibHeiLIee HCNOb30BAHHE 3aNpeLLEHO.
lNMepen nNOBTOpHBLIM BBEAEHHEM Yepe3 MHTPOALIOCEP
6annoH NpOTHPAOT HAYMCTO Mapnei, MNpPOMbIBAIOT
CTEPUIILHBIM (PHUIHONOrHYECKHM PaCTBOPOM H MOBTOPHO
CBOPaYyHBAIOT C NOMOLLUBIO HHCTPYMEHTA 1S MOBTOPHOIO
csopaunBaHua Oassona. TloBTOpHOE CBOpauHBaHue
6annoHa nonyckaeTcs, TONbKO eciH 6anIOHHBIH KaTerep
NOIEP)KHBAETCR NPOBOAHHUKOM HIH CTHIETOM.

. HanenvTe 6announbiii karerep Ha NPOBOAHKK.
. [lponsuubTe

HHCTPYMEHT ans NOBTOPHOro
cBOpayHBaHua 6an10Ha No KaTeTepy K NPOKCHMANbHOMY
koHLy 6annoHa.

pYKOit yaAepxHBaifTe CTepkKeHb Karerepa
NPOKCUMAIBLHO 10 OTHOWEHHKIO K OGamnoHy. [lpyro#
pyKOH OCTOPOXHO NPOBEAMTE HHCTPYMEHT A0S
NOBTOPHOrO CBOpaYHBaHHA MO OannoHy Kk KOHYHKY
Karerepa, a 3aTeM obpaTHo no 6an0Hy K KaTeTepy.

. [lpoBeanTe HHCTPYMEHT AN MOBTOPHOFO CBOPaYHBaHHS

K NPOKCHMAIbHOMY KOHLLY CTEPXHA KaTeTepa.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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advance the balloon catheter over the pre-positioned
jwire to the introduction site and through the
lucer sheath. If resistance is encountered, replace
fie previously used balloon catheter with a new

illoon.

"Continue the procedure according to the “Use of the
Dilatation Catheter” section herein.

Equipment to use with the device

Contrast medium

Sterile saline solution

Luer lock syringe/inflation device with manometer

(10 ml or larger)

Appropriate introducer sheath and dilator set

.035" guidewire

TECHNICAL DESCRIPTION

Atlas

Gold PTA Dilatation Catheter/

5. MNpoaBuHbTE GaINOHHLIA KaTeTep MO MpeLBapUTEIbHO
BBEIEHHOMY MPOBOAHWKY K MECTY BBEAEHUA W 4epes
MHTpOAboCcep. ECnM BO3HWMKAaeT COMpPOTWUB/IEHWE, TO
3aMeHWTe UCNonb3yemblii B KaTeTepe 6annoH HOBbLIM.
MpogomkaiiTe Npoueaypy, cnefys yKkasaHUsM B MyHKTe
“I'puMeHeHMe AnnaTayuMoHHOro Karetepa”.

Heobxognmoe obopygoBaHue

e KOHTpacTHOe BeLLECTBO

e CTepuwbHbIA (U3NONOTNYECKUIA pacTBOpP

e LUnpuy, c 3anopHbIM MeXaH13MOM

Jto3palycTpoicTBO 4/1 HaKaumBaHus C
MaHomeTpom (0T 10 mn)

» [loaxoasuinii KOMNNEKT UHTPOAbIOCEPA U
pacLmpuTens

e TlpoBogHuk 0,035

TEXHWYECKOE OMMNCAHNE MU

TpaHCAOMUHaNbHOM aHrnonnactukm (UTA) Atlas Gold

Item Number/
KaTanoxHblit
Kop

ATG80122

ATGI20122

ATG80124

ATG120124

ATG80126

ATG120126

ATG80142

ATG120142

ATG80144

ATG120144

ATG80146

ATG120146

ATG80162

Catheter Length
(cm)/
OnvHa kaTtetepa
(cwm)

80
120
80
120
80
120
80
120
80
120
80
120

80

Balloon
Diameter (mm)/
OnameTp
6annoHa (Mm)

14
14
14
14

16
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Balloon length
(mm)/AnnHa
6annoHa (Mm)

20
20
40
40
60
60
20
20
40
40
60
60

20

KaTteTep 6annoHHbIA AnNaTauMoHHbIA  A/s

Nominal Pressure(NP),
(ATM, kPa)/
HomuHanbHoe
paenerue (NP), (ATM,
KIMa)

6atm = 607.95 klMa
6atm = 607.95 klMa
6atm = 607.95 klMa
6atm = 607.95 kMNa
6atm = 607.95 kMa
6atm “ 607.95 klMa
6atm =607.95 klMa
6atm =607.95 klMa
6atm =607.95 klMa
6atm =607.95 klMa
6affn =607 95 kIMa
6afm =607.95 kIMa

6al'T =60795 klMa

UPECKOXKHOIA

Rated Burst
Pressure(RBP),
(ATM, kPa)
/MakcumanbHo
[onyckaemoe
[aBneHue,
(RBP), (ATM,
KIMa)

IRaim= 1X21 85 kIa
18atm= 1823 85 k[Ma
18atm= 1823.85 kMMa
18alm= 1823.85 kMa
18atm= 1823.85 k[a
18atm= 1823.85 k[a
18atm= 1823.85 kIa
16atm =1621 2 kla
16atm =1621.2 klMa
16afm =1621 2 kIMa
16aHNn=1621 2 kla
16alm =1621 2 kMa

16atm =1621 2 kla



120162 120 16 20 6atm = 607,95 xI1a Latm = 1418.95 x1ls
ATG80164 80 16 40 4aim =405.3 xT1a 14atm = 141855 xfTa|
ATG120164 120 16 40 datm = 4053 x 14am = 1418.55 xTla|
ATGB0166 30 16 60 4atm =405.3 x1a 14sim = 1418.55 xila|
ATG120166 120 16 60 4gtm = 4053 xTla L2atm= 12153 xITs
ATG80182 30 18 20 4atm =405.3 xTla 2stm = 12159 ulla
ATG120182 120 18 20 4gim = 4033 «la 18atm = 1823.85 ITa
ATG80184 30 18 40 6atm = 607.95 xTla 18atm = 1823.85 glla
ATG120184 120 18 40 = 6075 18atm = 1823,85 uTlal
ATG80186 80 18 60 Gam = 607.95 xlis 18atm = 182385 «Ila
ATG120186 120 18 60 Gatm = 607.95 kTla 18atm = 1823 85 xflal |
ATG80202 30 20 20 6aim = 607.95 «lle 18aim = 1823.85 sTla]
ATG120202 120 20 20 Gatm = 607,95 &Tla 182tm = 1823.85 xla|
ATG80204 80 20 40 Gaim = 607.05 xlla 18atm = 1823.85 ¢l
ATG120204 120 20 40 Gatm = 607,95 slla 16atm =1621.2 xTla

| ATG80222 80 22 20 Gatm = 607.95 xlla 16atm =1621.2 xlla
ATG120222 120 22 20 Gatm = 607,95 xTla 16atm =1621.2 «Tla
ATGR0224 80 22 40 Gatm = 607.95 «Tls 16am =1621.2 klls
ATG120224 120 22 40 6atm = 607.95 «lla 16atm =16212 Tia
ATG80242 20 24 20 Gatm = 607.95 elle 16am =16212 «Tla
ATG120242 120 24 20 6atm = 607,95 x[Ta 14stm = 1418.55 Wila
ATG80244 30 24 40 Aatm =405.3 ls um:mm.sm
ATG120244 120 24 40 4aim ~405.3 xlla Tdatm = 1418.55 «Tia
ATG80262 30 26 60 45m =403 xll Tim = 148,55 xTTa
ATG120262 120 26 60 datm = 4053 Tl 12atm = 121
ATG80264 80 26 40 =4053 «T] 12atm =
ATG120264 120 26 40 4am = 4053 £l 18aim = 1823,85 &lls

CENTRAL VTN OF THE XD OBLUTHI BILL NI

TMPAMEYAHME: YEPTEXK HE B MACIITABE H ITPEACTABJISIET OFIIAN BHJ A3AEJHA /

gg’l’nli;E TDEI;.AWING IS NOT TO SCALE AND REPRESENTS A GENERAL OVERVIEW OF A BALLOON
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na 1 pasmepos / Table 1 Measurements

: ALL MEASUREMENTS ARE FROM THE ASSEMBLED DEVICE/
H3MEPEHMA ITOJYYEHBI C H3AEJIUA B COBPAHHOM BUJE

9acTH Ha
Pec 1. /
Component on
Figure 1

Onucanne vactu /
Component
description and
detailed Figure
number

Pa3mepbl / Measurements

Buemnnit anamerp
6anaona (cm) /
Balloon Outer
Diameter (cm)

Puc.2 /Figure 2

Auamerp Gautona (mm) £0.04mm /

Paszmep 6asiona / Balloon Size Balloon Diameter (mm) +0.04mm
12MM X 2 cm 12
12 MM X 4 cum 12
12Mm X 6 cM 12
14 MM X 2 cm 14
14 MM X 4 cM 14
14 Mm X 6 c™m 14
16 Mm X 2 cm 16
16 Mm X 4 cm 16
16 MM X 6 cMm 16
18 MM X 2 cMm 18
18 MM X 4 cM 18
18 MM X 6 cM 18
20mMm X 2 cMm 20
20 Mm X 4 cMm 20
22 MM X 2 cM 22
22 MM X 4 cM 22
24 MM X 2 cM 24
24mMm X 4 cM 24
26 MM X 2 cM 26
26 MM X 4 cM 26

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MapkepHas OunameTp 6annoHa / BHewHwui BHyTpeHHWM

nenta / Marker Balloon Size AnameTp anameTp

Band MapKepHoi MapKepHON NeHTHI,
neHTbl, MM £0.13/ mMm %0.13/ Marker
Marker Band Band Inner
Outer Diameter Diameter mm
mm £0.13 +0.13

Puc.3/Figure 3

12Mm-16MMm 1,32 1,23

18Mm-20MMm 1,33 1,24

22MM-26MM 1,34 1,24
WHCTpyMeHT  anqa 0B BHeLUHWIA
NOBTOPHOIO 0A BHYTPEHHUA AnameTp [o
cBOpaymBaHus Pasmep 6ansioHa / BaYoon guameTp, MM * packpbiTuga, MM *
6annoHa Size ,025/0A ID mm .025/ 0B OD prior
+.025 to threading mm %

.025

Balloon Re-Wrap

Tool 12 Mm X 2 c™m 2,50 3,50

12 Mm X 4 cm 2,50 3,50

12 vm X 6 CMm 2,50 3,50

14 mm X 2 c™ 2,50 3,50

14 mm X 4 cm 2,50 3,50

14 mm X 6 CM 2,50 3,50

16 mm X 2 cm 2,50 3,50

16 Mm X 4 cm 2,50 3,50

16 mm X 6 cm 2,50 3,50

18 Mm X 2 cm 2.75 3.75

18 Mm X 4 cm 2.75 3.75

18 MM X 6 cm 2.75 3.75

20 MM X 2 c™m 2.75 3.75

20 mm X 4 cm 2.75 3.75

22 MM X 2 cm 3,25 4,25

22 MM X 4 cm 3,25 4,25

24 MM X 2 cm 3,25 4,25

24 mm X 4 cm 3,25 4,25
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26 MIX 2 QM 3,25 4,25

26 MVIX 4 Qv 3,25 4,25
. [unHa 6annoHa (cm) +0.50 cm /
— P 6 / Ball S
asmep banfiona f bafloon size Balloon Length (cm) +0.50cm

12 MVX 2 QM 2

12 MVIX 4 Qv 4

12 MMIX 6 QM 6

14 MMIX 2 Qv 2

14 MMX 4 QV 4

14 MMX 6 QM 6

16 MX 2 QM 2
OnnHa Tena
6aJ'II'IOHa(CM) 16 MMIX 4 QM 4
Puc.2/ 16 MMX 6 QVI 6

1

Balloon Body 18 MMIX 2 QM 2
Length (cm)

18 MMIX 4 QM 4
Figure 2

18 MMX 6 QM 6

20 MMX 2 Qv 2

20 MX 4 Qv 4

22 MMX 2 QM 2

22 MMX 4 QM 4

24 MIX2 QM 2

24 MIX 4 QM 4

26 MMIX 2 QM 2

26 MIX 4 Qv 4
Pabouas ANTNMHA 3aaBneHHas gnvHa (cm) / AkTyanbHas gnnHa (cm)/ Length
KareTepa / Labeled Length (cm) (cm)
Catheter Shaft

A Working Length 80 80+ 5QM
120 120 £ 5 Qv
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TMexaHunyeckre xapaktepuctukm / Performance characteristics

MpoyHoCTb Ha pas3pbiB Tena KateTepa u 6GannoHa / >22H
fProximal balloon to shaft tensile strength

| Bec/Weight Gram me,g/
Mpamm, 1
KateTepa 6annoHHoro gunaraynoHHoro / Product only <25.2

KareTepa 6an10HHOI0 AnnaTaunoHHOro B cTepusbHol ynakoske / Product in Tyvek Pouch <45.4

KareTepa 6ann10HHOIo AnnatauMoHHOro Bo BTOpUYHOW ynakoske / Fully packaged <160.8

PeHTreHoKoHTpacTHOCTb / Radiopacity

Mapkepbl KaTeTepa 6a/IOHHOI0 AMNaTaLMOHHOTO PEHTTEHOKOHTPACTEHbI, OHU PAcMO/IOXKEHbI B HA4ae U B KOHLE
paboyeii yacTn 6annoHa / Marker bands must be visible under fluoroscopy and are located at the beginning and at
the end of the working part of the balloon

THE MAIN COMPONENTS OCHOBHBbIE KOMMNOHEHTbI
MATERIALS OF MD MATEPUANDI
No yacT Ha KOMMOHEHT ! Habop ncnonb3yeMbIx KOHCTPYKUMOHHBLIX MaTepuasios / Material Makeup
Puc 1./ Component
Component
on Figure 1
bannoH / Balloon * [NapaapamMufHOe CUHTETUYECKOe BOMTIOKHO / para-aramid Technora fiber-

supplied by / noctaswuk Teijin Aramid;
» Knein 1-MP/ 1-MP adhesive -
supplied by / noctaswuk Lubrizonl Advanced Materialsl Inc.;
» Tecoflex, MEK, Meth. Chloride, thermoplastic poly-ether urethane
CBMI3 BonokHo, Genbiid / Fiber, Ultra High Molecular Weight Poly Ethylene
(UHMWPE), White-
supplied by/noctaswmk CR Bard Glens Falls Operation, Manufactuer/
1 npovssoguTens DSM
* TneHka Pebax Medifilm 835, Poly Ether Block Amide, HaTypanbHas /
Film, Pebax Medifilm 835, Poly Ether Block Amide, Natural -
supplied by / noctaswuk Mylan Technologies;
e [neHka 1-MP /IMP Film, Polyurethance Adhesive -
supplied by / noctaBuuk Lubrizol
e Metunenxnopug M3K TepmonnactuuHbliA  nonvuatuneH Tecoflex /
Tecoflex, MEK, Meth. Chloride, thermoplastic poly-ether urethane -
supplied bv / noctaslumk Lubrizonl Advanced Materialsl Inc.
LWagt / Shaft +  BHelHsas yacTb wadra: Kamegb, nonvamuz Besno, 20% cy6Gkap6oHaT
BucMyTa. OKpacka BHeLUHei yacTn wadta: LiBetoBas mogenb MaHTOH, cuctema
PMS 2745C / Outer Shaft- Resin, BESNO, Polyamide, Pantone 2745C, 20%
Bicmouth Subcarbonate
2 e BHyTpeHHss yacTb wagra: Kaveb, nonvamug Besno, 6% opraHorinHbl.
Okpacka BHYTpeHHeil yacTu wadgra: LiBetoBas mogenb MaHTOH, cuctema PMS
2745C / Inner Shaft: Resin, Besno polyamide, 2745C, 6% Organoclay
MocTaBLUMK MaTepuanoB A1 BHELUHEA W BHyTpeHHel 4acTu wadra/ Outer and
Inner Shaft compounded bv Foster Corp and Extruded bv New England Urethane

CessblBatoLye e Oxybond 112 snokcuaHblin kneli / Oxybond 112 Adhesive, Epoxy-
2 BewlecTsa/ Bullet Supplied by / nocTaswmk Ellsworth Adhesives
YNnoTHUTENb e Kawmegb Pebax 5533, 20% OCHOBHOrO Yr/IeKMC/IOr0 BUCMYTa, Noamatup-
2 HaKOHeYHuKa/ Tip  6nok-ammg. Okpacka: Ligetoas Mogenb MaHTOH, cuctema PMS 2745C / Resin,
Filler Pebax 5533, Pantone 2745C, 20% Bicmuth Subcarbonate, poly ether block amide -
MocTaswuk /Compounded by Foster Corn and Extruded bv New England Urethane
HakoHeuHuk / Soft Tip e Kawmegp, Besno/Pebax 3533, Monvnamua/Monnadmp-6nok-aMmung, YepHBbIi,
2 80% Bonbhpama / Resin, BESNO/Pebax 3533, Polyamide / Poly Ether Block

Amide, Black, 80% Tungsten-
MocTaswumk/ Compounded bv Foster Corp and Extruded bv New England Urethane
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fH

MapKepHble nonockm /
Marker Bands

Pa3rpysouHas myqra /
Strain Relief

Pasbem / Hub

e 90% nnatuHbl 1 10% npnans /90% Platinum and 10% Iridium -
MocTtaBwumk/ Supplied by: Johnson Matthey, Mpownssogutens/ Manufactured by:
Accellent

e Wacker LR 3003/80A CLUA / Wacker LR 3003/80 A/B US (Liquid Rubber
- Polydimethylsiloxane), Okpacka: LipeToBasi mogenb MaHToOH, cuctema PMS 2745C
/ Colorant: Pantone PMS 2745C -

MocTaswk/ Supplied by QURE Medical.

» Bayer/Covestro Makrolon RX 1805-451118, nonmkap6oHaT, Npo3payHblii/

4 Bayer/Covestro Makrolon RX 1805-451118 (Polycarbonate)-
MocTaswuk/ Supplied by FutureMatrix, Advanced, and Renv & CO
MpepoxpaHuTens * TMT®3, Poly Tetra Fluoro Ethylene (PTFE), Natural / Tube, Poly Tetra
7 6annoHa / Balloon Fluoro Ethylene (PTFE), Natural -
MocTaswuk/ Supplied by Zeus
VIHCTpYMEHT ona e [MT®J, Poly Tetra Fluoro Ethylene (PTFE), Natural / Tube, Poly Tetra
MOBTOPHOIO Fluoro Ethylene (PTFE), Natural -
6 CBOpayMBaHus MocTaswuk/ Supplied by Zeus
6annoHa / Refold Tool
XKnakocTtb ans
MELULIMHCKNX
MHCTPYMEHTOB  «[lay « Cwmaska, DC200/360, cunukoH, mpospadHas / Lubricant, DC200 / 360,
KopHuHr» /- Dow Silicone, Clear -
Coming Medical Fluid  rpop3sogurens/Manufactured by Dow Coming Corp, MocTasuyk/supplied by
Ellsworth Adhesives
MEDICAL DEVICE LABELING AND CBEAEHNA O MAPKWMPOBKE W YMNAKOBKE
PACKAGING MEOVLUMNHCKOIO N3JENNA

Symbols present on the packaging / PaclunpoBka CMMBO0J10B, NMPUCYTCTBYIOLWMX Ha YNaKOBKe

CwumBosn/ aratboi OnwucaHwne/

M3rotoButens / Manufacturer

Vcnonb3oBats o0 / Use By Date

[nsg ogHokpaTHOro npumeHeHus / Single Use

He ncnonb3oBaTh ecny ynakoeka nospexaeHa / Do Not Use if the Product
Sterile Barrier System or its Packaging is Compromised

O3HaKoMbTECh C MHCTPYKLMe no npumeHeHnto / Consult Instructions For Use

A

STERILE EO CrepununsoBaHo okcuaom atuneHa / Sterilized Using Ethylene Oxide
YNONHOMOYEHHbI  npeAacTaBuTens B EBpone (TpeboBaHMe [AUPEKTMBBI
EC REP 93/42/EEC o megmumHckom yctpoiictse)/ Authorized Representative in Europe

(requirement ofthe Medical Device Directive 93/42/EEC)

He cTepunuzoBaTb NnoBTOpHO / Do Not Resterilize

@
-

Bepeusb oT Bnarn / Keep Dry

Copgepxumoe / Contents

REF

Howmep no katanory / Catalogue Number
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ILOTJ Kog naptum / Lot number

O3sHayaeT, YTo [JaHHOE YCTPOICTBO OTBevaeT TpeboBaHMsM EBponelickoii
AVPEKTUBbI 0 MeAVLIMHCKMX npnbopax 93/42/EEC / CE -mark, conformity with
A~ 0030 requirements of European regulations 93/42/EEC.

He fonyckatb Bo3feincTsus conHeuHoro ceeta/ Keep Away From Sunlight

KateTep 6annoHHbIA annataumoHHbiin ana YTA / PTA Dilatation Catheter

HomuHanbHoe faeneHuve paspbiBa/ Rated Burst Pressure

RBP
HomuvHasbHoe aasneHvie / Nominal Pressure
N P
[Ownawvetp 6annoHa/ Balloon Diameter
0
PekomeHayemblin npoBogHWK / Recommended Guidewire
S L [nuHa ctepkHa / Shaft Length
).l( AnuporeHHo / Non-Pyrogenic
[JnuHa 6annoHa/ Balloon Length
AsTopckre npasa Komnanusa C.R.Bard,Inc.Bce npasa 3awuiieHs / Copyright
1 ©2016 C.R. Bard, Inc. All rights reserved

BH/MAHWE; degepanbHoe 3akoHogatensctBo (CLUA)  orpaHnymBaet

Bc only MPOJaXy faHHOro YCTPOMCTBA BpadaMu Wn no ux npegnvcaqnio / CAUTION:
Federal (USA) law restricts this device to sale by or on the order of a physician
He comepvT HaTypanbHbIAi KaydykoBblii natekc / Not Made with Natural
Rubber Latex

PekomeHzyeMblli MHTpoabtocep / Introducer

ToBapHbIii 3HaK / Bard and Atlas are trademarks and/or registered trademarks of
1® TMPA C.R. Bard, Inc. or an aftlliate

Additional label for Russia / MakeT MapKMpOBKW Ha PYCCKOM fi3blKe ana Pd

(After MD registered it will be circulated in the Russian Federation with the below label/
Mocne perucTpauun MW ByaeT obpalathes Ha TeppuTopum P® ¢ faHHbIM NeidiboMm)

Mpy nocTaBke Ha TeppuToputo P® rpynmnosas U TpaHCMOPTHas YNakoBKW GyAyT CHaGXaTbCs AOMOMHUTENbHbLIM
PYCCKOS3bIYHbIM CTUKEPOM, VMEHOLMM MPUOPUTET AN1S NOCTaBOK B PO.

Mpy pacxoXaeHUn UH(OPMALMK Ha CTUKEPE 1 Ha YNaKOBKE BEPHOM CUMTaTb MH(OPMALMIO Ha CTUKEPE.

NoKanbHbIl pyCCKOA3bIYHBIV CTUKEP He 6yAeT 3aKpblBaTb OPUTMHANbHYH 3TUKETKY OT NPOU3BOANUTENS, U BYAET UMETb
crefytoLLiee cofepXKaHue:

During import to Russian Federation the medical device in group packages and transport packages would be provided
with the local Russian stickers that are prevailing when supplied to Russian Federation. In case of discrepancy of
information on the sticker and on the package, it is correct to consider the information on the sticker. Local Russian
sticker does not cover the original data of the manufacturer and is of the following content:

Translation of local Russian sticker content to English is provided for reference purpose only.
J10KaNbHBIA pPyCCKOA3bIYHBIA CTUKEP Ha aHTIMACKOM A3blKke MPUBOAUTCS TONBLKO A5 CMPaBOYHbIX LieNeil.
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bAtlas Gold PTA Dilatation Catheter >12 mm x 2 cm Balloon on 80 cm Shaft
lufacturer: Bard Peripheral Vascular, Inc., 1625 West 3rd St., Tempe, AZ, 85281, USA
lace of manufacturing: Biomerics FMI, 1605 Enterprise Street, Athens, Texas, 75751, USA

Reference number () : See the package
Lot number ( See the package

Expiry date (2 ): See the package

Catheter length, balloon size: see packaging.

Application field: for use in vascular surgery

Nominal Pressure: 607,95 kPa

Rated Burst Pressure: 1823,85 kPa

Storage conditions: Recommended to store at room temperature (15°C to 25°C) and keep dry (<60% humidity).
Sterilized Using Ethylene Oxide.

Do Not Use ifthe Product Sterile Barrier System or its Packaging is Compromised. For one time use only. Do Not
Resterilize. Latex free. Keep Away From Sunlight. Non-Pyrogenic. Keep Dry. Consult Instructions For Use.

For symbols: See. instruction for use.

Authorized Representative of the Manufacturer:

LLC Bard Rus, Russian Federation, 121596, Moscow, Gorbunova street, 2, bid. 3, floor 5, premises Il, room 1, office
A-500.1 cabinet 5, tel.: +7 (499) 372-5002, complaints_CIS@bd.com

RCNeRZN /  and date of issue DD.MM.YY.

Information on Russian sticker, please consider the priority for supply in the Russian Federation.
1 1. KateTep 6anf0HHbIA AunaTalMoHHbI NS YPECKOXKHOI TpaHCNOMUHaNbHONM aHrmonnactukn (UTA) Atlas Gold
AnvHoii 80 cm, pasmep 6annoHa 12 MM x 20 M.

MpowuzsoguTens: Bard Peripheral Vascular, Inc., 1625 West 3rd St., Tempe, AZ, 85281, USA

Mecto npomssoacTea: Biomerics FMI, 1605 Enterprise Street, Athens, Texas, 75751, USA

[nnHa kateTepa, pasmep 6annioHa: CM. Ha ynakoBke

O6/1aCTb NPUMEHEHUS: ANA NPUMEHEHUS B COCYAMCTOM XMpYypru

HomuHanbHoe faeneHuve: 607,95 klla

MakcvmasnibHO gonyckaemoe aasreHune: 1823,85 kila

Cepus (JY>T]): cM. Ha yrnakoBKe

Howmep no kartasory ( REP ): CM. Ha ynaKoBKe

Vcnonb3oBarh [0 (mm): CM. CM. Ha YMakoBKe

YCnoByst XpaHEHVS: PEKOMEHAYETCA XPaHWUTb M3AeNMs NPy KOMHATHON Temnepatype oT +15°C go +25°C, OTHOCWUTE/bHOI
B/IXXHOCTY BO3AyXa MeHee 60%.

Crepunmsaums OKCUAOM 3TuneHa.

He vcnonb30Bath Mpy MOBPeXeHUM YakoBKW. 3arpeT Ha NOBTOPHOE NpriMeHeHVe. He cTepuni3oBath NOBTOPHO. He cofepuT
HaTypasnbHbIil natekc. He gonyckatb BO3AEACTBUA COMHEYHOMO CBeTa. ANMPOoreHHo. bepeub OT Braru.

CM. MHCTPYKLMIO M0 MPUMEHEHUIO.

PacLLM(POBKY rpafuyecKuX CMBOJIOB: CM. B UHCTPYKLMK.

YNOMHOMOYEHHbI NpeacTaBuTeNb MPOU3BOAUTENS Ha TeppuTopumn Pd:

000 «bapp Pyc», Poccuiickas depepauns, 121596, r. Mocksa, yn. [opbyHoBa, oM 2, ¢Tp. 3, 3T. 5, nom. II, kom. |, odmc A-
500.1 kab. 5, Ten.: +7 (499) 372-5002, complaints_CIS@bd.com

PYNeP3H /  wnpata PeructpaupoHHoro yaoctosepeHus AL MM.IT.

WHthopmMaLnio HapycCKOA3LIYHOM CTUKEpe MPOCHM CYMTATb NPUOPUT ETHOM Npu NOCT aBke B PO,

YnakoBka / Packaging information
MW nocTaBnsieTca B ABYX KOHPUIypauusx yrnakoBKu.
MepBas KOH(Wrypaums - UWIVHAPUYECKOrO TWMa, WUCMonb3yemas An1s kaTetepa fAavHoi 80 cm, rge MU
yNakoBbIBaeTCA B MNNACTUKOBYK TPy6Ky, MOMELLEHHYIO B MakeT C MieHKoW TaliBeK. YNakoBaHHOe wu3fenve c
WHCTPYKLUMAMKU MO MPVMMEHEHVIO MOMELLAeTcs B KAapTOHHbIA LUAWHAP A19 3aWWTbl OT MOBPEXAEHWUA Mpu
TPaHCNOPTUPOBKE.
BTopas KoH(urypaums — 370 KapTOHHast KOpooka (Mnn «KopobKa Ans NuuLbl»), UCMOoNb3yeMan Ana KaTeTepa A/MHON
120 cm, roe MU ynakoBbIBaeTCA B MIACTUKOBYHO KaTyLLeUYHY0 TPYOKY (C pa3beMOM KaTyLKW ANs yaepXXaHus BTY/KN)
N 3aTeM 3aBOpayMBaeTCcA B NakeT C MAEHKON TaliBeK. YnakoBaHHOE M3fefine C UHCTPYKUMAMU N0 MPUMEHEHWIO
MoMeLLaeTca B KAPTOHHYH KOPOOKY 15 3allMThl OT NOBPEXAEHWI BO BPeMSt TPaHCMOPTUPOBKU. /
MD has two types of packaging.
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)-cm catheter length MD is packaged in a plastic tube placed in a Tyvek-to-film pouch. The pouched product,
[the Instructions for Use, is then placed in a paperboard sleeve to provide damage protection during shipping.
120-cm catheter length MD will be packaged in a plastic coil tube (with a coil connector for hub retention) and
sealed in a Tyvek-to-film pouch. The pouched product, with the Instructions for Use, isthen placed in a paperboard

ton to provide damage protection during shipping.

Packaging dimensions /
Pa3mepbl ynakoBKu

YnakoBka LunmHapuyeckoro tmna/ Sleeve
Packaging Components (Slim Jim)

Individual packaging size (Pouch), cm/ Shelf box size, cm/ Pasmep
Pasmep  WMHAMBWMAYaNbHOW  YNakoBKW  FPYMMOBOI YNakoBKW,CM

(naketa), cm
Length/ OnvHa - 119+1

Width/ LLnpnHa - 740,5

Length/ AnnHa - 114+1

Width/ LLnpuHa - 8+0,5

Height/ TonwuHa - 1.3+0,3

YnakoBKa unnnHgpudeckoro tuna/ Sleeve Packaging Components (Slim Jim)

OnucaHve matepuana / Material
Description

LinnmHap / Sleeve

Moctaswwmk/ Supplier: Royal Paper Box

Maket ansa unuHapa / Sleeve Pouch

MocTasuik/ Supplier: Perfecseal

Tpybka B KauecTBe LMIMHOPUYECKON
yrnakoskn [/  Sleeve
Moctaswwik/ Supplier: Sinclair and Rush

YKo gna noggetumsaHunsa / Hanging Tab

Moctaswik/ Supplier: Do-It Corporation

TpaHcropTHast Tapa Ana  uwamHgpa /
Sleeve Shipper Carton

MocTasLumk/ Supplier: Pioneer Packaging

Meperopogka TpaHCMopTHON Tapbl ans /
Sleeve Shipper Divider

MocTasLumk/ Supplier: Pioneer Packaging

Packaging dimensions /
Pa3mepbl ynakoBKu

YnakoBKka TuMa «Kopooka ana miuup /  Width/LnpuHa-27,5+0,5
Packaging Components (Pizza Box)
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Pack  Tubing

KOHCTpYKUMOHHbLIE MaTepuanbl / Construction
Materials

22pt TBCL, (TBepaas 6eneHas cynbgaTHas LEMH0M03a)
KapToH / 22pt SBS (solid bleached sulfate) paper board

BepxHss cTeHKa: 2,5-MunnnmeTpoBblid M3T/MS Kneliknii
CnoucTblin  maTepuan, HwkHaa creHka: CR-27 ¢
nokpbITUeM Taiieek / Top Weh: 2.5mil PET/PE Adhesive
laminate, Bottom Web: CR-27 coated Tyvek

XUMUYECKUIA aLIETaT-MPONMOHAT  Lientonosbl Eastman
360E48613-16 v 377E48613-12, npo3payHas/Eastman
Chemical Tenite  Propianate  360E48613-16 or
377E48613-12 Clear

.015” npospauHbiii MBX; Hang-Tite™ 203A Kneil,
ToveuHoe nokpbiThe /.015” Clear PVC; Hang Tite 203A
Adhesive, spot coated

200-thyHTOBbIi OAHOCTEHHbI FOPUPOBAHHBIA KapPTOH,
CpegHWA rodp, Tapa C YeTbIpbMs  PaBHOBENMKMMU
KnanaHamu, pasHbiMK 1/2 lwumpuHbl Auwka/2001b C-Flute
single wall corrugated fiberboard RSC

200-(hyHTOBbIA OAHOCTEHHBIA rOPPUPOBAHHBIA KapTOH,
cpefHuin  rop/2001b  C-Flute single wall corrugated
fiberboard

Bee ynakoBku/
Weight of
Packaging

MonHas
yNakoBKa
cocTounT 13 60
tOHUTOB. O6LWKi
BEC COCTaBNnseT
7.718kr/

Full Shipper

contains 60 units
and weighs
7.718kg

Individual packaging size (Pouch), Shelf box size, cm/ Pa3mep
cm/  Pasvep  WHAMBMAYaNbHOV  FpynroBOi YnakoBKM,CM

ynakoBku (nakeTa), M
Length/ OnvHa - 39+1 Length/ OnvHa - 26,51

Width/ LLnpunHa - 26,5+0,5

Height/ TonwwHa - 1,540.3
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Y nakoBKa Tuna «Kopob6ka gna nuuubl» / Packaging Components (Pizza Box)

)nucaHue matepuana / Material
DescriptioD

MHoroceKUnoHHas kopobka/ Shelf Box
MocTaswmk/ Supplier: Royal Paper Box

lMaKeT /151 MHOrOCEKLIMIOHHOM KOpOBKM /
Shelf Box Pouch

MocTaBLyK/
Perfecseal

Supplier: Mangar

KaTyLLka MHOrOCEKLIMOHHO KOpobky /
Shelf Box Caoil

MocTasLumk/ Supplier: Clean Cut
Pasbem KatyLwku / Coil Connector

Moctaswmk/ Supplier: Clean Cut Or
Contech

TpaHcropTHass  Tapa /
MocTasLyk/ Supplier: Unicorr

Shipper

HanonHuTesb ANns TpaHCMOPTHOM Tapbl /

Moctaswwmk/ Shipper Filler Supplier:

KOHCTpYKUMOHHLIE MaTepmanbl / Construction
Materials

24pt TBCL, (TBepaas GeneHast CynbaTHas Leon03a)
KapToH /24pt SBS (Solid Bleach Sulfate) paper board

BepxHas cTeHka; 48 ga M3T/0,002” M3BLA, HwkHas
cTeHKa: CR»27 ¢ nokpbiTneM Taiieek / Top Web: 48ga
PET/.002” LDPE, Bottom Web: CR-27 coated 1073B
Tyvek

Bec ynakoBku /
Weight of
Packaging

lNonHaa ynakoska

100% HaTtypasibHbIi M3HL, /100% virgin HDPE

coctouTt n3 20

tOHNTOB. O6LW KA BeC
coctaBnseT 3.70 Kr/

MaBA, Dow 6401 (uBeT: HaTypanbHbii1) / Dow 6401
LDPE (Color: Natural)

200-thyHTOBbIA OAHOCTEHHBIA FOhPUPOBAHHBIA KApTOH,
CpegHWiA rodp, Tapa C YeTbipbMsi PaBHOBE/MKAMM
KfanaHamuy, pasHbIMU 12 wimpuHbl Awpka /2001b C-
Flute single wall corrugated fiberboard RSC

200-(hyHTOBbI OHOCTEHHBI FOPUPOBAHHBIA KapTOH,
cpegHuii rotp /2001b C-Flute single wall corrugated
fiberboard

Full Shipper

contains 20 units
and weighs

3.70kg

Unicorr

THE LIST OF INTERNATIONAL STANDARDS
APPLIED TO THE MEDICAL DEVICE

Standard / Description
CraHpapT
EN 556- Sterilization of medical
1:2001 devices - Requirements for
medical devices to be
designated 'STERILE' -
j Part 1. Requirements for
terminally sterilized
medical devices
EN 1041: Information supplied by the
2008 + manufacturer of medical
Al:2013 devices
EN ISO Medical Devices —Symbols
15223- to be used with medical
1:2016 device labels, labelling and

information to be supplied —
Part L General
Requirements
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MEPEYEHb HALMNOHANBbHbLIX U
MEXAYHAPOOHbIX HOPMATWBHbIX
JOKYMEHTOB/CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MW

OnucaHune

CTepunusaums MeAULUHCKNX U3Lennid. TpeboBaHns K
MeAULMHCKAM U3[efIUAM KaTeropum «CTepusibHbIE».
Yactb 1 TpeboBaHMS K MEAWULMHCKUM W3AENNAM,
nognexalimm GUHULLIHON CTepuan3alum

WHhopmauns, noarotaBnuBaemas W3roTOBUTENEM,
COMpPOBOX/atoLLas MeLULMHCKIE NPUBOpSI

N3penua wmeanumHckve. CUMBONbLI, MPUMEHSAEMbIE
MpM MapKMpPOBaHWM Ha MESULMHCKUX U3LeNnsX,
9TUKETKax ¥ B COMPOBOAUTE/IbHON [OKYMEHTALMN.
YacTb |. O6Lwme TpeboBaHmMS
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[

JD  14698:
Nos (Parts 1
m?2)

/EN ISO

m 10993-1:2009

r + CORR2017
and
associated
parts

ASTM
F1980-07

EN ISO
11135-1:2014

EN 1SO
11607-1
:2009 +
AMD:2014
EN 1SO
11607-2
:2006 +
AMD:2014
EN 1SO
10555-1:2013
EN 1SO
10555-4:
2013
EN 1SO
13485 :2016
EN 1SO
14971 :2012

EN  20594-1:

1993
(ISO  594-1:
1986)

EN 1707: 1996

(ISO  594-
2:1998)

Cleanrooms and associated
controlled environments
Biocontamination control
Biological  evaluation  of
medical devices -Part 1
Evaluation and testing within a
risk management process

Standard Guide for
Accelerated Aging of Sterile
Barrier Systems for Medical
Devices

Sterilization of health care
products - Ethylene oxide -
Part 1. Requirements for
development, validation and

routine control of a
sterilization process  for
medical devices

Packaging for terminally
sterilized medical devices —
Part 1 Requirements for
materials, sterile barrier
systems and packaging
systems

Packaging  for terminally

sterilized medical devices -

Part 2: Validation
requirements  for  forming,
sealing and assembly
processes

Sterile, single-use
intravascular catheters:

General Requirements

Sterile, single-use
intravascular catheters:
Balloon dilatation catheters
Medical devices - Quality
management  systems -
Requirements for regulatory
purposes

Medical devices - Application
of risk management to medical
devices

Conical fittings with a 6 %
(Luer) taper for syringes,
needles and certain other
medical equipment - Part 1
General requirements

Conical fittings with a 6%

(Luer) taper for syringes,
needles and certain other
medical equipment - Lock
fittings
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Yuctble MOMELLEHMA U CBA3AHHblE C  HUMMU
KOHTponnpyemble cpefbl. KOHTPOb 6103arpsasHeHwii.
O6Lme NPUHLMMBI U MeTOfbI

Buvonornueckas oOueHKa MeLULMHCKUX  W3[eNUiA.
YacTb 1 OueHKa M UCMNbITaHNA B paMKax npoLiecca
MeHeKMeHTa pucka

CTaHfapTHas MHCTPYKUUS AN YCKOPEHHOTO CTapeHms
CTEPU/bHbLIX YNAKOBOK /11 MEANLMHCKUX U3LAeNNA

Crepunusaums MeMLUHCKON NPoAyKUUK.
AtuneHokemg. Yactb 1. TpeboBaHMA K pa3paboTke,
BaMAaLMN M TEKYLEMY KOHTPOMAK  npolecca
CTEPUAN3ALLUN MELULMHCKUX U3Lenuii

YnakoBka OKOHYaTeNbHO CTEPUNN30BAHHbIX
MeaUUMHCKMX npubopoB. Yactb 1 TpeboBaHMsA K
maTepuanam, CUCTeMam 3aliuTbl CTEPUIBHOCTU U
cucTeMam ynakoBku

YnakoBKa OKOHYaTe/IbHO CTepUIN30BaHHbIX
MeAULMHCKUX npubopos. Yactb 2. TpeboBaHusa K
BaiMJauumy npoLeccoB (OPMOBKM, repMeTusauum wu
cbopku

KaTteTepsl BHYTpUCOCyAuCTbIe CTepunbHbIe
OJHOKpaTHOro npumeHeHus. Yacte 1  O6wme
TeXHU4Yeckue TpeboBaHus.

KaTeTepbl BHYTpUCOCyAUCTbIE CTepw/bHble

OHOKpaTHOro npumMeHeHuns. Yactb 4. Karetepb! ans
6an/10HHOT0 pacLLMpPeHNs.

MeguunHckme npubopbl.  CUCTEMbI  ynpaBneHus
KayecTBOM. TpeboBaHWUsA B HOPMATUBHbIX LieNAX

MeanumHcKe npu6opbl. MpuMeHeHWe ynpaBneHus
pUCKamMn K MeAULMHCKMM Npuéopam

[etann coefuHWTENbHbIE C KOHYCHOCTHIO 6 %
(JTroapa) 4ns WnpuLes, Urn 1 gpyroro MeanmLMHCKOro
obopypoBaHus. Yactb 1. O6uwme TpeboBaHMA

JeTanu coeguHUTeNbHbleE C  KOHYCHOCTbIO 6 %
(JTroapa) 4ns Wwnpuues, Urn v pyroro MeauLMHCKOro
obopypoBaHMs. YacTb 2. JTl03pOBCKME HAKOHEUHUKM.
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BannonHas
Tpyba

Cdpopmupyiite
aaroToBKy U HagyiiTe
Kamepy

IOcywecTssiefl.
(HUB lOHTpONSA)
\  HavectBa /

MoiiroToebTs M3T kamepy

CUAMKOH TpokcuMankbHasi TBpMoycazka

Cxema npoussogcTBa b6asnsioHa Atlas Gold

Cnumpt Nuct Meatre [/ Texodhnsllc

PacnbinuT» Jlebakc

locywktene/
\ HuBlOHTpONs/
\  kauecTsa /

Cnoii Ne6akc
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MBT6BYEPBAPBAHNS BONOKMMIA NNMBSA
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Cmewaiite IMMN
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CAenaiite BONIOKOHHYIO NNEHKY
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Cpenaiite o6pasey 13 napa-ammaa
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IRONNENT AT PROTECTION

MD does not harm the environment with proper

pration, transportation and storage.

ARITIZNTION

WD is sterilized using ethylene oxide to a sterility
sssurance level (SAL) no less than 10-6.

CONDITTONS OF TRANSPORT A TION.
STORAGE ANDOPERATION
Transportation

The MD is transported using all available modes of
transportation in the covered vehicles according to the
transportation rules forced on each transportation mode,
The recommended temperature is room temperature
(15°C to 25°C) and keep dry (<60% humidity)

Storage
Recommended to store at room temperature (15°C to
25°C) and keep dry (<60% humidity).

Operating conditions

Recommended operating conditions are in temperature
range from 15°C to 42°C,

The MD is exclusively designed for the use in an
operating room by physicians who are trained in
endovascular procedures and are familiar with the
complications, side effects and hazards of peripheral
vascular interventions.

Medical devices, that are intended to be used in the
body's internal environment, are used in temperature
range from 32°C to 42°C.
SHELE 1AL

Shelf life of the medical device is 3 years from the date
of manufacture.

BHOCONMPANTIBIETTY

MD must meet all the biological requirements as
specified per ISO 10993-1 for External

Communicating, Direct Contact with Circulating Blood,
Limited Exposure (<24 hours).

FHOHNIC N SERYMICE DE DAY S

Not applicable. The medical device is single use and
does not require technical service.

FERNMS AND CONDITTONS OF UTIHIZANTHION

After use, this product may be a potential biohazard.
Handle and dispose of in accordance with acceptable
medical practices and applicable local, state and federal
laws and regulations. Class B (SanPin 2.1.3684-21).

OXPAIIA ORPYIRATONTIEI ¢ PE 1

HMansoe MH He HanocuT Bpena oxpyaatouichh cpene npx
OPABWILHOM SKCTUTY 4TI, TPAHCTIOPTHPOBKS U XPAHEHHM.
CULPHLTR AT

MH nocrarngercs CTEpMIIbHBIM, € HCIONL3OBAHHEM
NOATBEPIKACHHOTO METO/IA (CTEPHUIH3ALINA C MPHMECHEHACM

oKcuaa 3TUNEHA), obecneunalolum YpOBeHb
crepuibHocTH (SAL) 10-6.

NCTOBHSE DOWCTLTY AT ATLL
FPALCHOPTHPOBRKI I NP AHT B

T pancuopraposKa

MU TpaHCNOpTHPYIOT BCEMH BUAAMH TPaHCNOPTa B
KPbiThIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBHH C
NpaBHAAMKE TEPEBO3KH IpysoB, ACHCTBYIOIMHX HA
TPAHCNOPTE KaKAOr0 BHAA.

Pexomenmyeman reMnepatypa npi TpaHCNOPTHPOBAHHH OT
+15°C po +25°C, ortHocuTenbHOM BARKHOCTH BO3AyXa
metee 60% (6e3 obpasopaHus koHaeHcaTa).

Xpaneane

PekOMEHAYETCA XpaHMTL HIACIHA MPH  KOMHATHOH
Temnepatype or +15°C gpmo +25°C, oTHOCHTeABLHOM
BIAKHOCTH BO3ZyXa MeHee 60%.

IrcoayaTauus

PexoMeHayeMbie YCIOBUS IKCTUTYATALMM NPH TEMNCPATYPE
ot +15°C no +42°C,

MH npeasiazHaYeHO HCKIFOYHTENLHO ANA HCNOAL3OBAHHS B
ONEPALHOHHON KOMHATE Bpa4aMH, NpoienuuMH obyuenye
MPOBEACHUIO SHAOBACKYASPHLIX MPOUCAYP W 3HAKOM €
OCHIOKHCHHAMY, NOoDOUHBIMH 3ddexTaMn B  PHCKAMH
neprpepHISCKHX COCYAHCTHIX BMCLIATENECTS.
MeauuMHCKHE  WBAGNHA,  NPEAHAIHAYCHHbIE  And
ACTONB3OBAHME BO BHYTpeHHeH cpene opraHisma,
HCNONL3YIOTCA B IHANA30He TeMnepaTyp oT 32°C mo 42°C.
( PORNTOTHOCTH

Cpok rofIHOCTH METHIIMHCKOTO 3N COCTanngeT 3 rona
C JATHI H3TOTORNEHHA.
HIOCOBMECTHNMNOC L

MU BODKHO COOTBETCTBOBATL BCEM  OHOIOrHICCKHM
TpeGoBaHnaM, yxasawueM B crangapre ISO 10993-1 ana
BHEIIHEH CBA3H, MPAMOro KOHTAKTa ¢ HHPKYIMpYIOieH
KpPOBbIO, OrpaHH4eHHOro BosaeiicTeus (< 24 uaca).

CBE LTS
OLt INAITEATTH

FENHTYECKON

He npumewnmo pns nmamvoro MH. Hsaenne mnn
OfHOPA30BOrO  HCMONB3OBAHMA W HE  MOAMCHKHT
TEXHHMECKOMY 00cnyKHBaHMIO.

HHOPA O LN C O TORESE Y TRL TS AR

Hocne WCAOJb3OBAHHA H3JCIHE TIPEACTABAAET
noTeHLMAanbHy1o Guonoruueckyo onackocts. ObpalucHse ¢
M3ACSTHEM M €ro YTHIM3aumIo Heo6X0AUMMO OCYINEeCTBINTL B
COOTBETCTBHH C NPUHATBIMH B MEAHMLMHCKON NpaKkTHke
HOPMAMH, & TAKKE COOTBETCTBYIOLIMMH MECTHEIMH,
rOCYZAPCTBEHHBIMH H (eepanbHbIMK 3aKOHONATENBHBIMH
akramMu W UHCTPYKuHAMH. Knacc B,  (CanlIuH 2.1.3684-
21).
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RRANTIES

_ghrd Peripheral Vascular warrants to the first purchaser
this product, that this product will be free from defects
in materials and workmanship for a period of one year
from the date of first purchase and liability under this
limited product warranty will be limited, to repair or
replacement of the defective product, in Bard Peripheral
Vascular's sole discretion, or refunding your net price
paid. Wear and tear from normal use or defects resulting
from misuse of this product are not covered by this
limited warranty.
TO THE EXTENT ALLOWABLE BY APPLICABLE
LAW, THIS LIMITED PRODUCT WARRANTY IS
IN LIEU OF ALL OTHER WARRANTIES,
WHETHER EXPRESS OR IMPLIED, INCLUDING,
BUT NOT LIMITED TO, ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE. IN NO
EVENT WILL BARD PERIPHERAL VASCULAR BE
LIABLE TO YOU FOR ANY INDIRECT,
INCIDENTAL OR CONSEQUENTIAL DAMAGES
RESULTING FROM YOUR HANDLING OR USE OF
THIS PRODUCT.
Some countries do not allow an exclusion of implied
warranties, incidental or consequential damages. You
may be entitled to additional remedies under the laws of
your country.

For questions about the circulation of the medical device
in the Russian Federation, please contact Authorized
Representative of the Manufacturer in the Russian
Federation:

Limited Liability Company “Bard Rus” (LL.C Bard Rus)

Russian Federation, 121596, Moscow, Gorbunova
street, 2, bld. 3, floor 5, premises Il, room 1, office A-
500.1 cabinet S, tel. +7 (499) 372-5002,
complaints_CIS@bd.com

FAPAHTHIHBIE OBS3ATE TLC [BA

Komnanus Bard Peripheral Vascular B Teuenune oasoro rona
CO OHA NEpBOHaYaNbHOW  MOKYNKH  rapaHTHpyeT
NEepBOHAa4YaAIbHOMY  MOKYMaTeNl0  AaHHOrO  M3JEHA
OTCYTCTBHME B JaHHOM H3JENHH Ne(eKTOB MaTepHalioB M
Npou3BOACTBEHHOro Gpaka. OTBETCTBEHHOCTb MO AAHHOMH
OrpaHH4YEHHOH rapaHTMH Ha W3fenHe OrpaHH4YHBAETCA
PEMOHTOM WIH 33aMEHOH HEMCNPaBHOTO H3JENUS WM
BO3MECLLEHHEM €ro TMOJIHOH CTOMMOCTH MO YCMOTPEHHIO
komnanuu Bard Peripheral Vascular. Jlanxas orpaHnyeHHas
rapaHTHs He TNOKpbIBAET HOPMAa/IbHbIH HM3HOC, a TaKxKe
HEHCNPABHOCTH, TMPOMCTEKAIOWME H3  HCMONB3OBAHHA
H3NENHS He MO  Ha3HAYEHWIO. B OBBEME,
NMPEAYCMOTPEHHOM JEACTBYIOLLAM
3AKOHOJATEJIbCTBOM, JAHHAS
Or'PAHHYEHHAA TAPAHTHA HA  H3IEJIME
HUCKIIIOYAET BCE OCTAJIbHBIE TAPAHTHH,
SABHBIE HJIU TOAPA3YMEBAEMBIE, B YACTHOCTH

JIIOBBLIE MNOJPA3YMEBAEMULIE TAPAHTHH
KOMMEPYECKOH MPUT'OTHOCTH HJin
COOTBETCTBHSA OMPEAEJIEHHOHM LEJIA. HU MNMPH
KAKHX YCJIOBUAX KOMITAHHA BARD
PERIPHERAL VASCULAR HE HECET
OTBETCTBEHHOCTb 3A JIIOBbIE TIPSIMBIE,
CJIVYAHUHBIE MJIMW KOCBEHHBIE  VBBITKH,

MPOUCTEKAIOUIUE U3 OBPALLIEHHUSA C JAHHbLIM
U3JEJIMEM HWJIK Ero HCIIOJIb3OBAHUA. B
HEKOTOpbIX  CTpaHaX He ACHCTBYeT  HCK/IIOYEHHE
noapa3yMeBaeMblX rapaHTHil, cly4aidHbIX HAH KOCBEHHbIX
yObiTkOB. COrJIacHO 3aKOHaM TaKHX CTpaH MO/b30BATENIO
MOryT ObITb NpEAOCTaBACHbI AOMONHHTENbHBIE CpEACTBa
NpaBOBO# 3aLUHTBI.

llo Bonpocam oOpalueHHs MEAHUMHCKOro H3lenus B
Poccuiickoit ®denepaunn obpawaiitech K
VnonnomoueHnomy [lpeacrasurento [Iponssoautens B
Poccuiickoit Penepaunu:

OO6LIeCTBO ¢ OrpaHHYEHHOW OTBETCTBEHHOCTbIO "bapn
PYC" (000 «bapa PYC») Poccuiickas @ecaepaums,
121596, r. Mocksa, yn. l'opbyHosa, nom 2, ctp. 3, 3T. S,
nom. II, xom. 1, opuc A-500.1 kab. S, Ten.: +7 (499) 372-
5002, complaints CiS@bd.com

IFU version - BAW1435900 Rev. 2 06/21
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OBD

MepeBop C aHIMMICKOTo si3biKa Ha PyCCKMii S3bIK

ﬂpMCOiMHMh[K BD

NHCTPYKLUWA MO NPUMEHEHWIO

MEANLMHCKOrO U3LENNS:

KaTeTep 6an/10HHbIA gnnaTaunoHHbIA 415 UPeCKOXHOW TPaHC/IIOMUHANBHOW aHIMONIacTUKN

(UTA)
Atlas Gold

MpowussoguTtens: bapa Mepudepan Backbionap, NHk., CLLUA

«YTBEPXOAK»
«bapg Mepudepan Backbtonap, NHK.»

3amecTuTeNb AvpekTopa OTAena HOPMATUBHO-MPABOBOrO PerynnpoBaHms

/W Tamn/;
«Bbapg Mepudepan Backbronap»

LLItat Apu3oHa
Okpyr Mapukona

(BoMmKHOCTB)

Xupowun MolwmHo
(Mvs)

29 nioHa 2021 T.
(nata)

/nognuce/
(nognmco)

«OATBEPXKAAI0 TOYHOCTb, NMPABUILHOCTbL W NEPEBOS, Ha PYCCKMIA A3bIK»

HacTosiwmid JOKYMeHT y0CTOBEPEH B MOEM MPUCYTCTBMM cerogHs, 30 nioHs 2021 r.,

Xupom VoLmHo.

B yocToBepeHyie Yero st CKpenssito ero CBOeli MOANMCLIO 1 O(ULMANbHO NeYaTbHo.

/nopnuce/
Moanuce My6anyHOro Hotapuyca

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

/WTamn/:

IKpyrnas PEMHA MAPTUHEC

neyaTs! MYBJIMYHBLIAN HOTAPNYC *
BorbLLas LUTAT APN30HA
rocyapcTBeHHas OKPYT MAPVKOIMA

nevarb LLTaTa JIMILIEH3A Ne 586796 .
ApusoHa * CPOK JEVCTBWA MOWX MOHOMOUMA
1912 VICTEKAET 15 ABI'YCTA 2024 T.

LLitamn HoTapuyca



NepeBof faHHOIO TEKCTAa BbINOMHEH NepeBoAYMKOM AneKkceeBbiM AnekceeM AnieKCcaHApOoBMYEM.

MOAMUCH

Poccuiickaa depepayms
Mopoa MockBa.
[JBeHafLaToro voaAa ABe TbiCAYN ABajLaTb NEPBOro roja.
A, TlMpokoweHkoBa EneHa EBreHobeBHa, HoOTapuyc ropoga MOCKBbl, CBU[ETeNbCTBYIO
NOANNHHOCTbL NoANMCK NepeBoAUYnKa Anekceesa Anekcea AnekcaHaposuya.
Mognuce caenaHa B MOEM MPUCYTCTBUM.
JInyHocTb NogNucaBLLEro JOKYMEHT YCTaHOBNEHA.

3aperucTtpupoBaHo B peectpe: Ne 21/86-H/77-2021-
YniayeHo 3a COBepLUIeHMNe HOTapuanbHoro aeictemns: 400

noarnnCb E.E. npokoueH

lep6oBas neyaTsb
HOTapuycar.
MockBbl
MpokoweHkoBoi E.E.

MpoLHYpOBaHO, MPOHYMePOBAHO M CKPEMNIEHO nevaTblo it? nuct(-a,-oB).

HOAHMCb E.E. MNMpokoweHKoBa
efepanHs
[BeHaguartoro nepBoro roga.
A, NPpOKOLLIEHKOB 0CKBbI,
ceugeTen M goKymMeHTa,
py6. 00 kon.

E.E. MNpokoLueHkoBa

epiiBaHo, CKpenneHo
(@) (681

E.E.lMpokoLeHkoBa
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