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/ Cordis Cashel

HAMMEHOBAHWNE MEAVUNHCKOIO U3AENUNA/
NAME OF THE MEDICAL DEVICE

-SABER Percutaneous
Transluminal Angioplasty
Dilatation Catheter with design
styles:

1 Percutaneous Transluminal Angioplasty

YPECKOXHOWN TPaHC/FOMUHA/IbHOM Dilatation Catheter with the SABER

aHruonnacTmku ¢ 6annoHom SABER - 1 balloon - 1 pc.

LT, 2. Compliance Table - 1pc.

2. Tabnuua cooTBETCTBUM - 1 LUT. 3. Instructions for Use - 1 pc.

3. VIHCTpyKLMs No npuMeHeHuo - 1 1uT.

KateTep gnnaTtaunoHHbIN aAns
UPECKOXXHOW TPaHCNOMUHANBbHOM
aHrnonnactukn SABER, B

coCcTaBe;
1 Karetep AvnataumoHHbIin ans

Device is available in following
modiflcations:
I. SABER Percutaneous Transluminal
Angioplasty Dilatation Catheter consisting of:
1 90 cm long Percutaneous Transluminal

[aHHoe n3genve JOCTYNHO B C/eAyHOLLmMX

BapuaHTax UCMONHEHNS:

|. KateTep gnnataumoHHbIN 415 YPECKOXHOM
TPaHCIIOMUHA/IbHON aHrMOMIaCcTUKM
SABER B cocTase:

1 KarteTep AunaTauMOHHbIA Ans
YPECKOXKHOIN TPaHCNHOMUHAIbHOW
aHrmonnacTuky anmHon 90 cm ¢
6annoHom SABER crnepgytowmx
TMNOPa3MepOB:

2 MM X2 cM, 2 MM X3 CM, 2 MM X 4 CM,
2 MM X6 cM, 2 MM X8 cM, 2 MM X 10 cMm,
2 MM X 15 cm, 2 MM X20 cM, 2 MM X

25 cm, 2 mm X30 cMm, 2,5 MM X 2 cMm,

2.5 MM X3 cm, 2,5 MM X 4 cMm, 2,5 MM X
6 cMm, 2,5 Mm X8 cm, 2,5 mm X 10 cm,
25 mMm X 15 cm, 2,5 mm x 20 cm, 2,5 Mm
X25 cm, 2,5 mm X30 cM, 3 MM X 2 CM,

3 MM X3 cM, 3 MM X4 cM, 3 MM X 6 CM,
3 mMm X8 cm, 3 MM X 10 cM, 3 MM X

15 cm, 3 Mm X20 cm, 3 MM X 25 cMm,

3 MM X30 cm, 3,5 MM X2 cm, 3,5 MM X
3cm, 3,5 MM X4 cM, 3,5 MM X 6 cMm,

3.5 MM X8 cm, 3,5 mm X 10 cm, 3,5 MM X
15 cm, 3,5 mm X20 cm, 3,5 MM X 25 cm,
3.5 Mm X30 cm, 4 MM X2 cM, 4 MM X
3¢cm, 4 MM X4 cM, 4 MM X 6 CM, 4 MM X
8cm, 4 mm X 10 cm, 4 mm X 15 cm, 4 Mm
X20 cm, 4 mm X25 cm, 4 mm X 30 cm,
5mm X2 cMm, 5 MM X3 cM, 5 MM X 4 cMm,
5mm X6 cm, 5Mm X8 cm, 5 mm X 10 cm,
5mm X 15 cm, 5 mm X20 cm, 5 MM X

25 cm, 5 mMm X30 cMm, 6 MM X 2 CM, 6 MM

X3cm, 6 MM X4 cm, 6 MM X6 cM, 6 MM X

8cm, 6 Mm X 10 cm, 6 MM X 15 cMm, 6 MM

Angioplasty Dilatation Catheter with the
SABER balloon of the following design
styles:

2mm X2cm, 2mmx 3cm, 2mm x4 cm,
2mmX6cm,2mmx8cm, 2 mm X

10cm, 2 mm x 15 cm, 2 mm X 20 cm,
2mm X25cm, 2 mmx 30 cm, 2.5 mm x
2cm, 25 mmx3cm, 25 mm x 4 cm,

25 mmx6.cm, 25 mmx 8cm, 25 mm x
10cm, 25 mm x 15 cm, 5 mm x 20 cm,

25 mmx 25 cm, 2.5 mm x 30 cm, 3 mm X
2¢cm, 3mmx3cm, 3mmx4cm, 3 mm Xx
6 cm, 3mm x 8cm, 3mm x 10 cm, 3 mm X
15cm, 3mm x 20 cm, 3 mm x 25 cm,

3 mm X30cm, 3.5 mm x 2 cm, 3.5 mm x
3cm, 3.5 mm x4 cm, 3.5 mm x 6 cm,

3.5 mm X8cm, 3.5 mmx 10 cm, 3.5 mm X
15cm, 3.5 mmx 20 cm, 3.5 mm x 25 cm,
3.5 mm X30cm, 4 mmx 2cm, 4 mmXx
3cm, 4 mm x4 cm,4 mmx6cm, 4 mm X
8cm, 4mmx 10cm, 4 mm X 15 cm,

4 mm X20 cm, 4 mm x 25 cm, 4 mm X
30cm, 5mm x 2 cm, 5mm x 3cm, 5 mm X
4cm, 5mmx6cm, 5mmx 8cm, 5mm x
10cm, 5mm x 15 cm, 5 mm x 20 cm,
5mm X25 cm, 5 mm x 30 cm, 6 mm X
2cm, 6 mmx 3cm, 6 mm x4 cm, 6 mm X
6 cm, 6 mm x 8cm, 6 mm x 10cm, 6 mm X
15cm, 6 mm x 20 cm, 6 mm X 25 cm,

6 mm X30cm, 7mmx2cm, 7mmx 3cm.
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X20OM 6 MMX25 OM 6 MM X 30 cm,
7MMX2CM,7MMX3cm,7mmx4cm,
7MMX6CM,7MMX80m,7mmx lOcm,
8MMXx2cM 8MM X 3cm, 8MM X 4 cm,
8MMX6cM 8MM X 8cm, 8MM X 10 cm,
IMMX2CM,9MMX 3 cm, 9 MM X 4 cm,
IMMX6 CM 9 mmX8cm,9 mmXx 10 cm,
I0MM X2 CM, 10 MM X 3 CM, 10 MM X
4CcM, 10 MM X 6 CM, 10 MM X 8 cm, 10 mm
X 10 cM- 1 WT.

2. Tabnuua coOTBETCTBMMA - 1 LUT.

3. VIHCTpyKUMA N0 NPUMEHEeHNIo - 1 L.

Il. KaTeTep gunaTaumoHHbIV AN15 YPECKOXKHOM

TPaHCMHOMUHANBbHON aHMMONAACTUKN
SABER B cocTaBe:

1  KarteTep gnnataumoHHblii SABER ans
YPECKOXXHOW TPaHCNHOMUHAIbHOW
aHronnacTUkKy gnnHoin 150 cm ¢
6a/1/I0HOM CnefyroLWwmnx TUNopasmMepos:
2MM X 2CM, 2 MM X 3 CM, 2 MM X 4 CM,
2MM X 6 CM, 2 MM X 8 CM, 2 MM X
10cm, 2 Mm x 15 cMm, 2 MM X 20 cm,

2 MM X25 cm, 2 mm X30 cm, 2,5 MM X
2¢cM, 2,5 MM X3 cm, 2,5 MM X 4 cm,

2.5 Mm X6 cMm, 2,5 MM X8 cm, 2,5 MM X
10 cm, 2,5 mm X 15 cm, 2,5 Mmm X 20 cm,
2.5 MM x 25 cMm, 2,5 MM X 30 cM, 3 MM X
2CM, 3MM X 3CM, 3 MM X 4 CM, 3 MM X
6 cMm, 3 MM x 8cm, 3 MM x 10 cM, 3 MM
x 15 ¢cMm, 3 MM x 20 cM, 3 MM X 25 cm,
3mm x 30 cMm, 3,5 MM x 2 cM, 3,5 MM X
3cM, 35 MM x 4 cm, 3,5 MM X 6 CM,

3.5 Mm X8 cm, 3,5 mMm X 10 cm, 3,5 Mm
X15cm, 3,5 mm X20 cm, 3,5 MM X

25 cM, 3,5 mm X30 cM, 4 MM X 2 CM,

4 mm X3 cM, 4 MM X4 cm, 4 MM X 6 CM,
4 mm X8 cm, 4 mm X 10 cm, 4 MM X

15 cm, 4 mm X20 cm, 4 MM X 25 Cm,

4 MM x 30cMm, 5MM x 2 cM, 5 MM X
3¢cM, 5MM x4 cm, 5MM X 6 CcM, 5 MM X
8cm, 5mMm x 10 cm, 5 Mm X 15 cm, 5 Mm
x 20 cM, 5 MM x 25 cm, 5 MM X 30 cm,

6 MM X2cCM, 6 MM X 3CM, 6 MM X 4 CM,
6 MM X 6 CM, 6 MM X 8 CM, 6 MM X

10 cm, 6 MM x 15 cm, 6 MM x 20 cm,

6 MM x 25 cM, 6 MM X 30 cM, 7 MM X
2CM, 7 MM X 3CM, 7 MM X 4 CM, 7 MM X
6¢cM, 7MM X 8cm, 7 MM X 10 cM, 8 MM
X2 CM, 8 MM X 3 CcM, 8 MM X 4 cM, 8 MM

Cordis Cashel

7mm X4 cm, 7mm X 6 cm, 7 mm X
8cm, 7mmx 10cm, 8 mm x 2 cm, 8 mm X
3cm, 8mm x4 cm, 8mm x 6 cm, 8 mm X
8cm, 8mmx 10cm, 9mm X 2 cm,

9mm X3cm, 9mm x4 cm, 9mm X 6 cm,
9mmx 8cm, 9 mm x 10 cm, 10 mm X
2cm, 10 mm x 3cm, 10 mm x 4 cm,

10 mm x 6 cm, 10 mm x 8 cm, 10 mm X
10cm- 1pcs.

2. Compliance Table -1 pc.

3. Instructions for Use - 1pc.

il. SABER Percutaneous Transluminal
Angioplasty Dilatation Catheter consisting of:

1 150 cm long Percutaneous
Transluminal Angioplasty Dilatation
Catheter with the SABER balloon of the
following design styles:

2 mm X2cm,2mm X 3cm, 2mm X
4cm,2mmx6cm, 2mmx 8cm, 2 mmm X
10cm, 2mm x 15 cm, 2 mm x 20 cm,

2 mm X25cm, 2 mm x 30 cm, 2.5 mm x
2cm, 25 mmx 3cm, 25 mm x 4 cm,
25 mmx6.cm, 25 mmx 8.cm,

25 mmx 10cm, 2.5 mm x 15 cm,

25 mmx 20 cm, 2.5 mm x 25 cm,

25 mm x 30 cm, 3mm X 2 cm, 3 mm X
3cm, 3mm x4 cm, 3mm X 6 cm,

3 mm X8cm, 3mmx 10cm, 3 mm X
15 cm, 3mm x 20 cm, 3 mm X 25 cm,

3 mm X30 cm, 3.5 mm x 2 cm, 3.5 mm x
3cm, 3.5 mmx4cm, 3.5 mmx 6 cm,
3.5 mm X8 cm, 3.5 mm x 10 cm,

3.5 mm X15cm, 3.5 mm x 20 cm,

3.5 mm X25 cm, 3.5 cm x 30 cm, 4 mm X
2cm, 4mmx 3cm, 4 mmx 4 cm,

4 mm X6cm, 4 mmx 8cm, 4 mm X
10cm, 4 mm x 15 cm, 4 mm x 20 cm,

4 mm X25 cm, 4 mm x 30 cm, 5 mm X
2cm, 5mmx 3cm, 5mm x4 cm,
5mm X6 cm, 5mm x 8 cm, 5 mm x

10 cm, 5mm x 15cm, 5 mm x 20 cm,
5mm X25 cm, 5 mm x 30 cm, 6 mm X
2¢cm, 6 mmx3cm, 6 mmx4cm,

6 mm X6 cm, 6 mm x 8 cm, 6 mm X
10cm, 6 mm x 15 cm, 6 mm x 20 cm,

6 mm X25 cm, 6 mm x 30 cm, 7 mm X
2cm, 7mmx3cm, 7 mmx4cm,
7mm X6 cm, 7mm X 8cm, 7 mm X
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Cordis Cashel

Tabnuua cooTBeTCTBUA. OTHOLWeHNe anameTpa 6annoHa K faBneHuto/
Compliance Table. Balloon Diameter vs. Inflation Pressure pa3gysaHus

[JasneHne 0 Ovametp 6annoHa, mw/ 0 Balloon Diameter (mm)
pasgyBaHus/

Inflation

Pressure

aTM kMa 20 25 30 35 40 50 60 70 80 90 100
MM MM MM MM MM MM MM MM MM MM MM

608 187 235 291 335 374 467 575 686 773 88l 987

709 191 240 297 343 383 479 589 699 788 89 10,02

811 195 244 301 349 391 48 598 7,08 800 9,07 1014

9 912 197 247 304 354 398 496 606 7,16 810 917 10224

10 1013 2,00 251 308 358 404 502 613 724 818 925 1034

11 1115 203 253 310 362 408 507 619 731 826

12 1216 2,06 256 313 366 413 513 625 7,37 833

13 1317 2,09 258 316 3,68 4,17 517 631 743

14 1419 211 261 ;) 1 w T 750

15 1520 213 2,63 LIé,21 375 4,24 526 643

16 1621 2,15 265 323 378 427 531 649

17 1723 2,18 267 325 381 431

18 1824 2,20 270 328 384 434

0 N O

\"M\JI/Nom.P VJI*"WRBP POP/N5P

HomuHanbHoe fasneHve/Nominal PacueTHoe faBneHune pa3pbisa/ Rated Burst PacueTHoe gaBneHuve paspbiBa/ Rated Burst
Pressure Pressure Pressure
(ansa 6annoHa gnuHoit 150-300 mm)/
(For balloon length of 150-300 mm)

MPUMEUYAHWE. He npeBblWwainTe pacyeTHOro gaBneHunsa paspbisa./
NOTE: Do not exceed the RBP.
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CoOTBeTCTBME MeXY pa3MepoM UHTPoAbIOCcepa HanpasnsawLwero kaTeTepa (MHK) n umeownmnca KoHguUrypaunsamm ¢
onpefeneHHbIM Aname TPOM 1 ANNHOK 6annoHa/
Catheter sheath introducer (CSl)fitmentfor the available balloon diameter and length configurations

OnameTtp (MMm/F)

OnnHa 2 2,5 3 3,5 4 5 6 7 8 9 10
(cm)
2 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4F) (4F) (4F) (4F) (4F) (4F) (4F) (4F) (4F) (5 F) (5 F)
3 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4F) (4F) (4F) (4F) (4F) (4F) (4F) (4F) (4F) (5 F) (5 F)
4 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4F) (4F) (4F) (4F) (4F) (4F) (4F) (4F) (4F) (5 F) (5 F)
6 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM 1,67 MM 2 MM
(4F) (4F) (4F) (4F) (4F) (4F) (4F) (5 F) (5 F) (5 F) (6 F)
8 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM 1,67 MM 2 MM 2 MM
(4F) (4F) (4F) (4F) (4F) (4F) (5 F) (5 F) (5 F) (6F) (6 F)
10 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM 1,67 MM 2 MM 2 MM
(4 F) (4F) (4F) (4F) (4F) (4F) (5 F) (5 F) (5 F) (6F) (6 F)
15 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4F) (4F) (4F) (4F) (4F) (5 F) (5 F)
20 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4 F) (4F) (4F) (4F) (4F) (5 F) (5 F)
25 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4F) (4F) (4F) (4F) (4F) (5 F) (5 F) I
30 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,33 MM 1,67 MM 1,67 MM
(4 F) (4F) (4F) (4F) m (5 F) (5 F) SR
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[na HarnonHeHWs 1 0TKauku 6annoHa
MCMOMNb3YETCA 0TBEPCTUE GannoHa C
mapkuposkoii «BALLOON» Ha afanTepe.
CraHfapTHbIA pasmep 6as1oHa yKa3aH Ha
apantepe. OTBEpCTUE 419 NPOBOAHMKA (e
MapKupoBkoi «THRU») ncnonbayetcsa ans
BBeLeHWs KaTeTepa no 3apaHee
No31LUMOHNPOBAHHOMY MPOBOAHUKY.
PeHTreHOKOHTpaCTHbIe MOMOCKU-MapKepbl
OTMEYaloT YKa3aHHYH HOMUHA/IbHYHO
[JIMHY 6an/ioHa (pacCTosiHME OT BHELLHEro
Kpas caMoro npoKCUMasibHOro 0
BHELLIHEro Kpas camoro AucTasibHoOro
MapKepa).

YCNoBUA NPUMEHEHWA/
CONDITIONS OF USE

Cordis Cashel

The balloon lumen, marked on the hub as
“BALLOON?” is used to inflate and deflate
the balloon. The nominal balloon size is
printed on the hub. The guidewire lumen,
marked “THRU?” is used to track the
catheter over a prepositioned guidewire.
The radiopaque marker bands (the length
between the outer edge of most proximal to
the outer edge of most distal marker band)
indicate the stated nominal length of the
balloon.

[JaHHoe MefuUMHCKOe n3fenme fOMKHO
ObITb MCMO/b30BAHO TOJbKO CreLnaibHO
06y4YeHHbIM NMePCOHAIOM B YC/IOBUSX
onepawyymoHHbIX J1MY.

This medical device should be used only by
specially trained persons in conditions of
surgery Prevention and Treatment Facility.

CordisCashel,Cahir Road,Cashel,Co.Tipperary
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MOKA3AHNA K MPUMEHEHWIO/

INDICATIONS

AMnartaumm CTeHO30B B NOAB3LOLUHbIX,
OeipeHHbIX, NOAB3A0LLHO-6epeHHbIX,
MOAKONEHHbIX, HXHUX NOAKONEHHBIX U
MOYEYHbIX apTepusX,

NneyeHne 06CTPYKTUBHBIX MOPaXKeHWiA
HaTMBHbIX WM UCKYCCTBEHHbIX
apTepPMOBEHO3HbIX ANAIU3HBIX PUCTYN
noctaunarauus 6anioHopacLIMpsemMbIX 1
CaMOpPaCLLUMPSIOLLMXCS CTEHTOB
nepugepnyecKnx apTepuii.

MPO TUMOMNOKA3AHUNA/
CONTRAINDICA TIONS

* [lpoTuBoOnokasaHua K onepaumsam PTA
He BbIB/IEHbI.

* [lpoTnBOMNOKa3aHO MCMo/b30BaHUe
kateTepa SABER gnsa BmellatenscTs
Ha KOPOHapHbIX apTepusx.

MPEAYMNPEXAEHWA/
WARNINGS

1 KareTep Saber npegHa3HayeH ans

MPVUMEHEHNS TOMbKO Y OAHOTO NaLMeHTa,
3anpeLaeTcs NOBTOPHOE UCMO/b30BaHMe,
06paboTKa 1 CTepunn3aLms N3aenms.
MOBTOPHOE NCNOMb30BaHMeE, MOBTOPHaS
06paboTKa MM NOBTOPHasA CTepuUM3aLms
MOFYT MOBbICUTb PUCK HELOCTATOUHOM
cTepuAMn3aLMn 1 NepeKPecTHOM
KOHTaMUHaLMW, a TAKXKE HapyLUEHNS

CTPYKTYPHOIA LLeNnoCTHOCTW 13genma n (1Un)

NMPUBECTU K 0TKa3y U3Lenns, Yto, B CBOKO
oYepesb, MOXKET MOB/eYb Mosy4YeHme
TpaBMbl NaLMeHTOM, ero 3aboneBaHne Um
CMepTb.

Bo3pelicTre Temnepatyp Bbiwe 54 °C (130
°F) MOXET NPUBECTN K NMOBPEXAEHWNIO
n3genns.

He noggepratb n3genve BO3AeNCTBUIO
OpraHn4Yecknx pactsopuTeneli (Hanpuwvep,
crvpTa).

He vcnosb3oBaTh KOHTPACcTHbIE MpenapaTsbl

Cordis Cashel

« dilate stenosis in iliac, femoral, ilio-femoral,

popliteal, infra popliteal

« renal arteries and for the treatment of

obstructive lesions of native or synthetic
arteriovenous dialysis fistulae.

* The device is also indicated for post-

dilation of balloon-expandable and self-
expanding stents in the peripheral
vasculature.

* None known for PTA procedure.
» The SABERTM PTA Balloon Dilatation

catheter is contraindicated for use in
coronary arteries.

For single patient use only. Do not reuse,
reprocess or resterilize. Reuse,
reprocessing or resterilization may
increase the risk of inappropriate
resterilization and cross contamination
and compromise the structural integrity
of the device and/or lead to device
failure, which in turn, may result in
patient injury, illness or death.

2. Exposure to temperatures above 54°C
(130°F) may damage the device.

3. Do not expose the device to organic
solvents (e.g. alcohol).

4. Do not use Ethiodol or Lipiodol contrast

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary
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IO (Ethiodol) nnn nunuogon
(Lipiodol).

. XpaHUTb B NPOX/1aaHOM, TEMHOM, CyXOM
MecTe.

. Mlcnonb3oBaTtb KaTeTep 40 UCTEYeHNS AaTbl
«llcnonb3oBaTh [0», YKa3aHHOI Ha
yMaKoBKe.

. He ncnonb3oBatb Npu BCKPLITOW Un
MOBPEX/EHHOW BHYTPEHHEN YraKoBKe.

. [Nepep npoBefeHNeM aHrMONNACTUKN
KateTep Saber He06X04MMO MPOBEPUTL Ha
(hYHKLMOHA/IbHOCTb W Lie/IOCTHOCTb, a
TakKe ybeanTbes B COOTBETCTBUM €ro
pa3mMepa 1 (PopMbl KOHKPETHOMN MpoLiesype,
B KOTOPOW OH OyfeT ncnosb3oBaTtbes. He
1CNO/b30BaTb MU3AeNne Npu NOLO3PEHNN Ha
ero NnoBpeXAeHne nan Npu HaInynm
MOBPEXAEHNS.

. AN CHUKEHWS BEPOSTHOCTM NMOBPEXAEHUA
cocyfia Uin pucka CMeLLeHns aetasneit
BeCbMa Ba)XXHO, YTOObI AnamMeTp
3arno/iHeHHOro 6anioHa NPUGIN3UTENbHO
COOTBETCTBOBa/ AVAMETPY COCy/a,
HEenocpeLCTBEHHO MPOKCUMaTIbHee 1
AUCTa/IbHEe NOPaXKeHHOr 0 y4acTKa.
Pa3mMepbl 6ainioHa oTneyaraHbl Ha 3TUKETKe
n3genvs. B Tabnmue cooTBETCTBUS,
npunaraemoi K n3genuo, nokasaHa
CTeneHb YBENNYeHUs AnameTpa bansioHa rno
Mepe BO3pacTaHuns AaBneHus.

He npeBbIwaTh peKOMeHA0BaHHOe
pacyeTHOE [aB/ieHNe pa3pbIiBa, yKasaHHOe
Ha 3TUKeTKe. PacuyeTHOe [aBfieHne paspblsa
OCHOBaHO Ha pe3y/nbTaTtax UCMbITaHWiA in
vitro. Mo kpariHelt mepe 99,9 % 6annoHoB
(c ypoBHem focToBepHOCTM 95 %) He
paspbIBAtOTCA MPU MX PaCHeTHOM [aB/IEHNN
paspbiBa Un Npu 60/1ee HU3KOM AaBeHNN.
B uensax npegoTepalleHms npeBbILLeHns
[iaBNEHNA PEKOMEHYETCA WCMOo/b30BaTh
pene KOHTPONA AaBeHNs.

[asneHne, npesbiLlatoLLee pacyeTHoOe
[iaBNeHNe paspbiBa, MOXET NPUBECTU K
paspbIBy 6as10Ha U NOTEHUMANBHO - K
HEBO3MOXHOCTY M3BNeYeHNs KaTeTepa
yepe3 NPOBOAHMKOBYO My(Ty. Pa3pbIB
GasifioHa MOXET BbI3BaTb MOBPEXeHune

Cordis Cashel

media.

5. Store in a cool, dark, dry place.

6. Use the catheter prior to the “Use By”

date specified on the package.

7. Do not use if inner package is opened or

damaged.

8. Prior to angioplasty, the catheter should

be examined to verify functionality and
integrity, and ensure that its size and
shape are suitable for the specific
procedure for which it is to be used. Do
not use if product damage is suspected or
evident.

9. To reduce the potential for vessel

damage or the risk of dislodgement of
particles it is very important that the
inflated diameter of the balloon should
approximate the diameter of the vessel
just proximal and distal to the lesion.
The balloon dimensions are printed on
the product label. The compliance table
incorporated with the product shows
how balloon diameter increases as
pressure increases.

10. Do not exceed the rated burst pressure
recommended on the label. The rated
burst pressure is based on the results of
in vitro testing. At least 99.9% of the
balloons (with a 95% confidence) will
not burst at or below their rated burst
pressure. Use of a pressure monitoring
device is recommended to prevent over-
pressurization.

11. Pressure in excess of the rated burst
pressure can cause balloon rupture and
potential inability to withdraw the
catheter through the introducer sheath.
Balloon rupture can cause vessel damage
and the need for additional intervention.

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary
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cocy/1a U He06X0AMMOCTb MPOBEAEHMS!
CNIOXHOTO LOMO/THUATENbHOTO
BMeLLIATE/bCTBA.

12.  Wcnonb3oBaTb TONLKO

PEKOMEHJ0BaHHYIO Cpefy A/15t 3arn0/IHEHUS
6annoHa (cmecb 50/50 no o6bLemy
KOHTPaCTHOrO BELLECTBA Y M30TOHNYECKOTrO
pacTteopa). Hu B Koem cry4ae He
MCNOMb30BaThb BO3AYX WK NOBYHO
rasoo6pasHyto cpegy N5 3anosiHeHus
6annoHa.

Mocne BBOAaA KaTeTepa Saber B
COCYZMCTOE PYC/o UM HeobXoaMMO
MaHWMyNMpPoBaTb NOA KOHTPOsIEM
PEHTrEHOCKONUM BbICOKOIO paspeLleHus.
He npoBoanTb 1 He U3BMEKaTb KaTeTep 40
MOJIHOIO OMOPOXKHEHNSA GaIoHa Mog,
BaKyymoM. Ecnv B xoge MaHuUnynaumm
HabntoaeTcs CONPOTUB/IEHME, ONPESENUTb
NPUYMHY CONPOTUBNEHUS NePeL
BO306HOB/IEHMEM NpOLLeaYPbI.

Ecnu conpoTmeieHne oLyLLaeTcsa npu
n3BMieYeHUN, 6a1N0H, MPOBOSIOYHbIN
HanpasuTeNb U My(Ta JO/MKHbI
13BNeKaTbCA BMECTe Kak efivHOe LiesIoe,
0CO6EHHO B C/lyyae NOJ03PEHNs Ha paspbIB
6asinoHa NN yTeuky Uav Npu Hamuum
3TUX NOBPEXAEHUI.

MpaBuibHOe PYHKLMOHNPOBaHWE
KaTeTepa Saber 3aBUCUT OT €ro
LienocTHocTW. Mpn obpatleHnn ¢
KateTepom Saber cnefyeT cobnofatb
OCTOPOXXHOCTb. MoBpeXaeHne MOXeT 6bITb
pesy/ibTaToM 06pa3oBaHusA NeTesb,
BbITArMBaHWSA U YCUNEHHOIO NPOTUPaHNS
KaTteTepa. [NpumeHeHne N36bITOYHOro
YCUINA Npu 06paLleHnn ¢ KaTeTepoM
MOXET MPUBECTMN K ero OTCOEANHEHWNIO U
BO3HMKHOBEHMIO B MOC/IEAYIOLLEM
Heo6X0AMMOCTM MUCMO/Ib30BaHUA NIOBYLLIKM
WM NPUMEHEHNS APYTUX MeANLMHCKUX
METOAMK BMELLIATENbCTB B LIeNsAX
N3BNEYEHNS N3NNI
16. O6s3aTeNbHO NPOBEPSTH LIENIOCTHOCTb
KaTeTepa Saber nocrne ero nssneyveHus.

MopfaepXmBaThb NAOTHBLIN KOHTAKT C
reMoCTaTU4YeCKUM KnanaHoM Haj,

Cordis Cashel

12. Use only the recommended balloon
inflation medium (a 50/50 mixture by
volume of contrast medium and normal
saline). Never use air or any gaseous
medium to inflate the balloon.

13. 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 under vacuum.
If resistance is met during manipulation,
determine the cause of resistance before
proceeding.

14. If resistance is felt upon removal, then
the balloon, guidewire and the sheath
should be removed together as a unit,
particularly if balloon rupture or leakage
is known or suspected.

15. Proper functioning of the catheter
depends on its integrity. Care should be
used when handling the catheter.
Damage may result from kinking,
stretching, or forceful wiping of the
catheter. Forceful handling can result in
catheter separation and the subsequent
need to use a snare or other medical
interventional techniques to retrieve the
pieces.

16. Always verify integrity of the catheter
after removal.

17. Maintain a snug seal with the
hemostasis valve over the balloon

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary
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GaNNOHHBLIM KaTeTEPOM B X0f€e
NMPOABVIKEHUA B LIeNsaX NpefoTBpaLLeHns
MOCTYM/IEHNA BO3A4yXa BHYTPb My(TbI UK
npoasunraemoro Karetepa. OTcyTCTBUE
NNOTHOrO KOHTaKTa 1 TYroi nocagku
GanIOHHOM cekuymn BannIoHHOro KaTeTepa v
MY(TbI UK NPOBOAMMOrO KaTeTepa MOXeET
BbI3BaTb PUCK MPOHMKHOBEHUA W MOACOCa
BO34yXa B X0fe NPOABMXEHUS 6a/IIOHHOr0
KateTepa Yepe3 MyqTy UM NPOABUIaeMbli
KareTep.

18.  MuHMManbHO AONYCTUMbIV pa3vep
NPOBOASLLEA MY(PTbI/NPOBOANMOrO
KaTeTepa Saber oTrneyaTaH Ha yrnakoBOYHOW
3TVKeTKe. He MbITaTbCA NPOBOAUTL KaTeTep
Saber yepes npoBoAALLytO
MYy TY/NPOBOANMBIV KaTeTep MeHbLLEro
pa3mepa, YeM yKaszaHHbI Ha ITUKETKE.
Vcnonb3oBaHve 6onee MeNKoro, Yem
yKa3aHo, BCroOMOraTe/lbHOro yCTponcTaa
MOXET MPUBECTU K MOCTYMN/IEHNIO BO3AyXa
BHYTPb U34eNus Mo Mepe NpOoABUXeHUS
6a/iNOHHOro KateTepa, KOTOPbIA MOXET
ObITb He YJa/IeH B X0/€ acrnmpawmm
BO3A4yXa.

19. He ncnonb3oBatb C CUI0BLIMA
NHBEKTOPaMU.

MEPbI MPEAOCTOPOXHOCTW/

PRECAUTIONS

1 KaTeTepHble CUCTEMbI JO/MKHbI
CM0/b30BaTLCA Bpayamu, NpoLLeaTUMun
cneLmnanbHyHo NOAroToBKY Mo
BbINO/IHEHWNIO apTepuorpapun u
BNAACHOLLMMUN TEXHUKOI YPECKOXKHOM
TPaHCNHOMUHaNIbHOW aHMMONNACTUKW.

2. Bce yctpoiicTBa, BBOAUMbIE B
COCYZMCTYHO CUCTEMY, NPOMbIBaNTE
CTEPWbHBIM FrenapyHNU3MPOBaHHbIM
(PM3MONOrMYECKUM WSIN aHAIOTUYHBIM
N30TOHMYECKUM pacTBopoM. [epes
NpYMeHeHeM He06XoaMMO yoeanTbCS B
TOM, YTO BCe YCTPOWCTBA OblIN NPOMbITbI,
a BO3AyX yAasieH 13 CUCTeMbI C
1CNo/b30BaHNEM CTaHAAPTHON METOAMKM.

Cordis Cashel

catheter during advancement to prevent
introduction of air into the sheath or
guiding catheter. Without a snug seal, a
tight fit between the balloon section of
the balloon catheter and the sheath or
guiding catheter may cause a risk for
introduction of air and air entrainment
during advancement of the balloon
catheter through the sheath or guiding
catheter.

18. The minimal acceptable sheath
introducer/guiding catheter size is
printed on the package label. Do not
attempt to pass the PTA catheter through
smaller size sheath introducer/guiding
catheter than indicated on the label. Use
ofa smaller than indicated accessory
device can lead to introduction of air into
that device as the balloon catheter is
advanced, which may not be removed
during air aspiration.

19. Do not use with power injectors.

The catheter system should be used only
by physicians trained in the performance
of arteriography and who have received
appropriate training in percutaneous
transluminal angioplasty.

Flush all devices entering the vascular
system with sterile heparinized saline or
similar isotonic solution. Prior to use,
ensure all devices have been flushed and
air is removed from the system
according to standard medical practice.
Failure to do so could result in air
entering the vascular system.

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary
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B npoT1BHOM Clyyae BO3A4yX MOXET
nonacTb B COCYUCTYHO CUCTEMY.
Cnepyet cobnogatb 0cobyHo
OCTOPOXHOCTb NPW BbIMNO/THEHUN
CTEHTMPOBAHMSA Y NALMEHTOB C
HapyLLEeHVEM (hYHKLMK NOYEK, ans
KOTOpbIX, MO MHEHWIO flevallero Bpaya,
CNOMb30BaHNE KOHTPACTHbIX BELLECTB
MOXKET ObITb He6E30MaCHbIM.

B xoge npouenypbl Ana yaaneHus Kposu u
APYrux 3arps3HeHnin ¢ yCcTpoiicTBa
1CNonb3yiiTe Mapo, NPONUTaHHYHO
renapuMHU3MPOBaHHbIM N30TOHUYECKNM
pacTBOPOM X/l0puaa HaTpus.

CucTema KateTepa He npeaHa3HaveHa
[NA TOYHOTO MOHUTOPUHra
apTepuanbHOro KPOBSHOIO aBfeHus.

Cordis Cashel

3. Caution should be taken when treating

patients with poor renal function who, in
the physician’s opinion, may be at risk
for a contrast medium reaction.

4. During the procedure remove blood or

any other residues from the devices,
using heparinized-saline soaked gauze.

5. The catheter system is not intended for

precise arterial blood pressure
monitoring.

BO3MOXXHbIE MOEOYHBIE JEACTBUA/

COMPLICATIONS

BO3MOXHbIE OC/IOXHEHS BK/IHOUAIOT, HO He
OrPaHNYMBaOTCS UMK, CReayHoLLVE:

1
2.

3
4.

= © 00N oo

18.
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0.
. FemaToma B MecTe NyHKLMM
12.
13.
14.
15.
16.
17.

BHe3anHoe 3aKpbITHe cocyaa
JononHnTenbHoe BMeLLAaTeNbCTBO

. OCTpbIN MHAPKT MUOKapaa

Annepruyeckas peakuus (Ha nsgenwve.
KOHTPAaCTHOE BELLECTBO U NIeKapCTBEHHbIe
CpeAacTBa)

AmMnyTauus

AputMnmn

ApTEpPUOBEHO3HBI CBULL,

bpagnkapansa

CwmepTb
Avbonus

KpoBonsnunsaHue
rMnoToHWA/rMNepToHNA
BocnaneHve/vHgekms/cencunc
wemuns

Hekpos

HeBposiormyeckune aBfeHUs, BKIOYas
TpasMy nepugeprnyecKoro Hepsa.
NPEXOAALLMIA NPUCTYN UWeMnn 1 (Un)
WNHCYNbT

OpraHHas HeJoCTaTOYHOCTb (MOHO-.
nosm-)

Potential complications include but are not
limited to:

Abrupt vessel closure

Additional intervention

Acute myocardial infarction

Allergic reaction (device, contrast

medium and medications)

Amputation

Arrhythmias

Arteriovenous fistula

Bradycardia

. Death

10.Embolism

11.Hematoma at puncture site

12. Hemorrhage

13.Hypotension / hypertension

14. Inflammation/ infection/ sepsis

15.I1schemia

16.Necrosis

17.Neurological events, including peripheral
nerve injury, transient ischemic attack
and/ or stroke

18.0rgan failure (single, multiple)

19.Pain

20. Paralysis

21. Potential for balloon burst and potential

AW

© 0~ o U
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120.
21.

22.

23.

24.
25.
26.

27.
28.
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Bone

Mapanny

B03MOXXHOCTb paspbiBa 6asinoHa 1
noTeHUa bHble OCMIOXXHEHNA (pacyeTHoe
[laBneHne paspbiBa)

B03MOXXHOCTb pasgeneHus n
NoTeHLNa/IbHbIE OC/IOXKHEHWS
(LenocTHOCTb HEOOXO0AMMO MPOBEPATHL [0
1 NOC/Ie UCMO/b30BaHNSA)

MpouenypHbIE OCIOXKHEHUSA:
KPOBOTEYeHWe, rMNOTEH3NA, HapyLLEeHMs
Ha y4acTke focTyna

NceBoaHeBpU3Ma

MoyeyHas He[OCTaTOYHOCTb

[NoBTOpHOE CTEHO3MPOBaHMe
pacLUMpPeHHOro cocyja

Tpom603

OCnoXHeHMs co CTOPOHbI COCY/10B

(HanpuMmep, Pa3pbiB MHTUMbI, PACC/IOEHME.

rnceBfoaHeBpn3Ma, nepgopauys, paspbis.
crasMm, OKKNHo31s)

Cordis Cashel

complications (rated burst pressure)

22.Potential for separation and potential
complications (integrity to be checked
before and after use)

23.Procedural complications: bleeding.
hypotension, access site complications

24.Pseudoaneurysm

25.Renal failure

26.Restenosis of the dilated vessel

27.Thrombosis

28.Vascular complications (e.g. intimal tear.
dissection, pseudoaneurysm, perforation.
rupture, spasm, occlusion)

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary
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CMNOCOBb NMPUMEHEHWNA/
INSTRUCTIONS FOR USE
N3BreyeHne 13 ynakoBKU

BckpoliTe ynakoBKy, BO3bMUTECH 3a
ananTep v akKypaTHO U3BNIEKMTE KaTeTep.

lMogroTtoBKa

1 MoacoeanHUTE TPEXXOAOBBIA
3amnopHbIA KpaH K OTBEPCTUIO /19 Haro/IHEHUA
6asinoHa ¢ mapknposkoii «BALLOOND.

2. lMoacoeamHUTe WINPULL, YaCTUYHO
3amnosIHeHHbI renapuHU3MpPOBaHHbIM
(hM3M0M0rMYEEKUM PaCcTBOPOM, K 3arMOpHOMY
KpaHy, OTKpOMTE 3anopHbIil KpaH, NoBepHYB
ero B CTOPOHY 6asi/ioHa, 1 co3gaiTe
OTpULATE/IbHOE [aB/IEHNE.

3. YpaepxusaiTe Wwnpu, n
NMPOKCUMa/bHbIA KOHEL, KaTeTepa BblLLe
[ANCTaIbHOIrO KOHUA KaTteTepa. bannoH
[EePXNTE BEPTUKA/IbHO TaK, YTOObI €ro
HaKOHEYHWK Obl/1 06paLleH BHY3.

4. Tlopnep>kmBas oTpuLaTeNbHOE
[aBNeHue, 3aKpoKiTe 3arnopHbIA KpaH,
MOBEPHYB ero B CTOPOHY OTBEPCTUA AN1A
HanosiHeHua 6anoHa. 3BneknTe Wnpumy, u
yAanuTe BO3LyX.

5. PeKkomeHyeTca co3faBaTb
oTpuLaTeNbHOe AaBfieHne ABaXabl, KaK
yKasaHo BblLLEe, 1 NOBTOPUTL AeNCTBUA 2-4,
4TOObI rapaHTUPOBaHHO YAa/IUTb BO3AYX U3
6annoHa 1 KaHana 4151 Hano/IHEHUS.

6. CHUMMTE (PaCOHHYHO TPYOKY C
6anioHa, He NepekpyynBas ee.

7. 3anofiHnTe HanoMHUTENbHYIO
cucTemy ans aHrmonnactTukm 50%-biM
pacTBOPOM KOHTPACTHOrO BELLEeCTBa U
CTEPW/IBHOTO (PM3MONOrMYECKOro pacTeopa
WX aHa/I0rMYHOr0 PacTeopa.

8. Ypanute BO3AyX 13 HaNOMHAKLLETO
YCTPOWCTBA.

9. MoaknounTe HamonHAKLLee
YCTPOMCTBO K TPEXXOLOBOMY 3arOpHOMY
KpaHy, NOACOeMHEHHOMY K OTBEPCTUIO
KaTeTepa 11 Hano/IHeHMs 6ainoHa, OTKpoKTe
3amnopHbIi KpaH, NOBEPHYB €ro B CTOPOHY

Cordis Cashel

Removal from Package

Open the pouch, grasp the hub and gently
take the catheter out.

Preparation

1 Attach a 3-way stopcock to the inflation
port, which is marked “BALLOON”.

2. Attach a partially filled syringe with
heparinized saline to the stopcock, open
the stopcock to the balloon and induce
negative pressure.

3. Hold the syringe and proximal end ofthe
catheter above the distal end of the
catheter, and hold the balloon vertically
with the balloon tip pointing down.

4. While maintaining negative pressure close
the stopcock to the inflation port. Remove
the syringe and purge the air.

5. To ensure air contained in the balloon and
inflation lumen is removed, apply
negative pressure twice as instructed and
repeat steps 2-4.

6.  Without twisting, slide the forming
tube off the balloon.

7. Prepare an angioplasty inflation system
with a 50% solution of contrast medium in
sterile saline or similar solution.

8. Purge the air from the inflation device.

9.  Connect the inflation device to the 3-
way stopcock that is connected to the
catheter inflation port, open the stopcock
to the catheter and slowly fill the inflation

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary
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KaTeTepa, a 3aTeM Mef/IeHHO 3aro/IHUTE KaHa
[na HanonHeHwsa. bannoH MeaneHHo
3arnoiHnTCA pasBefeHHbIM KOHTPACTHbLIM
BELLeCTBOM.

OcTopo>kHo! B 3T0 Bpemsa co3aaBaThb
B Ga/IIOHEe NONOXKUTENbHOE LU U
OTpuULAaTENLHOE aBneHne 3anpeLLaeTcs.

BBefeHMe, HaANO/MHEHNE N
N3BJIEHEHNE

1 MpomoliTe KaHan ¢ MapKMPOBKOM
«THRU» cTepuibHbIM renapuHuU3NpoBaHHbIM
(h131ONOTUYECKUM WA aHASTOTNYHBIM
N30TOHNYECKMM PacTBOPOM.

2. MomecTnTe NOAroTOBNEHHLIN KaTeTep
Ha 3apaHee NO31LMOHMPOBaHHbI NPOBOAHMK
1 NofaiTe HaKOHEYHWK B HanpaBIeHUN MecTa
BBEAEHUS.

MpumeyaHue. HanonHeHne 6annoHa
[OMKHO BbINOMHATLCA, KOrAa NpoBOAHUK
BbIXOAMT 3a MNpefe/bl HaKOHeYHUKa
KaTeTepa. HacToATeNbHO peKoMeHayeTCA
OCTaBNATb NPOBOAHMUK W (LK) 6aNIOHHbIN
KaTeTep Ha Nopa>keHHOM yyacTKe [0
3aBepLUeHns onepauumn 1 13BneYeHus
AllaTauoHHOR CUCTEMbI U3 cocya.

MpumeyaHue. Ang TOro 4Tobbl
COXpaHNTb (POPMY CNO>XKEHHOr0 BasinoHa npu
BBEZEHUM I MaHUNYNALMAX C KaTeTepamu,
noafep>kmeaniTe BakyyM B KaHasie gns
HanoHeHNS.

OcTopo>kHo! MonHoCTHH
OTKauvBaiiTe 6aN/1I0H Ny TEM CO3AaHNS
HaMoOMHNTENbHON CUCTEMO OTPULATENBHOMO
[laBNeHNs BCAKUIM pas, Korga kaTeTep PTA
nojaeTcs Brepes LW 13BeKaeTCs.

He nepemeltariTe kaTeTep PTA no
cocyfam Brepeq W Hasaf 6e3
npeaBapyTeNbHOro pasmeLleHns Tam
MPOBOAHMKA.

3. OCTOpOXHO nofariTe KaTeTep Bnepes
No 060/104Ke U/IN Yepe3 MECTO YPECKOXHOI0
focTyna.

MpumeyaHne. OCTOPO>KHOE BpalLLeHne
6a/noHa NPoOTUB YacoBON CTPENKN MOXKET
06/1erunTb BBELEHNE MO UHTPOLLHOCEPY UK

Cordis Cashel

lumen and the balloon will slowly fill with
diluted contrast medium.

Caution: Do not applypositive or negative
pressure to the balloon at this time.

Insertion, Inflations and
Withdrawal

1 Flush the “THRU” lumen with sterile
heparinized saline or a similar isotonic
solution.

2. Place the prepared catheter over a
prepositioned guidewire and advance the
tip to the introduction site.

Note: Balloon inflation should be
performed with the guidewire extended
beyond the catheter tip. It is strongly
recommended that the guidewire, the
balloon catheter, or both, remain across
the lesion until the procedure is
complete and the dilatation system is to
be removedfrom the vessel.

Note: Topreserve thefolded balloon
shape during insertion and catheter
manipulation, maintain a vacuum on the
inflation lumen.

Caution: Fully deflate the balloon by
inducing negative pressure with the
inflation system whenever the PTA
catheter is advanced or withdrawn.

Do not advance or withdraw the PTA
catheter within the vasculature unless
the catheter ispreceded by a guidewire.

3. Carefully advance the catheter through a
sheath or guide catheter through the
percutaneous entry site.

Note: Gentle counterclockwise rotation
ofthe balloon may ease introduction
through the sheath or percutaneous

CordisCashel,Cahir Road,Cashel,Co.Tipperary
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yepes MecTO YPECKOXKHOrO BBEAEHUS. entry site.

MpumeyaHue. Bce ganbHenwme Note: Perform allfurther catheter
MaHUNynsUMyM ¢ KaTeTepaMu BbINOMHANTE manipulations underfluoroscopy.

MoJ PEHTTEeHOCKONUYECKUM KOHTPO/EM.

4. OCTOpPOXHO NnofainTe KateTep K 4. Carefully advance the catheter to the
BbIOGpaHHOMY Y4acTKy CTeHO3a. selected stenosis.

OcTopo>kHo! Ecnv nogava wwu Caution: I fstrong resistance is met
3BNEYEHNE KaTeTepa 3HaUMTeNbHO during advancement or withdrawal of
3aTPYyAHeHbl, MPUOCTAHOBATE ABUKEHME U the catheter, discontinue movement and
onpeiennTe NPUUNHY A0 BO30OHOBNEHLLI determine the cause ofresistance before
npoueaypbl. ECn BbIACHATL NpUUmHY proceeding. Ifthe cause ofresistance
COMPOTWBNEHNS HEBO3MOXKHO, W3BNEKNTE BCHO cannot be determined, withdraw the
cucTemy. entire system.

5. cnonb3ya peHTreHOCKOoMuio 1
PEHTreHOKOHTPACTHbIE MapKepbl, yCTaHOBUTE 5. Using fluoroscopy and the radiopaque
KaTeTep B Tpebyemoe NosioXKeHue. marker bands, position the catheter at the

6. Korpga 6yaet AOCTUTHYTO appropriate location.
npvemIeMoe pacrnosoXeHne, HakadamTe
6annoH Ans AOCTUXEHUS Tpebyemoii 6. When an acceptable position has been
Annarayum. obtained, inflate the balloon to achieve

OcTopo>kHo! 3anpelaeTcs the desired dilatation.

NpeBbILLATL pacye THOe AaBNeHune paspbiea, T. Caution: Do not exceed the rated burst
K. 9T0 MO>XKET NPUBECTW K NOBPEXKAEHNIO pressure. Higher pressures may damage
ba/inoHa WK KaTeTepanmbo YpesmepHoMy the balloon or catheter or over distend
PacCLLUMPEHNIO apTepUN. the selected artery.

Mpeaynpe>kaeHne. HanonHeHue Warning: Inflation at a high rate may
6asinoHa ¢ 60NbLUIOK CKOPOCT b MOYKET damage the balloon.

MPMBECTY K €ro NoBPeXKAEHMIO. 7. Deflate the balloon by pulling vacuum

7. BbINONHWTE OTKaYKy 6anoHa, on the inflation syringe or inflation
C03/aBast BaKyyM C NOMOLLbHO LLMpULA Uu device.

[pYroro yCcTporcTBa ANns HanosHeHus 1
OTKauKMW. 8. Remove the vacuum (do not apply

8. MpekpaTnTe co3aasatb BakyyM (He pressure) and carefully withdraw and
npunarainTe fasneHne) 1 OCTOPOXKHO remove the catheter.
N3BMIEKUTE KaTeTep.

MprmeyaHne. OCTOPOXKHOE BpaLLeHne Note: Gentle counterclockwise rotation
GasnoHa NPOTMB YaCOBON CTPENKN MOXKET ofthe balloon may ease withdrawalfrom
06/1erYnTb Ero MU3BNEUYEHNE U3 MHTPOAbIOCEPA the sheath orfrom the percutaneous
LN MECTa YPECKOXKHOro BBeieHus. Ecnm entry site. 1fthe balloon cannot be
OaNNoH HeNb3sa M3BeYb Yepes 060M0UKY, withdrawn through the sheath, withdraw
U3BNEKNTE KaTeTep 1 060/104KY KaK eayHoe the catheter and sheath as a unit.

Lienoe.
CCbl/IKI/
REFERENCES
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JNevawmii Bpay AOMKEH NPUHUMATL BO
BHUMaHVe [aHHble NocefHNX nNy6amkaumin no
COBPEMEHHOW MeMLMHCKON NpaKTuKe
NPUMEHeHNs 6anOHHOM AnnaTaumm.

METO/Abl CTEPUNTN3ALNIN/
STERILIZATION METHODS

W3nenuns aBnsatoTcA CTePUNbHBIMWN N3AENNAMU
0/[IHOPa30BOro NPUMEHEHNS.

lMoBTOpHas CTepuAmn3aumsa - He JoMycTMMa.
MeTopg cTepunmsaumm - 3TUIEH OKCUA,

SKCIMNYATAUWNA/
OPERATION

KaTeTepbl npun aKcnyaraumm ycTonumebl K
BO3ENCTBUIO KNMMATUYECKMX (DAKTOPOB AN
TemnepaTypHoOro pexwuma ot + 32°C go + 42°C
N BO3AENCTBUIO BUONOMNYECKMX YKNIKOCTEN.

MAPKNPOBKA/
LABELING

Cordis Cashel

The physician should consult recent
literature on current medical practice on
balloon dilatation.

The device is provided as a single-use,
sterile device.

Resterilization is not allowed.
Sterilization method - by Ethylene Oxide
(EtO) gas.

Catheters in operation are stable against
influence of climatic factors for temperature
condition from +32 °C to +42 °C and to
influence of biological liquids.

PaclungpoBKa CUMBO/IOB, YKa3aHHbIX HA MapKMUpPoBKe/

Explanation of symbols on labeling:

CnmBonbl/ HanmeHoBaHue enmBona/
Symbols Symbol name
s A MpownssoguTtens/
Eﬁa Manufacturer
REF KaTanoxHblin Homep/
| Catalogue Number
LOT 1 Homep naptuu/
— Lot Number
|‘| [Jarta ncrteyeHus cpoka rogHocTw/
Use By Date
P He vcnonb3oBath NoBTOPHO/

CordisCashel,Cahir Road,Cashel,Co.Tipperary

Registration No. 424180
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Cordis Cashel

CumBonbl/ HanmeHoBaHne cumBonal/
Symbols Symbol name
Do Not Re-Use

AOnly BHumaHve: defepanbHbiM 3akoHoM (CLLIA) paspelueHa npofaxka 4aHHOro
N3en1s TOMIbKO BPaYoM WM No ero 3akasy./
Caution: Federal (USA) Law Restricts This Device To Sale By Or On The
Order OfA Physician.
He ncnonb3oBaTh Mpu NOBPEXAEHHON ynakoBke/

Do Not Use I fPackage Is Damaged

A BHUMaHMe, 03HAKOMUTLCS C MHCTPYKLMAMMU MO NPUMEHEHNIO/
Caution, Consult Instructions For Use
AnuporeHHo/
)K Non-Pyrogenic
MpefoXpaHATb OT BO3AENCTBUSA COMHEUHBIX NyYeit/
Keep Away From Sunlight
3awmuiaTb oT Bo3aeicTemA Baru/
Keep Dry
BepxHuii n HWXHWIA Npeden TemnepaTypbi/
X Upper And Lower Limit Of Temperature
He cTepununsoBatb NOBTOPHO/
Do Not Resterilize
CTepuin30BaHO 3TUIEHOKCUAOM/
Sterilized Using Ethylene Oxide
[JasneHne B 6annoHe/
Balloon Pressure
PekoMeHAYeMbIiA MPOBONOYHBIV NPOBOAHNK /
Recommended Guidewire
S PekoMeHA0BaHHbIV MHTpoabtocep/

Recommended Catheter Sheath Introducer

I/IB | [unameTp 3anonHeHHOro 6asnoHa B MunanMeTpax/
Inflated Balloon Diameter In Millimeters

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary

Registration No. 424180

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crpaxvua 19 u3 21/ Page 19 of 21



Cordis Cashel

Cumsonbl/ HanmeHoBaHMe cumBona/

Symbols Symbol name
[nnHa 6annoHa B caHTUMeTpax/
Balloon Length In Centimeters

Pabouast A/MHa KaTeTepa B caHTUMeTpax/

A
of:

TpaHCrnopTHas MapKMPOBKa BbIMOHAETCA C
HaHeCEeHMEeM  MaHWUMYNAUMOHHbIX  3HAKOB
«bepeyub OT Bnarn», «bepeub OT COMHEYHbIX
nyyeii», «OrpaHnMyeHve TemnepaTypbi».

Usable Catheter Length In Centimeters

3Hak CE-mark, cooTBeTCTBME NPOAYKLUMM TPpeboBaHUAM eBPOMENCKNX
pernameHTos/
CE mark, compliance ofdevice to European Regulations requirements

Shipping labels include handling symbols
“Keep Dry”, “Protect from Sunlight”,
“Temperature Limit”.

YC/NoBUA TPAHCIIOPTUPOBKWN n XPAHEHWA/
STORAGE AND TRANSPORTATION CONDITIONS

M3genus  TpaHCNopTUPYKOT BCeMU  Buaammu
TpaHCMoOpTa B KPbITbIX  TPAHCMOPTHbIX
cpeAcTtBax B COOTBETCTBUMM € MpaBuiamm
MepeBO3KM  TPy30B,  [EACTBYHOLWMX  Ha
TpaHCMopTe KaXkaoro Buaa.

MeanumHCKoe n3fenve TpaHCnopTupyeTcs n
XPaHUTCA B NPOXIaAHBIX, CYXUX, TEMHbIX
ycnosusx, npu temnepatype ot - 40 °C go +54

The medical device is transported using all
available modes of transportation in the
covered vehicles according to the
transportation rules forced on each
transportation mode.

The medical device is transported and
stored in cool, dry, dark place, at
temperature from - 40 °C to +54 °C and air

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

°C 1 OTHOCUTE/IbHOM BIAXKHOCTW BO34yXa OT
20 no 80% (6e3 KoHAeHcaUuK).

CPOKrogHocT W/
SERVICE LIFE

CpOK FoAHOCTM MeULIMHCKOr0 M3aenns
cocTaBnseT 3 roga. JJaHHoe MeauLMHCKOe
13fenme 3anpeLlaeTcs UCMob30BaTh Noc/ne
[aThbl OKOHYAHWS CPOKa FOAHOCTY, YKa3aHHOIO
Ha YNaKOBKEe.

relative humidity from 20% to 80%
(without condensation).

Shelf life of the medical device is 3 years.
This medical device is not intended for use
after the date provided on the package.

Cordis Cashel,Cahir Road,Cashel,Co.Tipperary

Registration No. 424180
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Cordis Cashel

OrPAHUYEHWK OTBETCTBEHHOCTU HO TAPAHTUWHbBIM

OBA3ATE/IbLCTBAM/

DISCLAIMER OF WARRANTY AND LIMITATION OF REMEDY

Ha npoaykuuto Cordis, onMcaHHY0 B JaHHOM
ny6mKaumn, He pacnpoCTPaHATCS
BbIPXXEHHbIE UMK NoApa3yMeBaeMble
rapaHTUW, BKKOYas, NOMUMO NPOYEro, NHobble
nogpasyMeBaeMble rapaHTMN TOBapPHOIo B1aa
NN NPUrOAHOCTM ANS ONpPeAeneHHbIX Lene.
Hu npu Kaknx obctoatenscteax Cordis He
HeceT OTBETCTBEHHOCTb 3a /11060 NPAMON,
C/lyYaiHbIA U ONocpeoBaHHbIN yLLepo,
NHOW, YeM OnpefeneHHo YKa3aHHbI B
KOHKPETHOM 3aKoHe. Hu 0HO 1o He
o6nagaeT NoNHOMoUMAMM Bo3naratb Ha Cordis
06513aHHOCTb O NPeAoCTaBNEHNN KaKOro-mMoo
3a5B/IEHNSI U/ rapaHTuK, 3a UCKK0YeHNEM
crneymnanbHO yKasaHHbIX B JaHHOM AOKYMEHTE.
OnuncaHns unn cneympukayum,
coAepykallmecs B nevaTHbIX Matepuanax
Cordis, B TOM uunc/ie B HaCTOSLLEN
ny6amKaumnm, npefHasHaueHbl UCKIOUNTENBHO
A1 06LLEro onucaHus nsgennsa B Nepuog ero
NMPOW3BOACTBA M He NMPeACTaBNAT COO0M
KaKMX-IMO0 BbIpaXKeHHbIX rapaHTuiA.

Cordis He 6yaeT HeCTU OTBETCTBEHHOCTb 3a
ntobble npsiMble, CyYainHble Un
ornocpesioBaHHbIe NOBPEXEHNS B pe3y ibTaTe
MOBTOPHOIO UCMO/b30BaHNSA U3AeNUS.

There is no express or implied warranty,
including without limitation any implied
warranty of merchantability or fitness for a
particular purpose, on the Cordis product(s)
described in this publication. Under no
circumstances shall Cordis be liable for any
direct, incidental, or consequential damages
other than as expressly provided by specific
law. No person has the authority to bind
Cordis to any representation or warranty
except as specifically set forth herein.
Descriptions or specifications in Cordis
printed matter, including this publication,
are meant solely to generally describe the
product at the time of manufacture and do
not constitute any express warranties.
Cordis Corporation will not be responsible
for any direct, incidental, or consequential
damages resulting from reuse ofthe
product.

MOPAAOK OCYLWECTBAEHUA YTUNUNIALNWN UTAN
YHUWUYTOXEHUA MEONUNHCKOIO U3AENNA/
DISPOSAL PROCEDURE FOR THE MEDICAL DEVICE

YTUNn3npyiiTe BCe UCMO/Mb30BaHHbIE
YCTPOICTBa B COOTBETCTBUM C NpaBUIaMu
06paLLeHNs C G1ONOrMYEecKM OnacHbIMU
0TX0faMu, NPUHATLIMU B MEANLIMHCKOM

YUpPEXAEHUN.

Dispose of all used devices in accordance
with hospital policy for bio hazardous
materials.

Cordis Cashel,Cahir Road,Cashel,Co. Tipperary

Registration No.424180
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MepeBoj C aHINMIACKOTO A3blKa Ha PyCCKUIM A3bIK

/TepeBof, LUTaMMa M TEKCTa Ha aHIIMACKOM $i3blKe Ha VIHCTPpYKUmM Mo nprmeHeHnto (Katetep
[AVnaTaUMoHHbIN A1 YPECKOXKHOM TPaHC/IFOMUHaIbHOM aHroniacTvky SABER, B BapraHTax
ncnonHeHns)/

KOPONC KALLE/

Kopauc Katuen

PykoBoguTesb 0TAena 06ecrieyeH e Kauectsa 1 HOPMOKOHTPO/ A
Hwkona lMappu

/Mopnucs/

LLitamn: Jonbt Makl'PAT,
1, Ong, Yotepdopy, Poyg,
KnoHmen
MPADCTBO TUMMEPSPN, PNTAHANA
["ocyfapCTBEHHBIA HOTapuyc rpadctea TUNNepapu.
CpOK [eiCTBMA IMLEH3MN NOXUZHEHHO.

Kopaunc Kawen, Kaxup Poya, Kaluen, rpadctso Tunnepapu
PerncTpaumoHHbIin Ne 424180

noanmnch

MepeBogunk depnes Kupunn Bnagumumposund
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ropog Mocksa.

[Baguatb BOCbMOro fekabps ABe TbiCAYM NATHAALATOroO roga.

A, YaiinmH Cepreii AHaTONbEBUY, BPEMEHHO WCMOMHAIOLWMIA 00653aHHOCTM HOTapuyca
ropoga MockeBbl Mwnesckoro BnagucnaBa [eHHaaveBM4a, CBUAETENbCTBYH MOA/IMHHOCTb
noanucy, CcAenaHHoW nepesoguMkom PepaseBbiM  Kupunnom BnagummpoBMyem B MOEM
NPUCYTCTBUN. JINYHOCTb €ro YCTaHOB/EHA.

3apeructpupoBaHo B peectpe 3a No /Y™
B3bickaHo no Tapudy: 100 pyo.
BpemeHH» N (ul[yy|p|® HOoTapuyca C.AYaiinvH

Bcero npoLwHypos;
NMPOHYMEPOBAHO U
neyatoto J1 n
BPEMEHHO MCMOJH
06513aHHOCTM HOTap

“b

Fopog Mocksa 2a 122015

d, Yaitnun Cepreil AHaTONbEBWY, BPEMEHHO WCMONHAKLW WA
06f3aHHOCTM HOTapuyca ropoga Mocksbl Munesckoro Bnagucnasa
leHHaueBWya, CBUAETENLCTBYIO BEPHOCTL 3TOA KONUK C NOANMHHUKOM
LOKyMeHTa. B nocnegHem NOAYMCTOK, NPUNUCOK, 3a4€PKHYTLIX COB U
WHBIX HEOrOBOPEHHBIX MCNPaBNEHHiA UK KaKuX-NM6O 0COBEHHOCTEN HeT.

MHoto, nuuy, o6paTuBLIEMYCS 33 COBEPLIEHMEM HOTapuanbHOro
[LeliCTBMS, Pa3bACHEHO, YTO NPU CBUAETENLCTBOBAHUM BEPHOCTU KOMAM
[OKYMEHTA He NOATBEPXAAETCA 3aKOHHOCTb COAEPXaHus LOKymeHTa
Ul COOTBETCTBUE M3NOXKEHHBIX B HEM (hakTo eitgaunren”

3apernucTpupoBaHo B peecTpe 3a
B3bickaHo no Tapudgy”
BpemeHHonw AL L «4Y18s3aHHOCTI HOX& @
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