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Flextome™ Cutting Balloon™

MONORAIL™
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung

mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

014

N , Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania

atm - kPa 2.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 1.99
142¢m 5.0 - 507 201
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 2.03
¥ l’ 1.0-709 2.05
— ¥y a\ t | so-en 208
[ N * 9.0-912 2.10
Includes CLIPIT™ J‘ 10.0-1013 21
( o) @) Hypotube Clip 2.0mm ‘ 20F067mm) | 11.0-1115 213
24cm ! 120-1216  RATED* 2.14
. . . *Rated Burst Pressure. DO NOT EXCEED.
@ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719861 | [LoT

12345678

ettt H749RB4200060

g Use By

2010-12-31

Sterilized using
irradiation.

=

/

Boston Scientific

90244533-01 Flextome™ Cutting Balloon™
2.0mm x 6mm

GTIN 8714729719861 g

mensine) i
90464450-01G 12345678

Boston Scientific

Flextome™ Cutting Balloon™
2.0mm x 6mm

GTIN 08714729719861 i
H743RB 4200060 %
12345678

C€0344

Made in IRELAND
Ballybrit Business Park
Galway, IRELAND

29719861(17)101231(

Label Specification Part Nunber:90464450-01G
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Flextome™ Cutting Balloon™

MONORAIL™
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung

mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

014

N , Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania

atm - kPa 2.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 1.99
142¢m 5.0 - 507 201
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 2.03
¥ l’ 1.0-709 2.05
— ¥y a\ t | so-en 208
[ N * 9.0-912 2.10
Includes CLIPIT™ J 10.0 - 1013 21
@I @) Hypotube Clip 2.0mm ‘ 2.0F067mm) | 110-1115 213
24cm ! 120-1216  RATED* 2.14
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719953 | [LoT

12345678

ettt H749RB4200100

g Use By

2010-12-31

Sterilized using
irradiation.
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90244533-01

Boston Scientific
Flextome™ Cutting Balloon™
2.0mm x 10mm

GTIN 08714729719953 vt
I eRs0in Ry
90464450-026 12345678

Boston Scientific

Flextome™ Cutting Balloon™
2.0mm x 10mm

GTIN 08714729719953 it
H743RB4200100 %
12345678

C€0344

Made in IRELAND
Ballybrit Business Park
Galway, IRELAND

729719953(17)101231(

Label Specification Part Nunber:90464450-02G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 1.99
142¢m 5.0 - 507 201
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 2.0
¥ l’ 1.0-709 2.05
— ¥y a\ t | so-en 208
[ N * 9.0-912 2.10
Includes CLIPIT™ J 10.0 - 1013 21
@I @) Hypotube Clip 2.0mm ‘ 2.0F067mm) | 110-1115 213
24cm ! 120-1216  RATED* 2.14
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720041 | [LoT 12345678
ettt H749RB4200150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.0mm x 15mm 2.0mm x 15mm
6TIN 08714729720041  fiLiss; GTIN 8714729720041  BL¥;
H749RB4200150 % H749RB4200150 %
00464450-03G 12345678 : 12345678 :

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720041(17)101231(

Label Specification Part Nunber:90464450-03G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.25mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 222
142¢m 5.0 - 507 224
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 2.26
¥ l’ 1.0-709 229
— ¥y a\ t | so-en 232
[ N * 9.0-912 234
Includes CLIPIT™ J‘ 10.0-1013 236
( o) @) Hypotube Clip 2.25mm ‘ 20F067mm) | 11.0-1115 238
24cm ! 120-1216  RATED* 2.40
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719878 | |LoT 12345678
ettt H749RB4225060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.25mm x 6mm 2.25mm x 6mm
GTIN 03714729719878 ol GTIN 08714729719878 i
H749RB4225060 % H749RB4225060 %
S0I54450.046 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719878(17)101231(

Label Specification Part Nunber:90464450-04G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.25mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 222
142¢m 5.0 - 507 224
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 2.26
¥ l’ 1.0-709 229
— ¥y a\ t | so-en 232
[ N * 9.0-912 234
Includes CLIPIT™ J‘ 10.0-1013 236
( o) @) Hypotube Clip 2.25mm ‘ 20F067mm) | 11.0-1115 238
24cm ! 120-1216  RATED* 2.40
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719960 | [LoT 12345678
koot H749RB4225100 | &3 ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.25mm x 10mm 2.25mm x 10mm
GTIN 08714729719960 y E GTIN 08714729719960 y E
H749RB4225100 % H749RB4225100 %
90464450-05G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719960(17)101231(

Label Specification Part Nunber:90464450-05G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.25mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 222
142¢m 5.0 - 507 224
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 2.7
¥ l’ 1.0-709 229
— ¥y a\ t | so-en 232
[ N * 9.0-912 234
Includes CLIPIT™ J‘ 10.0-1013 236
( o) @) Hypotube Clip 2.25mm ‘ 20F067mm) | 11.0-1115 238
24cm ! 120-1216  RATED* 2.40
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720058 | [LoT 12345678
ettt H749RB4225150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.25mm x 15mm 2.25mm x 15mm
GTIN 03714729720058 Ay GTIN 08714729720058 A
H749RB4225150 % H749RB4225150 %
90464450-06G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720058(17)101231(

Label Specification Part Nunber:90464450-06G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.5mm
}A’, Contents (1 ) Pressure Balloon 0.D.

4.0 - 405 2.44

142¢m 5.0 - 507 246

I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 249

¥ l’ 1.0-709 25

— ¥y a\ t | so-en 254

[ N * 9.0-912 256

Includes CLIPIT™ J‘ 10.0-1013 258

( o) @) Hypotube Clip 2.5mm ‘ 20F067mm) | 11.0-1115 2.60

24cm ! 120-1216  RATED* 2.62
. . . *Rated Burst Pressure. DO NOT EXCEED.

(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719885 | |LoT 12345678
ettt H749RB4250060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.5mm x 6mm 2.5mm x 6mm
GTIN 03714729719885 il GTIN 08714729719885 h
H749RB4250060 % H749RB4250060 %
0154450076 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719885(17)101231(

Label Specification Part Nunber:90464450-07G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.5mm
}A’, Contents (1 ) Pressure Balloon 0.D.

4.0 - 405 244

142¢m 5.0 - 507 246

I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 249

¥ l’ 1.0-709 25

— ¥y a\ t | so-en 254

[ N * 9.0-912 256

Includes CLIPIT™ J 10.0 - 1013 258

@I @) Hypotube Clip 2.5mm ‘ 2.0F067mm) | 110-1115 260

24cm ! 120-1216  RATED* 2.62
. . . *Rated Burst Pressure. DO NOT EXCEED.

(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719977 | |LoT 12345678
ettt H749RB4250100 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.5mm x 10mm 2.5mm x 10mm
GTIN 08714729719977 Wit GTIN 08714729719977 Yt
H749RB4250100 % H749RB4250100 %
90464450-08G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719977(17)101231(

Label Specification Part Nunber:90464450-08G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.5mm
}A’, Contents (1 ) Pressure Balloon 0.D.

4.0 - 405 244

142¢m 5.0 - 507 246

— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 249

¥ l’ 1.0-709 25

— ¥y a\ t | so-en 254

[ N * 9.0-912 256

Includes CLIPIT™ J 10.0 - 1013 258

@I @) Hypotube Clip 2.5mm ‘ 2.0F067mm) | 110-1115 260

24cm ! 120-1216  RATED* 2.62
. . . *Rated Burst Pressure. DO NOT EXCEED.

(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720065 | [LoT 12345678
ettt H749RB4250150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.5mm x 15mm 2.5mm x 15mm
GTIN 03714729720065 Wt GTIN 08714729720065 Yl
H749RB4250150 % H749RB4250150 %
90464450-09G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720065(17)101231(

Label Specification Part Nunber:90464450-09G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.75mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 2.69
142¢m 5.0 - 507 1
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 275
¥ l’ 1.0-709 277
— ¥y a\ t | so-en 280
[ N * 9.0-912 282
Includes CLIPIT™ J‘ 10.0-1013 84
( o) @) Hypotube Clip 2.75mm ‘ 20F067mm) | 11.0-1115 2.86
24cm ! 120-1216  RATED* 2.88
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719892 | |LoT 12345678
ettt H749RB4275060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
9024453301 2.75mm x 6mm 2.75mm x 6mm
GTIN 08714729719892 i GTIN 08714729719892 i
H749RB4275060 % H749RB4275060 %
90464450-10G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719892(17)101231(

Label Specification Part Nunber:90464450-10G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.75mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 2.69
142¢m 5.0 - 507 1
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 275
¥ l’ 1.0-709 277
— ¥y a\ t | so-en 280
[ N * 9.0-912 282
Includes CLIPIT™ J‘ 10.0-1013 84
( o) @) Hypotube Clip 2.75mm ‘ 20F067mm) | 11.0-1115 2.86
24cm ! 120-1216  RATED* 2.88
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719984 | [Lo7 12345678
H749RB4275100 | &3 ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.75mm x 10mm 2.75mm x 10mm
GTIN 03714729719984 Xi% GTIN 08714729719984 T
H749RB4275100 % H749RB4275100 %
90464450-11G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719984(17)101231(

Label Specification Part Nunber:90464450-11G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 2.75mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 2.69
142¢m 5.0 - 507 1
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 275
¥ l’ 1.0-709 277
— ¥y a\ t | so-en 280
[ N * 9.0-912 282
Includes CLIPIT™ J‘ 10.0-1013 84
( o) @) Hypotube Clip 2.75mm ‘ 20F067mm) | 11.0-1115 2.86
24cm ! 120-1216  RATED* 2.88
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720072 | |LoT 12345678
ettt H749RB4275150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
2.75mm x 15mm 2.75mm x 15mm
GTIN 08714729720072 ol GTIN 08714729720072 A4
H749RB4275150 % H749RB4275150 %
S0I54450-125 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720072(17)101231(

Label Specification Part Nunber:90464450-12G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 2,94
142¢m 5.0 - 507 2.98
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 3.01
¥ l’ 1.0-709 3.04
— ¥y a\ t | so-en 208
[ N * 9.0-912 3.10
( \  Includes CLIPIT™ J‘ 10.0-1013 312
2w Hypotube Clip 3.0mm ‘ 2.0F 067mm} | 11.0- 1115 3.15
24cm ! 120-1216  RATED* 3.17
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719908 | [LoT 12345678
ettt H749RB4300060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.0mm x 6mm 3.0mm x 6mm

GTIN 08714729719908 Ay GTIN 08714729719908 e

H749RB4300060 % H749RB4300060 %

90464450-13G 12345678 : 12345678 :

C€0344 .

Ballybrit Business Park

Galway, IRELAND 729719908(17)101231( GS1

Label Specification Part Nunber:90464450-13G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 294
142¢m 5.0 - 507 2.98
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 3.01
¥ l’ 1.0-709 3.04
— ¥y a\ t | so-en 208
[ N * 9.0-912 3.10
Includes CLIPIT™ J‘ 10.0-1013 312
@, {2) Hypotube Clip 3.0mm ‘ 2.0F(0.67mm} | 110-111 3.15
24cm ! 120-1216  RATED* 3.17
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719991 | [LoT 12345678
ettt H749RB4300100 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.0mm x 10mm 3.0mm x 10mm
GTIN 8714729719991 Xi% GTIN 08714729719991 X%
H749RB4300100 % H749RB4300100 %
90464450-14G 12345678 12345678

C€0344 -

Ballybrit Business Park

4729719991(17)101231(1 GS1
Galway, IRELAND

Label Specification Part Nunber:90464450-14G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 294
142¢m 5.0 - 507 2.98
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 301
¥ l’ 1.0-709 3.04
— ¥y a\ t | so-en 208
[ N * 9.0-912 3.10
Includes CLIPIT™ J‘ 10.0-1013 312
@, {2) Hypotube Clip 3.0mm ‘ 2.0F(0.67mm} | 110-111 3.15
24cm ! 120-1216  RATED* 3.17
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720089 | [LoT 12345678
ettt H749RB4300150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.0mm x 15mm 3.0mm x 15mm
GTIN 03714729720089 Wt GTIN 08714729720089 Y1
H749RB4300150 % H749RB4300150 %
90464450-15G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 729720089{17)101231(

Label Specification Part Nunber:90464450-15G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.25mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 317
142¢m 5.0 - 507 a1
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 3.26
¥ l’ 1.0-709 3
— ¥y a\ t | so-en 235
[ N * 9.0-912 338
Includes CLIPIT™ J 10.0 - 1013 N
@, {2) Hypotube Clip 3.25mm ‘ 2.0F(0.67mm} | 110-111 3.44
24cm ! 120-1216  RATED* 3.47
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719915 | [LoT 12345678
ettt H749RB4325060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™

9024453301 3.25mm x 6mm 3.25mm x 6mm
GTIN 08714729719915 Wt GTIN 08714729719915 1]
H749RB4325060 % H749RB4325060 %
90464450-16G 12345678 : 12345678 :

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29719915(17)101231(

Label Specification Part Nunber:90464450-16G




SBosto

cientific

Flextome™ Cutting Balloon™
MONORAIL™
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung

mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

014

N , Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania

atm - kPa 3.25mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 317
142¢m 5.0 - 507 a1
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 3.26
¥ l’ 1.0-709 3
— ¥y a\ t | so-en 235
[ N * 9.0-912 338
Includes CLIPIT™ J 10.0 - 1013 N
@, {2) Hypotube Clip 3.25mm ‘ 2.0F(0.67mm} | 110-111 3.44
24c 120-1216  RATED* 3.47
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720003 | [LoT

12345678

Catnlog No H749RB4325100

g Use By

2010-12-31

Sterilized using
irradiation.

=

/

90244533-01

Boston Scientific
Flextome™ Cutting Balloon™
3.25mm x 10mm

GTIN 08714729720003 vt
W eSS g
90464450176 12345678

Boston Scientific

Flextome™ Cutting Balloon™
3.25mm x 10mm

GTIN 08714729720003 i
H749RB4325100 %
12345678

C€0344

Made in IRELAND
Ballybrit Business Park
Galway, IRELAND

29720003(17)101231(

Label Specification Part Nunber:90464450-17G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.25mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 317
142¢m 5.0 - 507 a1
— 15mm — 2.7F (<0.95mm) 60-608  NOMINAL 3.6
¥ l’ 1.0-709 3
— ¥y a\ t | so-en 235
[ N * 9.0-912 338
Includes CLIPIT™ J‘ 10.0-1013 341
(CLE,' ) Hypotube Clip 3.25mm ‘ 2.0F 067mm} | 11.0- 1115 34
24cm ! 120-1216  RATED* 3.47
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720096 | [LoT 12345678
ettt H749RB4325150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.25mm x 15mm 3.25mm x 15mm
GTIN 03714729720096 Wt GTIN 08714729720096 Yt
H749RB4325150 % H749RB4325150 %
90464450-18G 12345678 12345678

C€0344 .

Ballybrit Business Park

Galway, IRELAND 729720096(17)101231( GS1

Label Specification Part Nunber:90464450-18G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.5mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 3.40
142¢m 5.0 - 507 aa
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 3.48
¥ l’ 1.0-709 353
— ¥y a\ t | so-en 356
[ N * 9.0-912 359
Includes CLIPIT™ J‘ 10.0-1013 3.62
(CLE,' ) Hypotube Clip 3.5mm ‘ 2.0F 067mm} | 11.0- 1115 2.65
24cm ! 120-1216  RATED* 3.68
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719922 | |LoT 12345678
ettt H749RB4350060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.5mm x 6mm 3.5mm x 6mm

GTIN 08714729719922 Xi% GTIN 08714729719922 M

H749RB4350060 % H749RB4350060 %
90464450-19G 12345678 12345678

C€0344 .

Ballybrit Business Park

Galway, IRELAND 729719922(17)101231( GS1

Label Specification Part Nunber:90464450-19G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.5mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 340
142¢m 5.0 - 507 aa
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 3.48
¥ l’ 1.0-709 353
— ¥y a\ t | so-en 356
[ N * 9.0-912 359
Includes CLIPIT™ J 10.0 - 1013 3.62
@, {2) Hypotube Clip 3.5mm ‘ 2.0F(0.67mm} | 110-111 3.65
24cm ! 120-1216  RATED* 3.68
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720010 | [LoT 12345678
ettt H749RB4350100 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.5mm x 10mm 3.5mm x 10mm
GTIN 08714729720010 Xi% GTIN 08714729720010 Xi%
H749RB4350100 % H749RB4350100 %
90464450-20G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720010(17)101231(

Label Specification Part Nunber:90464450-20G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.5mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 340
142¢m 5.0 - 507 aa
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 348
¥ l’ 1.0-709 353
— ¥y a\ t | so-en 356
[ N * 9.0-912 359
Includes CLIPIT™ J 10.0 - 1013 3.62
@, {2) Hypotube Clip 3.5mm ‘ 2.0F(0.67mm} | 110-111 3.65
24cm ! 120-1216  RATED* 3.68
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720102 | [LoT 12345678
ettt H749RB4350150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.5mm x 15mm 3.5mm x 15mm
GTIN 08714729720102 Xi% GTIN 08714729720102 XA%
H749RB4350150 % H749RB4350150 %
90464450-21G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 729720102(17)101231(

Label Specification Part Nunber:90464450-21G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.75mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 3.61
142¢m 5.0 - 507 267
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 372
¥ l’ 1.0-709 3.76
— ¥y a\ t | so-en 280
[ N * 9.0-912 383
Includes CLIPIT™ J‘ 10.0-1013 3.86
(CLE,' ) Hypotube Clip 3.75mm ‘ 2.0F 067mm} | 11.0- 1115 289
24cm ! 120-1216  RATED* 3.91
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719939 | [LoT 12345678
ettt H749RB4375060 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.75mm x 6mm 3.75mm x 6mm
GTIN 03714729719939 Wit GTIN 08714729719939 Y]]
H749RB4375060 % H749RB4375060 %
90464450226 12345678 12345678

C€0344 .

Ballybrit Business Park

Galway, IRELAND 729719939(17)101231( GS1

Label Specification Part Nunber:90464450-22G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.75mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 3.61
142¢m 5.0 - 507 267
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 372
¥ l’ 1.0-709 3.76
— ¥y a\ t | so-en 280
[ N * 9.0-912 383
Includes CLIPIT™ J‘ 10.0-1013 3.86
(CLE,' ) Hypotube Clip 3.75mm ‘ 2.0F 067mm} | 11.0- 1115 289
24cm ! 120-1216  RATED* 3.91
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720027 | |LoT 12345678
ettt H749RB4375100 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.75mm x 10mm 3.75mm x 10mm
GTIN 08714729720027 Ay GTIN 08714729720027 e
H749RB4375100 % H749RB4375100 %
90464450-23G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720027(17)101231(

Label Specification Part Nunber:90464450-23G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 3.75mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 3.61
142¢m 5.0 - 507 267
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 37
¥ l’ 1.0-709 3.76
— ¥y a\ t | so-en 280
[ N * 9.0-912 383
Includes CLIPIT™ J‘ 10.0-1013 3.86
(CLE,' ) Hypotube Clip 3.75mm ‘ 2.0F 067mm} | 11.0- 1115 289
24cm ! 120-1216  RATED* 3.91
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720119 | [LoT 12345678
ettt H749RB4375150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
3.75mm x 15mm 3.75mm x 15mm
GTIN 03714729720119 Wt GTIN 08714729720119 1]
H749RB4375150 @‘;"‘s‘ H749RB4375150 @‘;"‘s‘
90464450-24G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 729720119{17)101231(

Label Specification Part Nunber:90464450-24G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 4.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 389
142¢m 5.0 - 507 2,95
I‘— 6mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 4.01
¥ l’ 1.0-709 4.06
— ¥y a\ t | so-en 410
[ N * 9.0-912 414
Includes CLIPIT™ J‘ 10.0-1013 a1
( o) @) Hypotube Clip 4.0mm ‘ 20F067mm) | 11.0-1115 420
24cm ! 120-1216  RATED* 1.23
. . . *Rated Burst Pressure. DO NOT EXCEED.
@ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729719946 | |LoT 12345678
ettt H749RB4400060 | o3 ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
4.0mm x 6mm 4.0mm x 6mm

GTIN 08714729719946 Xi% GTIN 08714729719946 %

H749RB4400060 % H749RB4400060 %

90464450-25G 12345678 = 12345678 =

C€0344 -

Ballybrit Business Park

729719946(17)101231(1 GS1
Galway, IRELAND

Label Specification Part Nunber:90464450-25G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 4.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 389
142¢m 5.0 - 507 2,95
I‘— 10mm —’l 2.7F (<0.95mm) 6.0-608  NOMINAL 4.01
¥ l’ 1.0-709 4.06
— ¥y a\ t | so-en 410
[ N * 9.0-912 414
Includes CLIPIT™ J‘ 10.0-1013 a1
@I @) Hypotube Clip 4.0mm ‘ 2.0F067mm) | 110-1115 420
24cm ! 120-1216  RATED* 1.23
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729720034 | [LoT 12345678
ettt H749RB4400100 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
4.0mm x 10mm 4.0mm x 10mm
GTIN 08714729720034 h GTIN 08714729720034 i
H749RB4400100 % H749RB4400100 %
90464450-26G 12345678 12345678

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29720034(17)101231(

Label Specification Part Nunber:90464450-26G




Boston
Scientific

Flextome™ Cutting Balloon™

MONORAIL™ 014
Microsurgical Dilatation Device

Dispositivo de dilatacion microquirirgico, Dispositif de dilatation microchirurgical, Mikrochirurgische Dilatationsvorrichtung, Dispositivo dilatatore microchirurgico,
Microchirurgisch dilatatiehulpmiddel, ¥ 2 O+ — 7 JVIRBET /¥4 R, Mikrokirurgisk dilatationsinstrument, Opyavo pikpoxelpoupy ki Stactohfic, Dispositivo de
Dilatag&o Micro-cirirgico, Mikrokirurgisk dilatationsanordning, Mikrosebészetitagitdeszkdz, Pomiicka pro mikrochirurgickou dilataci, Urzagdzenie do rozszerzania
mikrochirurgicznego, Mikrokirurgisk dilatasjonanordning, Mikrocerrahi Dilatasyon Cihazi

atm - kPa 4.0mm
}A’, Contents (1 ) Pressure Balloon 0.D.
4.0 - 405 389
142¢m 5.0 - 507 2,95
— 15mm — 2.7F (<0.95mm) §0-608  NOMINAL 401
¥ l’ 1.0-709 4.06
— ¥y a\ t | so-en 410
[ N * 9.0-912 414
Includes CLIPIT™ J‘ 10.0-1013 a1
@I @) Hypotube Clip 4.0mm ‘ 2.0F067mm) | 110-1115 420
24cm ! 120-1216  RATED* 1.23
. . . *Rated Burst Pressure. DO NOT EXCEED.
(NE\ Includes Flushing Needle @ 0.014in (< 0.36mm) Ge 6F (=0.070in/1.78mm)
= (1) with Luer Fitting R Recommended Guidewire R Recommended Guide Catheter

GTIN 08714729728115 | |LoT 12345678
ettt H749RB4400150 | o ™" 2010-12-31

Sterilized using
CER"'E n irradiation. /

||I|| |||| ||”I|||||||||||I|| |‘| Boston Scientific Boston Scientific

90244533-01 Flextome™ Cutting Balloon™ Flextome™ Cutting Balloon™
4.0mm x 15mm 4.0mm x 15mm

GTIN 08714729728115 it GTIN 08714729728115 it

H749RB4400150 b H749RB4400150 %

90464450276 12345678 : 12345678 :

C€0344 -

Ballybrit Business Park

Galway, IRELAND 29728115(17)101231(

Label Specification Part Nunber:90464450-27G




