&o
b

7|X§ &=); TB17-150082| 6774

H
oFl

Ki

.

]

1) BeMotion PTCA Balloon Catheter (&

() Mz=Z=5{7tH=: M35 24-1832

Klo
o

(3) MEX}: AHIICIQEP AIE 1

(4) Mz=Yo{7tH=: X 882=

m A8Vt

Mz=L2HEH 3671E

1 EA / BOX

—_

fol
EN

H20M NSER @2 JEZ =

e

jo0

E
KH
R4

K
ojo

|7{Lt 2O[X]|

.
o
T

TZEH

foF

I



g g "ol 2 MES ZEOH Al MEE FIEHEHE HIRY ZE ZHE MASH
HASHY SHEEA -SSR RISttt 2 HE e 37|17t ol=sts §F Algo| HEetx| elgtt

- T o

A. PTCA(Percutaneous Transluminal Coronary Angioplasty) & $+d83sl=0 2% 1=

- HE3 Jto|E FHHIH

« F0{2F FAT| 2~37§ (10~20 cc)

« 0.014 2X| (0.36 mm) x 175 mm (X2 Z0]) 7t0|= 20|
o AOIX|Z} &= HHET|Z| (Inflation device)

« Xg 4= oj™H

« 7l0|E 2}0|0] f=2 (Guide wire introducer)

o e[t 111 HIEE Mo ZYH|

+ 3-Way 2EF

« E3 C|HO|A (Torque device)

B. 7HHIE| =H| A HAL EXt

Note: 23 =1t 22 &7| 0o HZ E0HA| Y=t
Note: 710 40| 20| £2kotot,

(1) AFg Ho| 2 HF = B0 ZHO| HiS T &JEX §EUA=A| Fo| A =lotrt
Warning: U5 Z&0| &4%AALL 74
Warning: 7tH|HE z=

(2) MEQ| {20l Wi ZE AEI S HATIC}

H =
MYt X2 3cco| 50%=HN 7t 2HE =YY LRI STUE RO FAVIE 2 MBS A

Warning: dY ¥ UH’%(%% HEol =X 8 M4+ EA)TUS A&t o E|2 = (Ethiodol),

(= olgjet MA d22 Z&ols 7IE =FA)QE e AFESHA| Be
o

Ch ZM W& Al 37 S 7|4 RS AMRSIA| ert
(4) AEES O 5 2|7t 2HS| HAY UK HAECR SYUS It}
(5) S¢S Jte WAES S0}
(6) AEZS ©e & MX|O| 7|EE H AT
(7) TRSICHY, FA| Zo2 J|ET} 0|S8e HO| BE WIIK| @)~7)7HK|2l XS wrEsict
(8) Aot 24 3cco| 50% ZEHIL e TS FA|O) Y Y = HED FEEQ o



Aeict
Note: FHE[EIS @1Ziety| Fo| BH 7|7| Lol S7|2 H7H 3t
Caution: & 50% O|A9| TS ALGSHH =l MEJt B7t6ty| 2of M o A2 %

=1 O [

9 S22 7tst =7,

B2 e g3 So7te 2E MEWAM 371 MASto 37171 2t

z
o
—+
o
E
o
N
N
=
I
tA
r W
N
i
mn
=2
k
N
N

OH Z7|7F MAHE WX 8)~©Q)HX|Q A2

]

ot

(1) 2o |IXIAIZL 710ld FHHIE 2] R0f ZEQM X HEE AHZASICL

= =
(2 Xg ”EZE Sof 7t0ld FIHEH WHEZ 7i0|= 2A0|0{E HYUTICL SEFAIES O

oo
ot

H
PTCA(Percutaneous transluminal Coronary Angioplasty) 7|#0f 2t 7}0|= 20|02 lsts Hot
Sz T[INStL, ¥ RIS 2SAIZIC

3) = MZFol AT BES 7I0[= 240|0fof ZESICE 7H0[= 210|0{= FIEIE 2| 7H0|E 20| H

=
= ZEZ WANLIRLEE otot.

Note: 7}0|= 2{0[of0f ZEE FIEE/E SHY mje AfmE MAEHo=z MM 32 X Is|o}
sht,
Caution: AFZE MQIO| WM A2 Ma{m AlSslW AFZE 227 Lof & & 7| G0 A
23}x| et

4) 7to|g FtE(Elo] U9 E weom 2 HES MAAFEE ot
Warning: Tuohy-Borst EFI0| X|& WHE AlRSH A2 &% E2 L8 £t 9o ZEH
S0 HHS WO B A U 20| AYS E £+ Y| HEO| B xYLS mBict
Note: ZHEIE| Z7§ 9 8|4 & 0, AFZEES ZXBL=[ HAS © W] M AmEQ| X|E

Of miat X[ "Eo| =H0| adirt,

Caution: 7IEH|EHO| S22

C},

Caution: 7}0|E 2t0|0] 80| & NES HUE TN E= 2= & = giCh

Caution: ZHEH|E{S] M-S H|St7| Q3 X HEE S 7IHEHE E2 O dAMst Fo7t 2R

StC}.



(5) HEEAY StoM Sl HAMETFD OFHE ARSI = EH Ljo| SM S HiX|otCt
(6) PTCA (Percutaneous Transluminal Coronary Angioplasty) 7| &0f 2t HEst ¢tgjoz EMS 4

FAIZIL.

<TB17-150082| 671>

ATM MPa
Indicated Diameter
6 0.61

7 0.71

8 (NP) 0.81
9 0.91
10 1.01
11 1.11
12 1.22
13 1.32
14 142
15 1.52
16 (RBP)* 1.62
17 1.72
18 1.82
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Balloon Diameter (mm)
2.50 2.75

1.46 1.91 217 2.37 2.64 2.94 344 3.87
1.49 1.96 2.21 2.45 2.68 2.97 347 3.94
1.50 2.00 2.25 2.50 2.75 3.00 3.50 4.00
1.51 2.02 2.28 2.51 2.76 3.08 3.56 4.09
1.52 2.04 2.32 2.53 2.81 3.11 3.63 4.15
1.53 2.07 2.36 2.56 2.84 3.14 3.70 4.20
1.55 2.09 2.39 2.59 2.88 3.18 3.75 4.25
1.56 2.13 242 2.61 2.92 3.21 3.80 430
1.57 2.15 245 2.64 2.97 3.25 3.86 435
1.59 2.19 248 2.67 3.03 3.29 3.90 439
1.60 2.22 2.52 2.70 3.08 3.32 3.95 4.44
1.63 2.28 2.57 2.75 3.15 34 4.06 4.51
1.65 2.31 2.61 2.78 32 344 4.09 4.56
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B Typical BeMotion PTCA Balloon Catheter Compliance

« 1. 37| H= TB17-15008 2| 67 710f stgt

Nominal pressure for each diameter is indicated by bold font.

ATM MPa Balloon Diameter (mm)
Indicated Diameter 2.50 2.75
8 (NP) 0.81 1.50 2.00 2.25 2.50 2.75 3.00 3.50 4.00
9 0.91 1.51 2.02 2.28 2.51 2.76 3.08 3.56 4.09
10 1.01 1.52 2.04 2.32 2.53 2.81 3.11 3.63 4.15
11 1.11 1.53 2.07 2.36 2.56 2.84 3.14 3.70 4.20
12 1.22 1.55 2.09 2.39 2.59 2.88 3.18 3.75 4.25
13 1.32 1.56 2.13 242 2.61 2.92 3.21 3.80 430
14 142 1.57 2.15 245 2.64 2.97 3.25 3.86 435
15 1.52 1.59 2.19 248 2.67 3.03 3.29 3.90 439
16 (RBP)* 1.62 1.60 2.22 2.52 2.70 3.08 332 3.95 4.44

*Do not exceed the rated burst pressure (RBP).

Note: These nominal data are based on /n vitro testing at 37 °C and do not take into account lesion

resistance.



B Graphical Symbols for Medical Device Labeling

Description Symbol Description Symbol
Manufacturer I Date of Manufacture

S[EPN: M= &,
Lot Number Catalogue Number

| LOT| | ... REF

Do not reuse

Do not resterilize
NER 2K

AL =4 ®

Use by E Sterilized using EO Gas

A"%7||7_|' EO Gas I:I_L_d_E STERILE EO
: |

Consult Instructions for Use Uﬂ Keep away from sunlight _,':‘/‘\T’(_.

ABRE HEA HE Lo | 2 xe ZAN

Temperature limitation 3sc Keep dry L,
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