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O MEel Sd80f tiet 71xjAre2 HE2AM(@QH) E= AFE2EAM (e, ZIEZ%t

€2 A0 gEdez Y|ME= WLz Y Mzl Ed(ds) 2 A

O MEel 542 ds= Z&od 7|t
- ds2 Y ME0l #Eot= MEF =2l=ts, HIVIAH §E S 7Ie

s =}

Ol AtQk(specification) 2 2 AFRAMEA S8 #1810 7|X|SHo)

- "I|IE MBSt ZI7IAel 8% H7IH EE, H7] 5400 it EoHY

o

[e}
=] =35t A O
= d3g = U

A EoFPE, AHEA, HsASE 774X et

0x

rir

[Tl
e
Sl
1o
Rl
N
ot
Hu
Ll
rx
{0
!
0!
12
I
on .
IR
|'| r
I'_>.'_
I'_EZ

L (Isolation Diagram),
iR AZEQ 0o & Tk Y1a|E U FRISS =7 J|RSt
o
=

7| "y SHCy.

HE 0|8ot0 Z4 RE2| X|xet HelE ZEoto Xt S
Al EHRIE ZSHY Z|Aettt Beles mUtEREVIEY Ee oY 7IERE
(KS, ISO, IEC )0 W2 7| X{ St}

O Offle SU=FEAEIHSIEE7EIH(AS7130.18[4)2t OfAH TS ZA7|(A17280.014))

o| 28 oAlOH, BiE MF2l 7IeX S5 Lo{ot0] of2fet Z0| &gttt

|| RN
<

Al 1> - FAEZA I/ P =876 Bl (A57130.18[4])

1) AFe 54(8%)
7 . 549 AF : 3.0~12.0 mm
. 49 83749 : 20~220 mm
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o AFZES f82409] : 80 cm, 100 cm
2}, Z249}94}2(RBP) : 2,000 kPa

o}, @32 (NP) : 900 kPa

v, A& 7lol=29lolo] A : 0.35 mm

2_!I| 4| =

g PAE

Clips

Flushing needle

oF. AT
e _
EEE ER T A%
EEEE FAMHEE 25 Froz FURFEESS UG
2 |[WuEE gAA | UEse Ames gAAUG
3 | Strain Relief U ZE9f AP EALO|S] FERE XX
4| 2o Solol(MR) | 7eEl el sfojol.
5 i ARZE MU EZECN A SARA A4S BN H
6 |yx BB AETZEE o|FoA glon, Yoz srol=elo]oe] o]Fo] 7lsElit
7 Rl semi-compliantZF A 0.2 AU oA BIAA S w FEHA = FEolh
5 |ROWA ME | MAAZEAA FAAEEHS AT G + A yEolT
9 Y Aol 7hsolAls 722 JHHE Y H3S Boldte s gt
[e) 3¢ A 1. €)
10 X154 FE 7}‘:’1]01:’1_9] ﬂ%%ﬁ FAe ZAF7HA A& =] = hydrophilic ¥ °
2 #8485 3.
11 | 244 =¥ 7}‘3]‘5191 %“Hl‘?ﬂ_ Fe 2957A A& o] 3= hydrophobic ¥
o2 2UAEL B
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ol

3) A+ R T

<7}H E]>
R0l
e
<FX>
| S— L =
gy == e
¥
\» sHzo J
ddHE KA fr& 4 o] (cm) 0B (mm) | FHZ] (mm) Z%(g)
1 MFDS-PTA-001 90 1.5 40 5
2 MFDS-PTA-002 150 35 120 10
3 MFDS-PTA-003 150 4.0 150 15
4 MFDS-PTA-004 150 2.0 220 20

<o A] 2> - o] X @4 FFH 7] (A17280.01[4])

1) AFe 54
7t s
o4 YU FF 7] N4PUFFH7) | AgHE AAS N SR A=
€% ¢ (Phase 1) £¥ A (Phase 2) S RER Ay A
gk
o OOV+O% OOV+O% OJ+0% ooV (0[0)Y
(Minimum)
Sk
O0OV+O% OOV+O% OJ+0% (0/0)Y (0[0)Y
(Mean)
Hl 7
A EH e OO0OV+O% O0OV+O% OJ+0% (0/0)Y (0[0)Y
(Maximum)
SR HEREE
- A3} : DC OOV
o W7 F40l Uig nEEA B REAE
- WH-ALE 7171, o148 7171, CFE717]




Al
ROM RAM
Q00 " N > Q00
cpu
©0O0 i , L | EEPROM
Electrode [ Pacing Sense *| Electrode
B 3 7l 5
CPU AEd volAZZ2AMEAN Heoje] Ao wEt 7171E FeA .
RdAR, AxdR, g3 v A B S A F3h= Electrically Erasable
EEPROM Programmable Read Only Memory(EEPROM)

vl A7) 71AA AEe A5 F e ANy AV¥lreddy, &
v A7)1-dAX(Isolation Diagram)

X 7] AE UGS HEG 7 A Y EY YZE JR
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B CBE =

1 | )% (Housing) A9 AFAAATE 2%)

2

3

4

5

6 | 8lti(Header) I AYEES £85s BB
3) A

W T
<A 9> <9 W>
3y o X 4 [mm] 2 O] | F Fgl
000 OO(W) x OO(H) x OO(T) 00 00

FX]4*: Width x Height x Thickness
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223 77171 R 7] 37kE AF] W FaAs

O AzAZ} AxF ol 7715 hF AFS 71 A gk
O 9F Ag AF
- AR AR £, AT £, :?mﬂ% A, 2 =
AAel BolE, 74, AH§AAY, HFAQ Az A, AHEEA
A% L a3, AHEEHS E 19 dAsh 2ol ﬂxﬂ stk
- 9o AHSEF F ALE A BuE 287 BUR AL J1A
Ak AR08 Fhsn e TN ASHA S A4S 2
AH-E 1A S,
O F - & FA715e i ALg
SRE EA R B E O = N P

“
tH, A, AFY 54 S

i
- Ag71719 W A8l dig 7€ 9 &r)v)e] AN #FE 71AskaL,
TEAY 434 AL E Medth B AA7|7Y 5FS VIS
7171} Hlmate] A2 AR Ee AFE HS 98] AT
E 1 8= AMEEE 8o
=7k | e | s7E | ARSAAL | ARE | ARREA, B | AR H] 3
d/4 | 94 | AReS EE G
00 3| 7}
AL 87k - A
E7k=7ke] gl 5

| IR

O 2f=2| AFgeiE2 F2 I7IER si7Iid(=7t8, oi7IEA 8), TojeE(= 2
3EZh, A= 7tdA A8FH(Es £ 2t =2 AETE T AE Al

Al FAHE WEO CHoto] ZIxSL). ot =Lrel #A|7IS0| gt 71X
=82 H|Wot0] 7|x{ot == Shot.

O o7Idded & = 7/sFS T 32 8% o8 AdsE 7IMStALL



2 71T & SUCk

-2 FAZI71S0] CHeh Are

rlo

E= Xold Sofl thsil 71xit

=AM MEMZE S5

H

T2VE

-

ol
rot

FE SRl 2ot A=V BAHE=

Ct.
O "FA1271 & 7] 57tel MEof et HiXiz'=s [E&
H

ot 71517t 2|z 7|7|%t

AW R, A
1t Xpo[EE

s A&
29
HOM M=z AR
] "HAFESE = A

6101 “2=2

o
o= O 1 =
O ol=ol Alg®i2 ok & 1t 20| ZH8E £ oL}, ofzfof Qs BMeTAl
A dH=E7H|IE{(AS7130.18[4])2| At OA[Q} Z0| ZMde = o, o
MZ2el 7™ Ed2 12{5t0] of2iet &0| & dotrt
II 4 A .
) o= AL E
}. 5|71 &
_ . AL&-53
o kul Q% N L
A5 =71 N1&B[7F AR 3 7+ =} (Es == 5
1 e FDA KXXXXX 2010. 6 AAH dHAH A
2 4 G-MED XXXXX 2011. 7 JA A oA
3 SIRcE S honin - XXXXX 2011. 8 A2 & o2
4 TF ARTG Cert. XXXXX 2011. 9 A2 o A
. Ao H st
(2] : Units)
A7 wo F
W3 7}
= =7 20124 20134 2014
1 o) = 30 50 100
2 494 - 30 200
3 SIRCE - 10 100
4 TF - 20 50
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) o) AHEEY F ALE A HuE Rag
0000'd 0¥ oYHFH xxxx'd x8 xLA7tA e & AFY AR F A Ao
2 F XA(@ZAETE: 0X%)e nAETo] BASPY RE 1/ ET
Atde WEE ARG A3 583 Folrh TAE AL gllY o] T ¥4
Wa ggos Bgsel HuE AT fck
3) =l FARI7ISC W AR
T & MFDS-PTA OSONG-PTA SH-PTA
FEHA/MNE A A F 3]00-000 3 00-000
Z4 B9 (+8%) | Compliant Compliant Compliant
Z4 A% (mm) |3.0, 40, 5.0 3.5 35
2 4ol (mm) 10, 15, 20, 30 10, 15 10, 15
= oA Hydrogenated Polyisopr | Hydrogenated Polyisopr | Hydrogenated Polyisopr
o e ene ene ene
BEHA Fe
- 0.36 0.36 0.36
e 9174 (mm)
e 0.14 010 010
7kol=gtolo] (mm) | ‘ '
WA i]lzrjﬂr*é ) ) 5
v
AH-8-5 2 2 AFS IAF R | E AFS IAFH R | B AFS IAFH ¥R
(intended use) H A (Temporary|H M (Temporary | H AL AFSZ,
Occlusion), 34 }®Z | Occlusion), J4 ®HZE |4 9L T3] IAH
ZdYP (Balloon|Z ¥ Y (Balloon|d& U HA ALHT.
Remodeling), #74#4% | Remodeling), BB4HFS | AF o) AMEstA &
(Vasospasm)oll AF8-%+= | (Vasospasm)ol AME-S & | =0
AFoes AR, Ex8d | AFoz, dAF #HAo
oA FRE IANFHOZ | a3 A7, TxPANA
HEAY 249 ot A EY. 2 AFS
Ml 24 FHEE Ads | dgxer d/RE FA
Al AHE-E T 2 EA4st= © #&3
A H o JAas AE
st A, TxEd
deas 2 du EH
ARE 9% T4 Hz
Az = AHSHTH
AFo] kAT AT(FA Aol= 2 compliance)S =W FAF AlET JA34,
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O 9oz7|719] &7[Lt T, 7ol &7Iu = 8 HEEMO Z|M5ts
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7t0|=2+Q1(2010)0] et Af-gotLy.
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MFDS-PTA-001¢] 3%
\
6. AZGAFA

&7k 71

4. 3 7HA
5. A ZFA




7. 2% v TGS

8. AHE-5 A

qBBe) AAR N AP AT FAN

g . FA7HHE 3 @A AeE

10. AR-8-*H
o ALg R EHALG

AR A XS A7) AASKL, FREAAY BolAY HE E4]

ZREZE FAY FA EA, WA BF

13kt

Ale FH EFS ERlgTh

- 7FelF7HEE(s), 10-20 cc FAH7] 2370

- 1000 ug/500 cco] 3late &

- 0.014 mm x 175 cm(FH A2 0]) 7}o] =9} o]0
- HAW7A 0.09% mm o FHAAEAE

- Al 112 4" 60% ZFA

- BT

- 34lo] AE=

- BT

- 7tol=efolo] RIER{FM H G Y7 (protective cover)
glutd R o Z Jlo|Egto|of(guide wire) ETE &

Qi

Fl(guide wire lumen)S F3}A] 71t

o
&
fru
QL
£l

Al

do N 1o o o m b
o= on ot X
>

SECE RS

A 7ARY,

2 Abole] A E T YA

72 7ol =s}o]o]

# ool FA718 B,
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=

& HT 9IXE RS, PTCA 7hH H(catheter) 2 v|g] 3¢S A7tk oyl

=9 $xte AleA] HHY AP & glo] AFEE o UTh

- 184 o)A+ 754 mwkel 3k}

- 83 7ol 22540 mm A HF

- AT eld e gl B

- AZAA 72A13F o]l A

- A& g3 TIMI®] 3 Flowsl 2%

- 33 FYGA Ao &40 fle A5, AT HIEH, HHY =g ool
3 deES FAsIL 7hsd WA A A dn

il

(rotating hemostatic valve)

7Fo] E9}o]o(guide wire)7} B

A A e

wire)?] Z9H2 WA 28-S A X](backload) A]71T}.

2 W P BEY pjag o
[e]

< A3 oln JHEE 7} X35
]_

S
P
il
Im
o3l
B
>
H

o2 AAE 2HES FAANT. LW wo| 2uES] ghd3 wjx
gal gL oA FAY E O FEe = S J 2y oy
burst pressure, RBP)E ZIs}A| il ofgfe] %] o] foz A
gt

3 A 20E N7 B3P BE

2.25~2.5 mm 3.25 mm

2.75~3.0 mm 3.75 mm

3.5~4.0 mm 4.5 mm

30x <t AF VTE FHE

3) AA A%

FHol HAE FHAYEA 2
g4 AY WHE #A3 Ak
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oAbE Fo) B B el

3§ HHAFoIER AAREsHA il H A 0.

11. A& Al FY AL
2EHE o]AL HtEA] £HS we oJalel| o) FjATE 3ot st

4»
Hllo z0

7F AR B
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N

N,

ol

N, el
=il

[o

ul(f

. o A3)ste HWH (20 atmollA FHES &
S

sefshelof .

® 8
oo |

o ol

% [

£ 50% T 1 olge] FAReM Pe) Wolx WA w
S S Aol Felo] 2HT Wwe asldo} &

ul

rr

kv

]

-

o,

= 2 8
2 33 3es A FRE e HdolA AsiAof gk

=
FuR99) A o] Wed FE glou

2

ol tF AHEV} A18E AS 2HE Aue FAAE o]ojof 31, 316L 2HI
A2 293 1605 IWE AEF] Z3= /M3t

Hh 2HE G A] QA A|AFo R ARgEojof Jth AHEE HE ALnFos
HH ZEH gE ZHEE G AR E ¢ dnh

AL RS AR A7 2 B3y SHE AAES Jholg e E e A sk AY
438 A Aol vehd & Stk A7 F Jhold 7t EIE Bt
M AT AZE =2 3

of. 2BIEE FA & AAetn A Fsta, AGFHAozHE 2vwEV}
T AA] FEE T

A 2"E FHF A F9

1) 18] 8ol A &% A AAEsi= ¢ Ak

2) FACRFE 2HEE AASHH oo 3k o] AL 2HEC Eds FAU
~HE AHE 4o 4 Utk

3) 2HIEZE T4l 2 AFsta e sty Fosd ~HES VR
A2t AAAl P2 Thete] FEHA A2 RS I

4) 2HES XFY o] FRAAEE FIFA WA ool ot o] AL FAH
2HIE AbolE =8t ©HE 4 Sk

5 TAe A Wl F7Iv BE Ji: WAE 24 T3 A" 29AE
Ag-stefoF gt

A 2HE F2 A 9
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1) &A1 W< (saphenous vein graft)ol A AR B st= AL A|&EA+9

i
2
=2

o)A el ok et

2) ZHIEES AAA7]7] Aol vlg] A4S BHAAXE ¢ I

3) o] wHo WS X2 o ASJRRE AlztHojo} ) o] AL
ZHE HX] Al A7 2HES AU He AS vy WAstL
2"dEY mAE APe Ay

4) ZRIEZE o] H-3] YA JA F& W TS WA A F Ao

5) 2HIEQ A= FF ¢3S SEAZ FAHS 7HA AT

ﬂﬂi@EJWﬂA]?QH%

1) A A Al LA AES slo]l= F1EE £o 2 Hojyix Dolof dho}

2

4 7tol= AHEE SuAZTel s RA5 A 5]

Zolal 7hel= FHEE, Thel & gpolo], wRIA =&
5) wHMAI=E e o] @AE e HT Ak wE 4
ZHle] AR Edold 42 o g i

Qtol FAFT YeA Axge AAD

g. o4 F Fox3

) #

) 7Fol= JHeIE o] EollA He] 29 F4dE A (balloon marker)E $13]A1%]
3) 7}ol=g}o]oj(guide wire)S HAFTHoE 7153 etHElA wdow o

)

7] 98 BA A
& Wl A A3},

MR Z7o 2 9]

1) 7lol= sfolojit FAAUEHZ FHE AHES
JHe WMPAAA GA g8 ANE FolE Fgelo}
2 0.5t}

2) HIYANEE 2HE Qol7} 70 mm @] FAAE
Aok gtk ol thge] Ao A AL ol Fk.

- 15 ¥ 3 Tesla 9 AR #71&
- 720 Gauss/cm ©]3}9] F77]& 7]
- 15% o]3tZ H) 20 W/kg (B5 =2 )] A4 He

R EE

23 493

F4 AeAAE

G =] WS, 2GA N FE vk
5

0 AF, B35y &

SRR

ks

AR QA F2

6) The MW A2 915 Jtol= sjololZ BT BWest UThA slol= spolojE

%) o]

#(SAR)
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<A AR A

Testing after storage [in month]
Batch number o 1 | 3 | 5 15
Identity
Test specification :
C 305 + + + + +
Assay
850 %- 110.0 %
C 305 with ref. CM XX x0X XXX XX XAX
with ref. LC HHX XXX XN KEX
Purity
0.10 %
W02 2.0 %
00-xoo0ont 2.0 %
unknown 1.0 %.
Total unkw 5.0 %
Total imp 7.0 %
C 305 MUK-HKK =0.10 =0.10 =0.10 =0.10 =0.10
HOOK=XKK, 024 0.28 077 0.26 0.43
ook | 0.11;0.14; 036 | 0.15;0.14; 0.27 | 0.25;0.13; 0.11 0.15; 0.30( 0.17; 0.15; 0.14
unkw.
Total unkw. 0.61 0.56 0.49 0.45 0.46
Total imp. 0.85 0.84 1.26 0.71 0.89
Drug elution
Test specification -
17 sampling point (0.5 hours) M{Q = 15 %) 14-44 S(Q£20%) 549
2™ sampling point (6.0 hours) M (Q+ 15 %) 41-T1 S (Q+ 20 %) 36-T6
37 sampling point (48.0 hours) M{Q —20 %) =61 S(Q—25%) =56
M
s
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