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1. =W++4

- KS P ISO 25539-1 @& A3 d=

- KS P ISO 25539-2 ¥ 3d~HE

2. A4 2 Fo=7F 4

- ISO 25539-1 Endovascular prostheses

- ISO 25539-2 Vascular stents

- EU
Guideline on the development of medical substances contained in
drug-eluting (medicinal substance-eluting) coronary stents

- FDA

Non-Clinical Engineering Tests and Recommended Labeling for
Intravascular Stents and Associated Delivery Systems

Coronary Drug-Eluting stents - nonclinical and clinical studies

- ASTM
FANE 2%
Standard specification for wrought 18chromium-14nickel
F138 |-2.5molybdeum stainless steel bar and wire for surgical
implants

Standard Specification for Wrought 35Cobalt  35Nickel
F562  |20Chromium 10Molybdenum Alloy for Surgical Implant
Applications (UNS R30035)

F1984 |Whole complement activation in serum by solid materials

Standard test method for determination of transformation
temperature of nickel-titanium alloys by thermal analysis
Alternative pathway complement activation in serum solid
materials

F2004

F2065




Standard test method for measuring intrinsic elastic recoil of
F2079
balloon expandable stents
Standard guide for characterization and presentation of the
F2081 . . .
dimensional attributes of vascular stents
Standard test method for determination of transformation
F2082 |temperature of nickel-titanium shape memory alloys by bend
and free recovery
Standard test method for conducting cyclic potentiodynamic
F2129 |polarization measurements to determine the corrosion
susceptibility of small implant devices
Standard test method for measurement of radio frequency
F2182 |induced heating near passive implants during magnetic
resonance imaging
Standard guide for measuring securement of balloon
F2394 :
expandable vascular stent mounted on delivery system
F9503 Standard practice for marking medical devices and other
items for safety in the magnetic resonance environment
F9743 Standard guide for coating inspection and acute particulate
characterization of coated drug-eluting vascular stent systems
a71 Standard guide for conducting and evaluating galvanic
corrosion testis in electrolytes
- USP
FANE Ik
724 Drug release(F&E%=)
788 Particulate matter in injections (small volume) (W] @2} Al &)
905 Content uniformity($F=F 74 4)

O €#&7tHY #d 8 714

1S54

- =77 I71Ed4l & AR
- KS P 1SO 10555-1 ¥ 2
- KS P ISO 10555-4 H#, 434 &3

, 438 g% =
7H - A4 5 A 7HE E

g3
B ﬂEﬂH ALE: duk @ A}
8}

s}




2. ZAFA & Fazst 4
ISO 10993 Biological evaluation of medical devices

ISO 10555-1 Sterile, single-use intravascular catheters- Partl: General
requirements

ISO 10555-4 Sterile, single-use intravascular catheters- Part4: Balloon
dilatation catheters
- FDA

Class 1  Special Controls Guidance Document for Certain
Percutaneous Transluminal Coronary Angioplasty(PTCA) Catheters
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2 | HEAlAl WA
Q&A 3
2HEA2H F AANHEZR 2E¥ QAL =(Strain relief) LA =7}
HAE A5 7IefA AA 317182
A Sl ERe A WASIHI0Y, IS RAAA BER) tatolv, UA R
WAL AT 5+ Yt Az ZYAR(A. FE 5T AZFUL
Q&A 4
2HEAN2E F 2HEE 5983 JHHE S 3)o] = F H(Hypotube)st
MASE A% ARANYAE AZo] WRAsIR?
") JlEE e sto] E B (Hypotube)7t WAHGEE AME Aol Faol
A AFAFAE AZ glol HA FCUleEA AAD7F 7Hs gy o




& 2 2HEAN2H

Single Arm Hypotube

== ]

Proximal Proximal
Markers Shaft

Inner Member

Guidewire Balloon

Stent

Distal Outer
Member Proximal Distal
Balloon Balloon
Marker Marker

H

Working Length

v
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Q&A 5

2HEAN2E 3 2HE

L =93l3 FHEl 9] AFZ E(Shaft) 4w WA
3= A AAAIAFE A =0

H e ek

A SlHE e ATEGh) AAcl WAHHGE 2dE A

off

e FFol
RoE AAFAE AE Qlo] WA FIHOIEEA A7 7Hsdyd

2HEN2Y £ 2HEE £U5T

FlelEl 9] f&4o](Working Length)t
At A5 YEANIAE A& BAdIt]?

\’M Vel Bl 9] FaZo)l(Working Length) 7} A H G E AHE Ao =
7] "ol YEAIFAE AE §lo] WA A4 ArD7E 7T
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o] HA Al ZRIE tigk & H7b= ISO 25539-28 53

a3 7B W7o mE 2HE A5 9% &4 44

7FElE WA SR st 2HIES AT mxe FFS O 15025539-2
annex A A.2(ability to access, ability to deploy, ability to withdraw,
biocompatibility &) % @ 1SO25539-2 annex A A.3(stent appropriate sizing &)=

g8 24T 5 syt

HEE $Y3la 7HHE F49 A Z <= Nominal
Pressure)-& ¥W7(4d. 6atm — 20atm)st= A YFAIFAE A|S0] BR3718?

A agEEae AsSE A9 APNFARI} 2FE £ dFUh
sHEY g%o] BYSHBE 1Y FAS AEE A& A Aol
Eol ol U4 Fuol BT 4 glomz,
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Q&A 11
AFE A EHoA AdF 55 JRo TS F+= YR F(Stress Concentration)
ol t3 dAHZ=(Cutting Angle)Tts ¥MAsIE A AZAIFAE A =0
%&617}3?
(%, 270E A5 g 2Eg FAE 549
W) gegzre Y AW 4w WAe AHES] Ey 9 FEA6 nAE
FF 7] WZel YEAFAR ASE flo] §A FHIHVIEEA AADZE 7HFsE U
Q&A 12

2HIE FZ(Geometry)ol A 2E3 Z(Strut width)e] A= E# &9
A 7 2ES FHE "3o| SI/IHE 47 oA 2Rk s

q7 vy 9T 2HEY FF AHo] Frle A

PN

2 Unit cell, Bridge, Crown <~
s7h FEEd SV 9 7x WAL 2"lES A% (d. Radial force,
Recoil, Conformability to vessel wall, Stent free surface area, Local
compression, Flex/Kink, Drug content)¥ 434 FHA-FEA & TS =

% QU

o 5717] 7R IAAL Tl &7 A A29%Y 1 olnF e A F W
w3k AF’ oA 7] SRS AFHY FF A3t ok sk, ISO
25539-2 annex A, A.3(stent appropriate sizing)s < AR&3sle] EAS 4 Ad5YtTh
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7] #7} we Ao 29E AHo] 2 2AL Frlste Ak 8T &
e AzyBe AAE A FUHE A, 318 v AND A2 A%
ABAE Azl BLFL?
(&, #7189 =49 2dEZ} oHE ¥ ARGH I4AE JHNEH
59

A QaNERE AZ glol WA MAGIEEA A7 T,

AAE o] B Q(d: Prox~dist Left Arterial Descending, Prox~dist
Left circumflex, Prox~dist Right Coronary Artery $)& 9Xujt} Uukzio g
2.0~4.0mm Y EH# WAS 7HAL sy mEtA 2HE AlsA] dibE
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Left Main Coronary Artery)ol] Z&3lxx} 3cid, sigd¢jol thak d4A S
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JP % ETstal, Sxe 54 9 dAR(d: a9/ web dukE el I3y
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Q&A 4

QAE7EE A48 YARM, B, C, D) FHE WA glx 13} o)
EHTANDT WA @ A ABRH Ao] BY ARE ASShelok Shhar

HEH A R —— D
40% 30% 109%  20%
Haz A HEETEEES < D
10% 30% 20% 40%

A 2 game) Bael WA HE A% AEIA Aol DR ARE ARSI}
e,

| omslvle) UARS] £, BF 5o MAHE A4S AEed Ane
AZol mHolok FUTh AESH bdol B FE W3

Aol A& B4, AE A 5ol mAHck &M, 9 8IrE HE S40
et M5 o2s)7], BAHEY o817, AV - ¢ AAY o277
o4y ourVE BRHL AE /7ol we ARHE, AS5PE, dTHE
oz FREYL

dutdow Pag AHEE AW AQAF owr)lor HE Rt 8
o, H}E A&7 AABH@AZE olshel sl BUTh ol we
rejer)zle] AR Qrrel @ FE/NEFAGIGA LA 2014-1155) ] o
A% %9 2 Azl B2 27 Hrh AR FZe) we, O AEEHAY,
@ BAAY, @ AF ==
NG Bar, sAEgARe A

_26_




En 7 [927]7] AESA Ao B ZEI|274 ]
A174(B 71t A7) 4. ol571719] A=ETH Hrlo A8 = dwt dg +
4.7 O AHg T gF 71HA] o)l sidETH AESH A5 AlEFo| 11y
Hojof g},
D AF 4 VH«I g?ﬂ‘/‘r ALFe] W3t
3 AFF BAF A3
4) AF AHg&EAH] W
5) Aol ASHAS W Bl BAT F Yk FAT e AP
[ 1 "S5 2 At wE 27] H7F A3]
E R AESH 4%
A A= =4 A% A0
(5.2 #x) (5.3 #=x)
A- A3AH = H
(2473F ol3h) | AZ o | 38R e | g | 2o
soar | =4 we) 35 O | 52 Y A
n= A ZHo 7y 23 il o 21 = =
T Hé‘l“‘& (2;0}\(5'7]};(]) } A] ‘3_1‘6"\]?:] /\]@ %"é)/\]‘@ }‘] A]
C- 9+4
(30 =3
A 0 0 0
o5 B 0 0 0
C 0 0 0
o A 0 0 0
jgjﬁ  a} B 0 0 0 A A A
C 0 0 0 A 0 0 A
o A 0 0 0 A
s+ ;5 % B 0 0 0 A A A
C 0 0 0 A 0 0 A
o A 0 0 0 0 0
?ﬁf@l B 0 0 0 0 A 0
C 0 0 A 0 0 0 A 0
A <] Z2 W 2 A O 0 0 2
Sk A B 0 0 0 0 0 0 0
=717 C 0 0 0 0 0 0 0
A 0 0 0 0 A 0
>e g B 0 0 0 0 0 0 0 0
C 0 0 0 0 0 0 0 0
A 0 0 0 A
EXN B 0 0 0 0 0 0 0
! C 0 0 0 0 0 0 0
o &2717] A 0 0 0 0 0 0 0
gqH B 0 0 0 0 0 0 0 0
C 0 0 0 0 0 0 0 0
O =1SO TZelA AAE Alg
A = AAREH A 9o F71E HL8E F = AF




Q&A 5
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HEH A et
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EEE A c
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&3] Z1AA Aol o8] ARE A9 REEOWOZ AYF AEHA
Ao B AE7 AF AT

S om719) AR FF, BF So wAHE A% AFYE AR
AZo] melwofof FUTh WBSHAAY Aolre] AA HBe [5r)7]e)
BRI Qbdel BE FENETA] ALFAIRAND wet dAFS 71F
o AYHAE AAselol YUt Tl AAHCE AFR FEEOO AR

1 §E=0] EISHoRE A3 1Mol glv AF
Eul
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Tw Aol YA & Bodes SAFS ol&ste Y=z
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Q&A 6
d#A87HHE 5 OTW(Over the Wire) typee] 3B FEo| QAo FUs}
§- QUAH]

= FEFRY HF Qlo] 7ie|Ege]olg] =58 E EEENAEEEE R

425 7bar

R E RIS

OTW Typee] F&E£F< sB= AHEEHH, A & AF5A

AAHZARI ebaA FUth D OTW Typee] 187} lxlo] #Ush= @ -
= 7 ', @ stolEstolo] 274

AY e FE T HFseE AT
¥ E(Guide Wire Exit Port) 27+ A} &3t+= 7 -$ ‘QAAvIHZR’ o I3y}

[e)

Q&A 7
dHEIHEE FAAFE F 7HEE WS MAskeE 852 ‘Flushing needle’ 2

JQABHEFH 7187

A amumgarun.
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BRLFTATEE 37 Iy A, ADFAd RS oF & AldFES T
017}3‘?

A amoy) NEFA WE2-50.FH AR D S S ] 2179 ot
gt AEIES HAT 53 2ol Ao Fynh

O &9, @ FAAFY Q@ 7194 @ HAA A 7Hed @ sAAT ® B3R
o7 &3 +&

oje]o] AlFo| EMdS Wkt FrHAR] AAY Al 7, AENHe 28s)
ojof ek,

F7HH o2, #E IAFAHASEE [SO10555-1, 1SO10555-47F lom, ##A
7tol=2kqle FDA2] Class Il Special Controls Guidance Document for Certain

Percutaneous Transluminal Coronary Angioplasty(PTCA) Catheters& %i138}<]
NETEE AFE F dFUT

Q&A 9

AL FTATIEE 37F AW A, EG B
= W82 Foldrta?

A o)gr)y) AEtA W E2-59 TSR W R H % I EE

2.1.70] wet BFE FAHAAAF e A8 AR S VM FAHAA S 4 HE
AA, A §EAo|, FHHEY fEdo], Jlo]=9glo]o]E Zo] ALLEE= AL
718 Z slol=glolo] AAL 7| A Eedor ),

o] 9 A1 AES SHL WIste] AHEY 97 F Fo BEY N5 /A
g & dguUth FnE N5 AR Ads EUE ol 8dd 2 Rie X4E
AT, H9E wEA Zgsok Fuh




Q&A 10

RX(Rapid Exchange) Type®] 7}IHIE6$} OTW(Over The Wire) Type<]
7H B = LA FTU7HR_7?

r) RX type(Rapid Exchange)s} OTW type(Over the Wire)e] d#&7}HE &
THAFT AU

ro|g717] &7b- A - AA S B3 FAI A 22(H]) 18ol|A
FAAET ol AXT, AL EBHol FUF YTV F ASEA, SN
M, Az 2 sy 3FAE AL AAROIT AL ALdBH FLF
2 Fol WA E: F71 HE o

o] mdls® A AFTS Tl dsyn.

&8 IHL 7EEH F=o) B2 EERX-type vs OTW-type)

OTW(Over the wire) type : 70| =210|0 &7 ZEJ} S{EO| EX|

inflation
Port

Guide Wire
Port

RX(Rapid Exchange) Type : 7IO|E2I0[0| S EEJ} RPE AFZEQ ZXY

Inflation
Port

!

" Guide Wire
Port
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