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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 72
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 Lk
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 2EH QY] =(Strain relief) LA =7}
HAE A5 7IefA AA 317182
A Sl ERe A WASZHI0Y, IS RAAA BER) tatolv, UA S
WAL AT 5+ Yt Az ZYAR(A. FE 5T AZFUL
Q&A 4
ZHEAN2E F 2HEE 5Ys3 JHHE S 3)o] =5 H(Hypotube)sk
MASE A9 ARANYAE AZo] WRAsIRI
“A) JlEE e sto] ZEE(Hypotube)7t WAHGEE 2ME Aol Faol
A AFAFAE AZ glo] HA FCleEA AAD7F 7Hs gy .




& 2 2YHEAN2H

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 =933 FHEl 9] AFZ E(Shaft) AAu WA
3= A AAAIAFE A =0

H g ek

A SlHE e ATEGh) AAcl WAHHGE dE 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& BAdrtR?

\’M Vel Bl 9] FaZdo)l(Working Length) 7t A H G E AHE Ao =
7] wZol YEAIFAE AE §lo] WA AMTIEEA ArD7E 7T

g o]
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ZHEA2E T 2HEE FY3aL 71EE 9] &3F°]& Thumb wheel a0 =
HAs e A+ dINIAE A S0 B8IUER?

A sl el WATHAE 2ME Al Yol ) HEe
YRNUAR AZ flo) WA HAACILEA D7 s,

[Thumb wheel W29 £3to] )]

Q&A 8

e AE 2HEE FY3la JlHEY FAR AAE7 HAH
AL AAANHAE A =0 BR3JIIR?
(&, £X49 AL WA glo] 2HE A%d 93] e FA9)

W gan gve WA glol AR WA
Q7 el YHARAE AF Yol WA HAACIEEA A7 Fs T

o),

2HE Aol Fgol

rlr
o,
—o
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o] HA Al ZHIE thgk & H7b= ISO 25539-28 53

a3 7B W7o mE 2HE A5 9F &4 94

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 $Y3lx 7HEHE F49 A Z <3 Nominal
Pressure)-& W7(4d. 6atm — 20atm)st= A YFAIFAE A|S0] BR378?

A agEEae AsSE A9 APNFARI} 2FE £ dFUh
sHEY g%o] BYSHBE 1Y FAS AEE A& A Aol
Eol ol U4 Fuol BT 4 glomz,

_13_




3 | AHIE HH

Q&A 11
AFE AEFoH A3 F5 R 9T = 38R S(Stress Concentration)
Fo| gt A =(Cutting Angle)7He HASI= A AFAIAE A =0
%&617}3?
(&, 28E dAE 9 2EZ FH= 593D

W) gayzurd ga 4w gE
Q5 Q7] Rl YHABAR AZ glo] WA SAIEEA AN} FsEIT

olo

2HIE FZ(Geometry)ol A 2E3 Z(Strut width)e] A= E# &9
A3 3 2HEY FHE WHo| IUIHE 4% A AR A= e | ENasia

2HES e WA I3 HE=HA =71 9 Unit cell, Bridge, Crown <

F IV 59 T WAL ~"dES A% (4. Radial force,
Recoil, Conformability to vessel wall, Stent free surface area, Local
compression, Flex/Kink, Drug contenh)¥ 4743 QFHA-FEAR & IFS =

F A&yt

g5717] S7FAIAA ol B - A29Fe] ‘1 o|m|F iRt A F 2} H]
w3 AT A 7] HIPREE AFHY s S dFstHoF sk, ISO
25539-2 annex A, A.3(stent appropriate sizing)s< AF&3le] A8 = dH5YTh
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Q&A 13
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Q&A 14

7] #7} we Ao 29E AHo] 2 2AL Frlste Ak 8T F
e AzyBe AAE A FUHE A, 318 vz AND A2e A%
ARBAE AZo] BLFL?
(& #7189 =49 2dEZ} oHE ¥ ARGH A4AE JHNEH
59

A QaNERE AZ glol WA HAAAIEEA A7 AT,

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
Jd EHHAE Faasta JdFUTH
o & Eof, A7IHYART FAHo] & 2HEE 7] 57} @A g2 A FL(:
Left Main Coronary Artery)ol] Z&3lxx} 3cid, sigd¢jol thak d4A S
w7 o742 F dFUH
JP % ETstal, Sxe 54 9 dAR(d: a9/ web dukE el I3y
4 Bt ¢ & d3WAS 7 A5 sy 22e $E Yt 7] F
7t Z"HES ARREEZA, Alei 9 WA glo] 5 A T AFoE HA

Wel A%, xR Aol I HAE A

FrAH o=, o877 SFATAA Sl B FH A9 1 oln] Hrhw

AFI vl A5’ o F5AH4E st ok 3, ST F Y= HHS
2] 7FA7F o, A E [SO25539-2 annex A, A.35E AL&3le BAS 4 9

syt AA e JFa6e F2A AU
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HZA4o| RQl(design input)dt HZAHOSl ZAlf(design
output)E =HQISHLY.

QHtdoZ 10 2Ql=El HZAO| lQl(design input)S
72|22 1ISO 25539—2 Annex A  Table9|
"2)Problem(s) 0| M &AL}, HZAO| ZAlf(design output)
£ Al AZA|Z{ ISO 25539-2 Annex A TableQ|
"4)Bench and analytical tests” EE= Annex AS| Table
Ol BHAAIR T S 1)Implant/ procedure related
attributes& &t=Ct

HAo| mE IS IO
25539-2 Annex AO0A{
1)Implant/procedure related
attributes2 &gt

ISO 25539-2 Annex A Table2| "4)Bench tests"E A A|
EHZAALgO| bench test | SiC|
X 7hsst AL S)preclinical /n vivo studies MA|FEH

30| AME N EAMO|AM ESstD Q= 4)Bench tests,
5)preclinical in vivo studies, 6)clinical studies, similar
device literature data®| Zu}Q} H| WSt AA OH™

M(O:MACE) = SBM(OLLL, TVF)O| H3IE oS3t
Ct.
X BAXNCZE olgsE ME|=7t EORZICE

@ bench test, HIZE/HZ H|uwslH sl ZSHE MM
-c @ ssHE2 FLAH A& =8
TUE LA R=2oM L&Al FF, Protocol

IHIO

S0 Hgst XAI2E F2lsiM deld
@ $=7Tl=l AAANE XtE 9l Preclinical in vivo studies
E5t0] UMX oMM (O|:MACE) = SZAM(OLLL
VA 0l%%
X O&F5t= oPd2 IFetAQl 2o ket Al SHO{OF
stCt.
AN O|S/AHEN |40 ZAIE HIFOZ YN 0|SH TS EABIC)
MAALR - ZH B0 M2 bench test—QAX A3t
HPRE - ANEY [0S

X
m
o
bl

0
oz
o
1
o
HU
Elis
1z
=2
A%
0
°
°
Of
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tL:|7°:|0'|| [[I-E IC-,IE 'E'*—]' oo 3= Hl’o_g Al’oo_n:n A|-OA|_|__|A|.%, =
28 5 HE(nformation)E HZ IFUO| M3t}

1~79] ZAT2LE ST YAN PFo| HmIf4

AA|EO| QUANK OFF A (O:MACE) = 23 AM(0f:LLL

TVE)IF Fo[otA| BHE B2, AdAdS Al

@ 49| ANE &S5t0] oFo Y&H O M (0:MACE

1~7Z11} FIHNH e S M(OLLLL, TVFA)S HlmCHAM QUAA|YO| Q1A

N OFM A (O:MACE) = S F AM(O|:LLL, TVF)I} H|m3t

@ Hluojd LMAIHS oMY fEY Hlo 07t
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x| mErg
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Q&A 16

7t e AT ALEH(HLDE AR AASdE A9 BT

rU?i'

2~ o) —
‘l‘)s}]ﬁ:‘

A MAHNCISEALA BR) Ak, ALER WAL Tl
Az A5l AeAEA S)7h B ash o

Q&A 17

H7h e AFY KA/ BIeE A AT

A QAN SEMAAL BR) darolr, MAAGE B 4 Qe Azde)

SHAEE. A7EEAAAE, FE7IE G5 24T 27 9)F AT

aAl s7F Al tiFE FEIIZ] tiRE 2AARR MERSAIARE

AEsta flom, Z7BEAPES 577 Alx 3 FAa7 s e AY

shal lsuth olell, s7kE AF FEVIF 952 AV|REAY A3 FAG

AFE Bl AASAR R AR T Al Sl TAE ARl wet 2AE 9l
o174

ou® 7le3 AEE AA 57k AFY Y 5= FUE 28Ut dsUth
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Q&A 18

37F B2 AF FEVIe ARse A5 AAE?

rr

735 7H42Y, 71eAHAN BR) tidoln, AlFe] Wets Fa7IT
AT de B ERFEAAHAFIZHC] FAEH= ATt A A3
A8E AEFUH.

-

,/ )

"L\ |
g

5

r&

Q&A 19

A Zo] AFLHHAFU) AR wel Uge] ¥A glo] AFeuHue AA| 3
Z1AsE B¢ Zle:AAA tdd7te?

’i) A 7H10Y, 71EEAAA E28) didolr, HAAGS AT 4 9l
Azd AHEABAE AU

rr

B wgAe ST + A Az ASAEA 2 MR ST dEAEE
AR s, MRI A4 dZA89 A ‘AAo)d 9857719 MREH
QA MAALYA F Fwstel AT
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Q&A 21

s7 ke A Fo ARAl FYALo| A FHFHE(Left Main Coronary
Artery) A8 ti3t Z7)AH8HContraindication) & AtAlslE A9 A FAES
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Q&A 1

AHEEE, Zhg4dE, dAE, A WA glol d88IA7IEIHS S
A(d. A7, do)) T HAEE A+ A A =] =i

A AEe AEEA, e, YAZ, AP B glol FA A5 AW

A5 GINBAE AZ o), 4% AP ARE B WA 7t AsEunh

Q&A 2

AHEEE, 28, dAE, A B4 §lo] dR8TATHE S S
A A A3AUE S0l ¥A3dE BF dFAHAR AlE0] B_R7ER?Y

A Az AgEa ggUe, AN, ASRA] WA ol
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Q&A 4
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EHTANDT WA @ A ABRH Axo] B ARE ASShelof Shhar

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

A 2 gAme) Bael WA HE A% AR 4ol 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 ==
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A173(B 7t A7) 4. ol571719] A=TH Hrbo A E8E= dwk dg b
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Hojof g},
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[ 1 "S5 2 At wE 27] H7F A3]
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Q&A 6
d#A87HE 5 OTW(Over the Wire) typee] 3B FEo| QAo FUs}
§- QUAH]

= FEFRY HF Qlo] 7ie|Ege]o|g] =58 E EREENAEEEE R

425 7bar

REREE R RIS

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

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

dAEFAMEE 371 AP A, ‘BEE B F=2-A5 el 7|4l = ook
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Q&A 10

RX(Rapid Exchange) Type®] 7}HIE$} OTW(Over The Wire) Type<]
7H B = LA FTU7HR7?

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

[eJ57]7] &7} A1al - AAL & 33 574 1 (2017-58%) A 224 9])
184 FAAEL o AxT, A2, E=Ho| YW Jar]y] F AHEEA,
A, Ay 2 Aag ZAgAE A YARCIT A= ALl
548 Aoz A, A5 59 ol YAY T FEREFO WA EE F}
He 9o muER FAE AEFFS Ty dsUh
&1 8 F@L FteE T2 B2 EFRX-type vs OTW-type)

OTW(Over the wire) type : 7t0|=2}0|0f &7 EEJ} S{E0| =X

inflation
Port

Guide Wire
Port

RX(Rapid Exchange) Type : 7|0|E2t0|0f &= ZEV} I8 AFZEQY =X

Inflation
Port

" Guide Wire
Port
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TEL: 043-719-3955, FAX : 043-719-3950
http:/ /www.mfds.go.kr
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