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A EHEA 2 % B4 5 E (Scope) -
AXEFBANUSLE Y mx BRI E % 22(Coronary stents) > 1,4 3K & 3% 7& X, ¥ 42 (Balloon expandable

stent) & B HIE5& X, % 22 (Self-expanding stent) > £ E H @ FHE FAAR TR M aENIEL X1 > U H
PGB Z KAL) o BARE Ik X A X % A& 4 (Stent delivery system)## % 42 :E 3% 3t AR B 4%
B AVHERBRAXROBELA RS HOE - ARREKEE

AXBRBAEEROSETEWE R EED K EI 2% % %2 (Drug-Eluting Coronary Stents) -
AAENFRBEBROKCX BRI BRERSL > AT ABAIRARERSL -

AEEEM BH BH A E 0L 585 B&(Classification):
N4 dh3g o E.0001

45 Bt % % (Cardiovascular stent)

BBEH: 3

A St & 4% (Product description and specification) :
(D) P RERALETFAE
1. £ &35k (Model numbers) ~ &% R AR 54 -
AWM X HEmEE (Available stent diameter and lengths) ~ #yi% 2 o R <+ (A H L& ~ HE ~

KA

R/ INME) ~ B MmN B 2 A8 M (Guiding catheter/sheath compatibility) ~ % #2138 1R 2 & 7
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(Deployment and rated burst pressure) $23JF % 22 & £ % (Percent stent free area) % -

#32 (Warnings)
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& 4 (Device description)
i JEJE (Indications for use)

# 27 (Contraindications)

7 Z %13 (Precautions)
2t %% 48 2 M (MR safety or MR compatibility)
R JE (Adverse events)

10. B& R3S % (Clinical studies )3t o

1. X &R2H#

14 2v 3 & & (Principal safety and effectiveness table)

12. 5 AEFE 4% (Patient selection and treatment)
13. 4% A 5 3] (Directions for use)
14. 55 A%# F# (Patient materials)
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A5 380 23X & #H(Pre-clinical safety and performance data)
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L. A4 dhke 2t 35
(Biocompatibility test)

(DX F3ty
a. 4 i 314 H B (Cytotoxicity)
b.i& &4 3K B (Sensitization)
C. R 2k, f M9 4 R Bk (Irritaion / Intracutaneous reactivity)
d. & %1 35 (Acute systemic toxicity)
.5 At R %512 M4 # 1 3 B (Subacute and Subchronic toxicity)
f. 3£ B # 4 35 (Genotoxicity)
g A5 (Implantation)
h. fz 7% 48 2+ (Hemocompatibility)
112 M F 3% 5 (Chronic toxicity)
-3 M 3 s (Carcinogenicity )
Q¥ A %
a. 4 i 314 H B (Cytotoxicity)
b. 3B &% 3 B (Sensitization)
C. R 2k, f M9 4 R Bk (Irritaion / Intracutaneous reactivity)
d. & %1 35 (Acute systemic toxicity)
e. fj% 48 2 M4 (Hemocompatibility)

ISO 10993-1(2009)%
ISO 10993-3(2003)
ISO 10993-4(2002)
ISO 10993-5(2009)
ISO 10993-6(2007)
ISO 10993-10(2002)
ISO 10993-11(2006)

2. & i (Sterility)

W 47 3% # # 2% (Sterilization validation) J& 7% 4% SAL(Sterility
assurance level)/s# 107 -

ISO17665-1(2006)
ISO11135-1(2007)
ISO11137-1(2006)

ISO11137-2(2006)




ISO11137-3(2006)

7. %2 4% 28 (Shelf life) aging) & Aoik £1b3X 5 (accelerated aging) MARFE A B2 H
AR -

3. %8 X B (Pyrogen test) | & 24 R ° ks
(1) #HEHFHHE ASTM F2129(2008)
a. B3 £k (Corrosion resistance) © ASTM G71(2009)
b. B #2 4% R i 14 (Radiopacity) ASTM F2081(2006)
(@) R-FEhfE ASTM F2079(2009)
AT L ASTM F2394(2007)
a. R <} B#(Dimensional verification) ASTM F2052(2006)
b. X & & @A A 4tk (Percent surface area) ASTM F2213(2006)
C.4548 % @ 4 tb (Percent foreshortening) ASTM F2182(2011)
A% 20 o 4 2R d.3 E#/E £ 254 F (Recoil for balloon expandable stents)| ASTM F2119(2007 %7)
(Stent pe rformance €. ii’ﬁ % %M (Stent integrity) ISO 25539-1(2005)
. j& & B R/ %% & (Radial stiffness and radial strength) [ISO 17475(2005)
festing) B iEh R FDA Guidance(2010)"
adial outward force) . @
h }‘7E H1/J& 4 4> #5 (Stress /Strain analysis) FDA Guidance(2008)
1.9% 3 7 #7 (Fatigue analysis)
J. 4%k 73 4% (Particulate evaluation)
k. Aok ff & M 8] 3K (Accelerated durability testing)
Lag ¥k 3% 35 & 2 R AR M4 3745 (MRI safety and
compatibility)
m. ¢ g 7% ¥ X5 (Coating integrity)
(1) R ~F&#(Dimensional verification) ASTM F2081(2006)
(2) %2~ M A B A 38 (Delivery, deployment, and| ASTM F2394(2007)
rtraction) ISO 25539-1(2005)
(3) # 4% 34 7 & (Catheter bond strength) ISO 25539-2(2008)
(4) &b E3XE(Tip pull test) 28 }82 2 2 '1(588‘2‘)
" (5) #db b B dm 4 4] 3%(Flexibility and kink test) I@AGd% )
5. Wik A s . uidance(2010)
. (6) 4 /1 % £ #]3&(Torque strength)
(Delivery systein (7) %% %% % %3R5 (Coating ntegrity)
performance testing ) ,
(8) 43 % % 2= [ 14 (Stent securement for unsheathed stents)
do R EIRRRXE » BE ol F R -
(9) =k & %8 2% % B (Balloon rated burst pressure » RBP)
(10) 3k & 5% % (Balloon fatigue)
(11) 3k F g fEdE (% 22 H /8 vs. 3k & & 77) (Balloon compliance)
(12) 3k % B B/ 7% 4% % B (Balloon inflation and deflation time)
6. #HEEA JEREBRALTREAME F 2 ABE A TR AR AE F 258 & (A % %2 2 [FDA Guidance(2010)”
(Simulated use) 1% F H)AE IR LTI A B A AL - 1SO 25539-2(2008)
MR A E S A RIRARE 0 4T A T 85 2L RS (realtime [FDA Guidance(2010)”
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1.305% B &9 (Objective)
2. % B3R A 8L ¥ ¥ & (Primary endpoints and definition)
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3.0 B BB AT~ R BB &8 % (Ao 1 A )(Co-endpoints, secondary endpoints, if applicable)
5 57,

+(Study design) » & T % g # (randomized) 2%, FF kg #% (non-randomized) ~ £ HF XA H R A A LA
restenotic) ~ 3F4EF X HE o

% 33X 8 W 4 S HE 4 4% 4 (Inclusion criteria and exclusion criteria) » 4o e % R~ ~ &) # (de novo
6. % %2 B 7% #2 5 (Stent deployment procedure)

7 4% dn /MR # 554 (Antiplatelet therapy)

LAR B HE 2 AN B o

8.2 34 71 15 # & (Accountability of subjects) » 4» 3.5 #h. 25 2 % 22, B #A(Study site and dates of enrollment)
9.%% 4% i& 3¢ 8% Pl & (Follow-up schedule)

10.4:3+ 4% #7 (Statistical analyses)
11.4 %

(D

REEBE AT S35 4% 434 (Study population demographics and baseline parameters)
(2) GBI Z G Fr AT AR 4R L e AR AL

(3) oM i ME&R (Safety and effectiveness results)

a. ¥ BRE 4542 (Primary endpoints) & =k & 353154645 (Secondary endpoints) & &
b.#& 4% A Kaplan-Meier estimates 43 #7 Target vessel failure(TVF) ~ Target lesion

(4)

aXi

ultrasound AVUS) % = 44 ©
(%)

revascularization(TLR) ~ Target vessel revasculatization(TVR) % % x4 #5 42 - & Cardiac
events(MACE) ~ Major adverse events(MAE) % %2 4 $5 4% % Free survival ©

X B 4k R 40 45 0 % (Summary of results)

c.3 % 4 £ P &4 Key angiographic results, stent thrombosis, incomplete apposition, intravascular
35 R 41 4% 4 (Limitations of the study)

12 B8RRI P RAT A B B L R A B AR RRIERT REART - 247 -
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