Tel: 4008180021

STIEE. JQZ2000307

= 7 ag i e E MR B IR &

FERPXER: BERSKBERNEERS

FPmE (JR3L) &FR: WEB Aneurysm Embolization System
FEmEEEA E=A

B 15 A & #R: Sequent Medical Inc.

1]11}*

ERAmnEEEE

ESFg-1ik5% =SS



http://med.anytesting.com

Tel: 4008180021

B X
FEIRAB Bt e 3
v BTIE AL B 3
e B I A E B e 3
T AEFEHIEE b e 3
FER BT IFAEIR covveoeveeeeeseeee e 4
o FEERIR e 4
Zov WER BT ZEAEIR oo e 6
T B RIFIEIR oo 10
PO T B B AU U oo e 12
BE A TTN B Moo s 17



Tel: 4008180021

HEEFR

— FIFEAER

Sequent Medical Inc. B EITHE A FH

—\ BIEAEM

11A Columbia Aliso Viejo, CA 92656 USA
= Erk

35 Enterprise, Aliso Viejo, CA 92656, USA;
11A Columbia Aliso Viejo, CA 92656 USA



Tel: 4008180021

TR PR

—. R

(—) s MR

B G E N ER G AN R T 24 k.
NI RS S L. ML /BREAE S LRATIRNE R
PR B, WS e B4R A T A A e, B EEFa
REuHEE, RASLEYL. B4, AEY. REETEY.
V. I, AR, EREFESAK. FREBRKE, —
R, RRAR 4 F.

(=) PREATLH

&R T K o Bk XER, BN B BROR i, B8 B0 Bk
B ER I R S B s 5/, 20 Biod BAE A 3mm 2 10mm, H
FBEFR F2dnm HF L >1 B <2 WERFFRA L XH 3
Fik T8 B A R AT ILE WIRTY .

(=) #5 /AR

P A B A L 1

1 FRAS A

W4-4-3 W4-6. 5—4 W2-8-6 W2-11-8

AR

W4-4.5-3 W4-6-5 W2-8-17 W2-11-9




Tel: 4008180021

W4-4-4 W4-6. 5-5 W2-9-4 W4-4-S
W4—4. 5-4 W4-6-6 W2-9-5 W4—4. 5-S
W4-5-3 W4-6. 5-6 W2-9-6 W4-5-S
W4-5. 5-3 W4-7-3 W2-9-7 W4-5.5- S
W4-5-4 W4-7-4 W2-9-8 W4-6-S
W4-5. 5-4 W4-7-5 W2-10-5 W4—6. 5-S
W4-5-5 W4-7-6 W2-10-6 W4-7-S
W4-5. 5-5 W4-7-7 W2-10-7 W2-8-S
W4-6-3 W2-8-3 W2-10-8 W2-9-S
W4-6. 5-3 W2-8—-4 W2-11-6 W2-10-S
W4-6—-4 W2-8-5 W2-11-7 W2-11-S
(w9) TR

P2 R R AN A N7 R R T e E R TR B B A B kB
A AR Y8 A 3 OB B KN Fe T Ak B LA/ SR B
R FJERENREZ S (WVEB) X B, WEB X BRI FX
Wy 2 A A B4 (VIA 21, VIA27, VIA33) #tEAZEE, &
R F TR FRA bR o8 EZ8 &R mi (2
BEHEEMELE), —EBRRE|ZE, VEB R EMAME 3

/)

IR, DBLE M # NS B T (B 5 o8&



Tel: 4008180021

3 33 FELW 20 Jik e N Ay i, WEB F[ {28t 3 By tAe B9 k. H Ol
T AR B R E AN E, Bk AR NS BRE . AT
F9 10 6y 20 BiOE BE 5 i AR 2R R Gl B OF PRI 3R e KU,
= IEFRATARS iR
(—) Foiasi
PEd BN B R R IUE 4k 2 T
K2 FRBEARAERFRERHE

5 B 55 B H R &b
1 Sh L S
2 R NS
3 54T R NS
4 RN AR PR B A S
5 N [B] TR 37 S
6 Y17 15 3 E S
7 N 0 Tt Ak e S
8 R BB % G
9 AR IX 8 W 24 G
10 FRE O S
11 FEE Jt, B[] NS
12 3k S 2L TS A NS




Tel: 4008180021

13 MR ARE G
14 Wk BT Wl G
15 8 A VA S
16 3 3% A0 ] HUE AR S
17 BRGS0 F KD S
18 BRELBHAR s
19 BAKESM TR E &
20 4 T NS
21 S EET G
22 B NS
23 RANRNE G
24 AR Ik E G
25 TH s
26 R s
27 N EFR S
28 ok 42 4 S

=i P RE AT U AR 2T o BOR B K BT E 48 AT KR B 7
TR B AR IS B R SRR ETORE, AT AT i UK R AR KA

2 AR

BARHEAT T I0IE, JF4RBET MRI FRAME. RIZEM




Tel: 4008180021

ot (MG AL ) FIE . %77 & A RRET &
W, FFREBRIEY, F5 VA BEFEReEM, B8
BEFRENGENT ERMEFLYyE. FHEARET2EE
il G Az o e R B R R E A U AR 4 A L AR AR

%‘o

Ve BB B T FORR A P R AT AR N K
(=) £Hhrasi
B FEE N ER G HEA R T 2 A K.
NI A FEAMBE A, WEF LI ENBR (TR,
ST AL ), W IE AMKAECB/T 16886 ZA\ArE, FFRE T A M4
BN, ERXTHXTE AW FREHRE. BARIFHTE
N3,
&3 VAR AN TUE &
NI E ENY mxrRs
4 g =
R KR ARG R
RS B R R
A S FN
He R
VA

D N RN N BN BN

DN RN N U B NG BN




Tel: 4008180021

i v
A Rk, v
FNR B Vv
ik a=dc v
1% 2 v

A, BRERT R AR TRIAT, BETHE
WA, mEFENRSTHA. T hEDFRETHEZ.

(Z) X&

ZmRRAAME HERERE, TWRASESE. #FiFAE
®T RKE A RAARE, IEALERIEAT A 107,

(W) Fof ek

T AR R O WA, waE ASRBE T B A A I
Wt EAE AR R % T B M A aE AR LI E TR

(&) AR

Hg AT R T 20 iR 0 B 50 DU B A 7= o ] T AT R &2
M, RERAFE=ZE%, EHEEAHF TS XS MBERET
REAEA, N R EEENEERR. LS 3ANHL 12
MH. IR EE AR (G4 50 il e 2 6 B A,
BENEE, REAFAREST) iZaUET (BHERERSA



Tel: 4008180021

R R M RE, LS ). LI RE S R AR H AT E
K.

=\ IsEKFN#RE

Y DA AR 3 7 RFEAT I R, R4 T 34 R R
¥R, RS NN, £, BEHRRI, & 25
ANEEFCR 6 NERFF TR, IERRBEE TN E
Ao kBB AR % 2 G (WEB) &Y AL N 2 X3 58 37 30 ik T8 1 &
AR M. NAL 150 & %R, P 148 4 XX FH % VEB
BMAEN. T NALH 150 & R 2P NE [T 940 AFF,

FEARELRAMN DLANARSRB R 2HE, LFH
REE, AP TR WL 2 % B 3F 88 5k E
(>50% PER) ELHH. TELAMALABERN 30 X
AR AT FEME T EMH (GEae 0 I sk 2 i i
b, REEXEE X LA F FIF 05 NIHSS AR
T AnH 40U E)BREE 3 F 365 KRB RAENWE LR
KM EW - EE, FoAs R FELAE, RN
AR REARML R AE—FENEEYFRAEDRHE L
KU B WG, BB A KR ARIRY 5 — 4 W B ROB 3 K B
B, EATNEAR: HARS. EmmE A (6 MH. 2 £, 5
) WK OB ERA. oRS BB, BEOEHEE St



Tel: 4008180021

TE BT A7 o 8 3 5 BT R R b, AN R 2K 6 AN 2 Bk e B

bl RIS A, AHT BRI R R R
RIAFEAH U T EANEEATE (35%) , FEEEZAMA K

AEFEAFLB TR ET (20%)

FTEARMARER: BRIGT o ABEN T A R
HEA 4T (90NESE KB TRA 47.97%), BEF&HT 35%
Wy Z WL B AR (p <0.0001).

TEZAMAAER: EERBN SN ARY, RA—4
ZiRAE (0.67%) B EFZABRLAREMH (90%EE X FE LR
K 6.04%), HARERLHAZEMHE VBB ML K. ZEEZ
AP KR EET 20%H B E A (p <0.0001).

T EA MM S A B et w0 R i R AT
Folk g B AR, B IZAF AR BT

REAMMELERER: FIHRNIEREFLA NG Z —
(12.6%) & 12 MAMWMEEYETHRERER, HP KRS
BoTaMBRAET SR TETILANE 2R FERE
7.

E#ZIENE 12 PAWRABIEIT R BEMBCRBI
T, SBEMHERNTRFERDILE, KEXRH 6. Th, HER
— G F AN R A AT AR B s R ARL. FE 93NN A 1 F WK



Tel: 4008180021

AHIAEATEREONESY, FALIANREFFEHAER
% K BTk B A

F BB S B A B Bl B AR AT
BB AT, B RN R, KBS S R A % A M fo
AR REN, MR DUIEITT 0 B H BRI VEB W7 5 B
BTRAER., AT RFHERNPN—F A REH K
AN e rrr. X EHAEMmI A WEB B XA A 2 XA 5
sl BB i Y R A A R R T AR F IR .

. FaZmREHIE

W ASHE (YY/T 0316-2016 [E57 Bk R4 I8 0t 57 &
PR R FHZ 5 B2 AT T R4, xR E ke B B
RITY RNk, 25610, EEHAEAT L, A
A RT3 B ORI X 3 KT AR

PR 4 B 5 3 2 Bk Je8 A2 B AR 20 Bk o AR O e Y B —
K, R E K 2 e S E R FF AT f A B
PER, s oBa g, Bk s IR Rk 2K 2 08 By
ERRAFALS T REENMERELEK.

W3R R TE R Y B B R B B R A - X B Bk 7 T AR
T AR IEST FB. WEB-IT Ig RiRI S RIEE T B I A 20 BB
W EZ A LA L MT & (Flan TR H B E BB ) A1



Tel: 4008180021

HlE KA UK ETH UEAE— ey M ERAfm L EAR
{50 B U /MR R IT B i R B WEB BARAE A 5 By 2 1R
7.

7 i 5 A I 30 RGE B9 B i 55 B S KU AL,
NAREAMERZE, BMAE, AL, 2hFmEeyk,
A MRS 2 A, BRI T S B B R R, LK
i N RS g N7

EARIERAMEZ A, BT EERE AR, FER
W LT E &

R AR

& T K B Bk S, SN B Bk RS, R AC A o ik
BB AR R TR E A, Ao B EA A 3om £ 10mm, H
TR ~F2d4mm RABHW > 1 B <2 WERTFEHH N2 X3
Fik T8 B A R AT ILE WIRTT .

(=) B2 FREIEER:

ER: RBMAREERNE K. & WA E g BA fo
FAENHEE, EEAENRERENETHALFEA.

ER: WVEBERERENZHHEX N ZKESTLRINEL
A

EE: AFRENERNIEREAMKET k23 BR

i)l

!
X
I‘L



Tel: 4008180021

S B MA R E.

o IR AF B TR AT IT AR, &N A B K 2 0B AR
ERAZLEBLBERMEN. WRGKEAHR, HHE.
1 T 77 R R UE A B SRR B B R A

c BB R FIREEARERGRBE—KEER. 2B ERNE
WAHT—28%. BAEHKE M/ RELEH. EREHM
/BRI o R R AU, B A B OB B i B AR B
HRHE. BRI/ REH KE 2wk, 2 REmK
[, EE IR E T ATECE A/ B M BOR B BOR X E AL
FT 78 2

« WEB 42 K B AR T LA RIWA M (PTFE) W&
WEMREMTEHATRE., Bk Eh AR EHIA TR
WHBEIL, NWEAEERAGREEMRTE .

cFAEMHENER, EEWME FEAKTHFET
0. 021" Eyfsk % ¥ RE 23 A AR P42 28 6y KU

« KRBT 0. 21"HE KM FE TR TEH VEB o ERE
MrARIT AL, HARBUAT WEB A2k BHin ki B2 %
B fa KA A2 R

« LER B R, A IR E B R T IR E L
A, A RESEIAREIRT BARE LA KE.



Tel: 4008180021

T

cZERHAFTRERKE. HARER R EKE, BT
EARHENGER. WRXIABHELTR, BBREEF M
& WAL,

c MR FEEHN N, FRANEELFEZNTHITREN
OB S, BRI ERIARELE.

TR ELRBEMAXMARZE, HaRENEEE. K
B2k B o BRI

« I RAEMINZ G L FNMAE FROE A ERE, N 4% A
HE BRI BE R E (#l4 Alligator £ Snare).

WEBREK B M AME LML (H60%) (flim: EFE

FRTARE 11 ZEXxK 9 ZXRHEKEE 0.032" 3%

FMEHKEY ~20 ZX).

o IEFHACE B, N S AR D R T I L E AR
TR (e RATIERPLEMED B THRENE,
VT 3y B 37 S A7 10 2 (B #Y BB B B 9% #E T AT BT 4 H WEBAS 2 ik
).

WEB EE BT WM ERM RN, BRART Tk
BANRTEARAR.

«WEBM E K BEM RS AR &I, TmENRILW &I

WMeE. MEENDNZAEHR, CWERTRT K. I3F

I

~
S



Tel: 4008180021

FRADH ZAANM O om 0 B 3 29 N AR N AR IR ~AR 10 09 K JE &
1/3 B, MNWHECEEANART 2R EENL/2, YHENY
TR AR LA B B E AT LA 8 B AN N AR IR~ AR T &
EEey 2/3 o, MAEANMERFETERITEANY 4/5, JF
FL 78 3 A 18 7 T 98 7 b 2| 37 3 1 [ o

M RAFEHENTILRE (BRG] é’ﬂﬁﬁ%tbi‘ﬁﬁﬂé’ﬂ
M), MKWEBM E K B E 2| rE H, AL NENAE
e/ s B E.

R T ERBUE AR RIS BER G, WEBRELKE
A Bl R AR AT ot LR SEAT AR IR . E TSR SEAT R R AR 2 AT
WREDAHAAN BT & A.

c W RN BEGE. 157 2R B E

EZEHM (RF) R &ZEEEH.

°ﬁﬁk$%$%7%ﬁﬁ B A UL

(Z) &8

c B A EMAHE LT R MENFAT £ THIA R
T % 1y B

o R X R ITB E R,



Tel: 4008180021

SZEHIrER

R R T ET B (BIH 45 CQTS1900085).
HOE B E A RE R A S IATE R, RE (BN BREEE
A (E4RA% 680 5 ). (BT BMEMEE LY (E
EXRemnMEEELRL2014 £ 4 5) FHAETE
WEMEGWENE, ZRATFNE, BIOETEM.

2021 56 A 25 H





