SCGEEAEFE No. - A-PI2303W01

(01)04546364015763
2023 47 AfEk G 1R

7GR 5+ 30500BZX00166000

WA S ERAEERAEERE
BEEEERMES DOVERREBREERDT—TIU 10714004

Penumbra X743

BRI

€3
BRAMR (BF)

LARIE, BEZEOEDH S MEEEE KD RE I A
HER BIEMARES OERAXNRESER)IRLIAETET
DZEBBLEETCHERAT DL, [EUEABRDES
ICERSAGNEE. EOMABILTEST . &2
HENBRING W=D, ]

2AMICKDABEEHBTHIIHZY. BEFLEZTH
ICRHYBIEGEICHL., ATELBYRROEHN
HRUREME, BCICARZORRERICKEYLFRBERNSE
ONEMNSBEICREFREICLERLET Y X MG
MT 5L HILETRICHRBAL. BEZHFD
&,

3.8j5E 4 : Penumbra ¥ X 7 LA(KEE S : 22300BZX002
69000) D BN ERRABRAAEICH LT, SEE. a1 NI
HSS RO 75 EEEFIINEHIRFAEEETIL, A
BICEDRRT 4y BB LNITCWMERIAREINT
Wb, CNLDEFEAOARROBERICELTIE., A&
ICEBEBRBEDIVRIERRT 4y b E+RITHEEFAT S
&,

A BREEEATEREDEZRNEHLOY RINESSH
B1=6. MEIREZFICLVABEDRENPFECTELHESE
ICRRELTCTHEAT S &,

ERAE
LASOFERZHRIATIRICIE. FEEEBONERE

BRUBMEEEEZETIDAIRI v IEH£IC, EEHD

DRUVRAFETDICEML. thDBEAZEEDTH

EBHITABRAEEERT DL,

2.ARE. EREEOEDH S MREZE /M4 [E I A

s BEFEAES #HB-ITEMRUVESRTHERT S

&, [BULEMRUESZRTERAIAGZVEEE.

ZREENBERING LS, ]

SARDEAICHESEELEERERDOIVRIVERET S

2. BICUTOREZEEL. AROFERAATEEE

BICHETEHI L,

1) ABOERARIC, RFEHIVEL—F —WHBER
CNHIcTEHMmMMEZE R U EEE MR (early CT
sign)Z@EEIZEEET 5 2 &,

2) ATREZRMR U MRI i A% 5% 3R E {8 (DWI) T x4 28 0D % B
@I EHI L,

3) INLDEREZHEBEDHBZMERZREMNIC
BELAROERZHET S &,

g

BE-#i)
1LBEREZL
2EHRBEEL

BERAMNE (BF)
ROBHFICIFERALBEWN &,
1. MPEEA 50mg/dL KFEDEH [BEMHEIZLI2EHES
LEDEAMIRETH D120, ]
2.HMmLYT WNMAE, REEEABRMTHIEE (N
mEEITEITNLHD. ]
3.INR>3.0 TRONAEEAEZZITTVLHESE (Y
mEEITEITNLH D, ]
48O FAVRTSAFUBBPTTNEED 2 ZEULD

1/4

BE [(NEOERECITBEALH B, ]

5. M/ R% <30,000/uL DEE [MEmMZERER-_TEEFN
BHb, ]

6. URMEHA M E AY 185mmHg (24.7kPa)bl . E 1= ILPE3REA
MEAS 110mmHg (14.7kPa)l LD &EE [ mZEiE S
TEETNLH B, ]

7T HMEEFICKYMBKREEYITAAEEMEDOHSHAER
COBRBEENRDLNEEE [ARORELTIEA -
BREEHITFE2EThDH B, ]

B.CTICKYEHRRUEHSBELEEMENRDOON
2% EnzRECFEITANH S, ]

ORGSR  BEEAICH LEERTLILX—DHLESE

(R - HERUVREF]

Ak - HBE
ARENIZLL T OB E E D,
1.EHER T —T v
o v FLj, EHERIEMAF, C—LT T xAf—2R
DR T 5,
o BUKME=—7F 4 V7 R(T 4 AX VER) : 300mm

2. W5 F 2—7
o FTHILANDAZTA X —TRLH D,

AT4 8=

3.-12/7\"1/**57*“
e fhuTFa—HY—L LI TF AL ARMET D,

FME: A7 LA PTFE, AV oL Xy RYTIFK
ARlz—Fr7ayra—RY<w— FArr
12, =y T NVFEUoEE, B & TT7TFFH
VAT AL, RV I—FRFx—F, K=
reEwvl) Ry/RYyzFLevs)a—n P77
ULT IR, vJa—r3Ah




R
BEMEEIE D BE O mMARICOWT, BHERS T —T L E

HHEALE CHAL, BEERI T —T NV EWEIKR T
MAX Ry 7 XIF= o PRy 7 . WS RSB

AEDN

X5 MAX R 7% AT 25830 F v =

2 H—% v NERSI I B) 28 L. eI e &
WBlTHHEETH D, R, RO ) P LERE
b¥szZlicks, FHomEWsHITMHE Iy,
WBl LA DN ERER T — T VNICEE £ o 72 & &1

TR —F =%

M TFRAAEAL Y vaT 2—F—

DOHBIOH & CHERD T —T NV EMBEDEDLI LD
T& 2, TOHAE, BNV —F = 3H/ERDT T —T VD
AL LY A7z L CRIZICEI A L, e & %5l
LA 27D EMNT 5,

(EABKRITZE]

AfhE, A ZE(RA & U CRER 8 BEMILINICE
WT, 75 A ) —HF T 7 FR—Z—(-PA DR
EURAR G AR, U t-PA ORI 5T X v M
BREONR ol BE G E L, ko B @ % X
LI EAT 5,

(ERAEF]
£k

1.
2.

3.

Wi 2~ VAR T 7 v v 2T 5,
HAT 4 T AT =T VEERSARSE) E T s
>— A RER SR AN BIER B ) % B3 AGE 7T O TR A 0B HE -
T 5,

i A BA ZE BB O UTALANC & DY) 72 KIMEIARIC, 4 A
FATAT =TI, a T —2A0WNWTFN N EiEA
T 5,

ERAE

1.

W~

N

MmAERKCMEETEEEL, T VIR RSNTZH
TT VNSO ERO L R T —T L0V
AANEITH L Z L ZHEICHRT 5,

HBEEW D T =T 0 miE. R T A RKERE O~

VRUVATERMGTTHZELTE S,
Bt I D IR 2R i S 2 B RESE I 7 — 7 VICERY 1 5,

IR E S WA B B) & A T4 o TN T—T

NDNTIZEY 1T 72t% . o1kl FER A 7 —
TINVERANT D, HAT AT BT —TIVEFHALR
WHEAIE, E—AT oA =RV Tr Y —
AD MBI EHHER T —T IV ETFAT D, TDH,
= AT U, —R 0l — AN HE,
BIEFNTHERIT—TALLERY AT, B, &
W T —T V2 Uz ke O K OB, 5[]
ZHZ TT O NE TRV,

AR T —T VTR AT, S 2K

A FUA ¥ =W B RO~ A 7 ahT—7 v
R A B BN T X BB T CRMERD 7
—7 VA BME ETED D, LEIZRT T, HHERR
AT =T NEN L TEEICERA 2 FHICTEAT 2,

CEREVE A T — TV E AR OSEALNS AL ER O LI,

BN 7 —F A DA RIA ¥ =R~ A 7 07
F—FNERET B,

CFROFETREIF 2 — 7 2 R5IR 7 (R5E4 : Penu

mbra 7 A L—3 g RV AKRER  22300BZX

00268000) & it L. WK 7 OERE ALD,

e MAX R 7 %#EMAT 554, 57 L% Penumbra
MAX ¥ =A% —t v MEERGA PG E ., 8 HE
B : 27B1X00058000043) % MAX K> 7 IZflAG D
HFTEL, Wl Fa—T2F ¥ =AFX— 2]V T,
Wsl AR Fix, FHENCD 2R &b 1 MRBRER S
., WB|IR T AEDO"REGULATOR" > £ Z % W
[\l W IC5E2ICE L, W57 — Y OF A0 EA-20~
-29inHg (-67.7~-98.2kPa)ic 72 > T\ 5 Z & Z R
+ 5,

10.

11.

12.

13.

14.

15.

o UV VRV TEMEATLHHEAE, RS Fa—T %
YOURCTOFR v = AL —IZ]Y T, EIRA
VOEBIZHD ABMOA T —F—F A B 1LET
DRITT D, AR TORAIT Lk, Wl EE-20~-
29inHg (-67.7~-98.2kPa)ll72 > T 5,

WEl|F2a—TDAZTA X =1 OFF OMEIZHDH I L&

RT3,

BNV =S — 2T, RO FrT 2

—H—FHHLC, FERIELfFEZEL CEAL—4

— BRI T —TNANDONTIFHAT B, O, &

N —X =D E R T—T VLD L L

RE.IZT B,

WEBF 2 —T RSOV A RR— Mo

Do

BRI~

B F1—T GRALA)

£
< hF—T

by ~

WBlF 2—TDATA X —% ON OMLEIC L T %
BT 5, B XL —F—%2FEHTHEAIT. LkER
Bl, BELSVWESICERL—F =% DT —FT L5
D UHLAN L TRIZICEID T,

BERAT—TIV -

/AL —5—D %

AL —E—na—r

Wl Z4F 13 5121, BBl Fa2a—TDRITA X —%
OFF OfLEIZ L7z, WBIAR T OEREZ D5,

TR = —FHEH LS AIR. BN — 2 — % E
T 5,

[ Hil O T I ST, BBITIS U TH LWL &
WCHE CImkEDOBREEIT I,

5ml £ 721% 10ml OV > D HER A B B) 2 L
T, BRI T—T A58 bml OMEEW%EI+25 2
LIZED, AT—TLRICEZE L Wb menHinit
LT 5,

AT AT HT—TNEBLTEEREZEAL, HF
BomEEEEEKTH, LEISU T, BERS T
— T VES L CEEICEEAZ FEICTEAT S,

HAEHETHRAY HERME

W72 TKRE a5

Penumbra 7 A L—3 3

BN 22300BZX00268000

PenumbraMAX &% ¥ = X ¥

—tw b 27B1X00058000043

ERAEFICEHET SHERALDEE

L FEIC A E 3 R R AR (IR N R U e

(3, BEHICATRICEI S, BEZ P LT X BB
TTHEZHLCT 22 &, BERBAHOLE I,
A E PR ERES &L hET S L, R N
N (BIER) &2 M A T2V | RRSG 74 BE & AH 1T CTHMET 2 &
M F 72 IR OBIBISRNR DB ENNH D, ]

AERA 2 MAERICH L, WO A XOFERD T —

TNAROCEANL—=F—=THDH I L aw, HMATNCHEE T
HT &,

TS, AL D%, BEMSNO FIETHERL T —T

NDGIRAT T 2l H 5 &
BRONDBENRDH D,

a—F 4 T OEEMENE

4. RN T —T NI DERAZEAT DI, &E

HEEAGRZEAES, L9V P 2/H L TRk



WICHEATSZ L, [WEEACEIMEEIIRLD
BEOBETNARH S, ]

5. W 7T —T NV EHEIMA~ED DB, HET 5~
AR T—TNEBIMERTAZETT 7 EARE
DB ENH B,

6. MK OIRBUC L DIEMFER Y R 7 BT D720,
MBS ANV —VHAT 4 T hT—T NV Ed
Adsz &,

TARB~OEBBFIREDTEANOBICENZ KL 2546
2, A X DEE Y OEIXITL IS, Ribxik
ET252¢E, [BEABICKYAREAHAEL, LEEE
FRlERITRBELLH D, ]

8. AR E o I OF FH E R AR 2 (AN AT 2 ERNIC, ¥
VIR EORFEOA AR T L, o,
AR LB +oEgds2 s, [RMEEEO
FEFREISROBEHFEIC IV R OBIENR R ATEEE 721X
Rk L 2B REEMER D D, £, WEOARZ T 72
WA AREATHE L BRI OEREN S L 72 5 Al etk
N"dHd, ]

9. IbMFfF AL CHERI T —T NV EHAT LHAIE.
BT =T NI OHFAEZMI T L2720 —LT ¥
A V—RAEFERTHZ L, [HERLT—TVITHE
ENELDIBENLR DD, ]

10. AR M A2 AEN LI HFBICE, QENERITHNT
WHZEEMRL, HEICRVHETZE, [FLA%
2Bl > CRMBIEE T 28T RH 5, ]

[(FALDEE]

FELEXRNEE
LIFRIE LT, MBEDORIENS 8 2B B
WCHEHT 2L, MEEOREND 8 MliBA-
BT LA A L2 5E O 8 Ok
LS TnARwy, ]
2. FH I, WURBIRICEDER T 7 vy 2 BT
AT &,

BHAT AT AT =T NMIHHERA T —T VEFHAL,

BET LB, REENIEmfEHoBERnwo &, £
7=, MR Y T —T M ERET DENCE., BRI
RETSICEDD L, [HERIT—TABX 7
FBBRT BTN D, ]

4. W5l DE X, MR EBRET D DI ER/NR ORI
LBl Fa—TOREMSZ L, BEOEF, E2TR
B TH LW Fa—T0REHALCTICHEL Z LITH
IR,

588 —F —OREFIEABKE . b= HEX, &
N —F—%hEZTH Bzt s2 8, kL
THEA LGS, BT 28Zn0ndH 5, ]

6. N —F—ZRMENTOITA RUA ¥ —& LT
AlnwZ d, mMiRkEBFEPICHERY T —T VO
MBEZEETIVLERNDLHEICE, ~f 70 hT—
TNAUROHTA RTA ¥ —% AW EENFHICLD .
WY M AT A RU A Y —Icihvb® T EBEIEA
1TH2 &,

ARG AR L CRH OIS E A R T D B O T E R
XA 1200 FETETH2 &,

N

SMITNICHMER I T —T NDOY A X2 BH LI=HEEITI,

P A REFEH OB EN-20~-29inHg L 72> T35 2
LERERT DL L,

9.t-PA OREFIRFEEIC X 0 IMEEBENE LN oo B
BRI LA ZEAT DE1C1E, t+PA 2 H L T\
WAFICHE_RTHMELEED Y A7 REE-> TS &
BAONLTH, IVEECHERTL &,

10. 9Tt 24 WefE] LAPS 0O Hike 8 38 K O i VS D 15 G- 134
T2V, ML sENRH 5, ]

LA ORI L, ARz ORISR 5 A OHE %

BOEREEROMEN R GHEZEL D 2L, £,

Wit LR BT IR UG 5 CT U L 0 SHEE N Hif
DHEREZITH Z &

12880, BB T Tl b 2 HrtE 3 2 08 1 L T
it AP

3/4

13. N —F —%FHEFICmeoR 5| 2R A%, £
AHROFERDTF—F NI — X —FfFALTH
WK 5| 24T o T35 DH N E R VR 2L ST
[AYAJAN

4. FEERI T —FT NI —Z— 5B A LT IRIE G,
RN T —T NV OEEREZEAN LR E ORI
KOV TR S TR,

15 ARG OFHLIEE LT, WEAT Va— L% FHEEA
ZEHELEREERH LW &, [a—F 4V TEHDIC
FHIL2WEALDNE T, KibOR 2L OMEREIC B
ERIETBENRH D, ]

16. L DA R I A L [FE, WE) 2B B A AT 5 72 0ls, Il
FoHnErE=4Y) 7452 L,

17RO FNTIEHERE L, Fla—T 078
NEBEL RN &,

TEE-FEER
AL OFERIZHEN, LTORES -
LAND 5,
1.EKBRREE
o KX u (i), k. Gk
o T — T )L DEE
o 1T —T VD
o K DOHERE - THER R
2. R HERL
o EWHANT L AT L X — Kb & UGB BUE
o AMEPA%E
o JER R
o TR
o T
o R
[ ]
[ ]
[ )
[ ]

ERERNEETD

R
BYETIRIE AR
iR A N
YL E
o TN HIML
o 1M
o JINASH A B T AR P
o I MG, MAe, fEfE, Z24L. HUE
3. F D DHEFS
o 7 U & AFAL T O MNEE 77 13 H i

o ERANC X D EEE

TR, ER. BIBRUNREADEA
LR L TWD, HD2WEZEORHRENED H 5 BE T IT1E
EICEMAT S L, KM X MEHRTCHEMAT D
O, XBICE DB R~DEBENG SRS, ]

TOHDIEE
LIROBFEICHT DARMEORR2M - HHMEITHLEh T
b\fcﬁl,\o
o PIRAMENIR M3 EAL, BT RMENIR, % KAMEIIR I 7 28
BBROH BN D BE,

o t-PA 2 X BIRFE DML Z - T HBE,

o JiAE 2E o i fh 8 2 00 JR i 3 B I B S LT RS
HDHHEE,

e NIHSS 227 N 8L FE7IX 30 BOEBEHE, HDHWVIT
BHERIED B,

o WLHRF DI,

o MEDRUNTIENT 7 & 2N B,

o CT Iz Xk v BN IRAESR 0> 1/3 L b DK X 7p flk s i
WD B D B,

o CTIC XV EEBNHMMNFED bivd B,

o MAEEFIC LV BIRIBELFED b b B,

o HEEFEMA 90 H % Tml 5 B3,

2. ARt b —= IR B EE 52155
LOWMENRENTWD Z E&2EL, KT YR
gL b —= 72 ET L, AHORIE WK OA
ZHOWEFREIZOW T3 U AT O A 0506 5
% Z & (CCwk 4),



(REFERUVAENDHNFEE]
REHE
o KIIICIERE L, P - 8OUHT - SO RS0
Jo. BIRAOZREZRET TRET D52 &,

HRHIR
o AL ATH,

(&EB&H])

1B R E IR RIS 32 e mik - RREA T DE
BIZS, WISz L, #EHOZWEICLD, Aok
TEICB S 2 1oy e L FHICHE S A HHERICHT S
Tl mEE R BT AP VWL RD KD B
REEA®LDZ L,

2. i i B BE AR RIS R 5 5 T RO H S EMZ A L,
Kb 2 VTR RRISHE 9 & HE 2 5 o 7 BR B O XIS
B8 D+ e KT 23 B o T R BE © L AR A3
SND XD ICHERREER LD Z &,

[(FEXHMRUXBMFARE]

1.The Penumbra Pivotal Stroke Trial Investigators.
“The Penumbra Pivotal Stroke Trial Safety and
Effectiveness of a New Generation of Mechanical
Devices for Clot Removal in Intracranial Large Vessel
Occlusive Disease”, Stroke. 2009;40:2761-2768

2.Mayank Goyal, et al. “Outcomes in Endovascular
Thrombectomy of Acute Ischemic Strokes Effect of
Baseline CT Scan Appearance and Time to
Recanalization on Clinical”, Stroke, published online
Nov 18, 2010

3.Robert Tarr, et al. “The POST trial: initial post-
market experience of the Penumbra system:
revascularization of large vessel occlusion in acute
ischemic stroke in the United States and Europe”, J
Neurolntervent Surg 2010;2:341-344.

4. Writing Group for the American Academy of
Neurology, AANS/CNS Cerebrovascular Section,
Society of Neurolnterventional Surgery, and the
Society of Vascular & Interventional Neurology:
Performance and  Training  Standards  for
Endovascular Ischemic Stroke Treatment. AJNR Am
J Neuroradiol 31:E8-E11 Jan 2010

RS R kAT =32 T #
TEL : 06-6443-2288

(MERERERUVBEREDORAXFATFHE]

RERFEEE A AT a2 T4
Hifg e TEL : 06-6443-2288

S ERE %S - Penumbra, Inc. (7 AV 7 &% EH)

4/4



