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Contraindication e
Mechanical aortic valves, % BN TRERA, K| [FER] (i
severe aortic valvular stenosis BRI B D FpARARIE X | KBRS I B EE O Fp A2 o7 PASH
or valvular regurgitation. M IFFAHA S EXQLsE AR 7 EWAE U STl
Mechanical aortic valve or heart *&Wﬁkﬁﬁﬁﬁ#l TN | IHERBL S E A AA A TE B, [
constrictive device K| MEMBLEE N O3 IE 72 B 18 X OVKBIIR IR D% E’ﬁ
P DAL A T A IE R HhE
AN
Aortic valve KERF OFE - AR | (=] (ZFe#
stenosis/calcification (graded as * (FF AR 1.5 cll bl FiZ | REWIRIPICERAS - AIRALDSFR O H LD
>+2 equivalent to an orifice area ﬁ?)%/l 571 — K+2 LU %%‘ (#}\D ;ﬁfﬁl)S CIFU\TWIE;;‘
of 1.5 cm2 or less). L—F+2 0B, [DEARED
% & DAL S D]
Moderate to severe aortic EPNiV@jt@JHJT? Fﬁ% =] ERE
insufficiency (echocardiographic AhE (LTI qJVuL@j(%bHR#Eﬁ%T JiE D 8,
assessment of aortic /S 7 L—K+2 Ll k) F (L= azinic T/ L— R+2 L
insufficiency graded as =+2). B [REARS & =2 7 OEAEN
Bon T R INIEF ICHETE 2
AYAE2)
Hematological disorder causing MRERIC L 2 mEkOM | [ZEz] ([ZF0#
fragility of the blood cells or % FIE VTR, DR | IS M ERMETIIE & FAE T D Al RElE
hemolysis. Excessive blood gy | MO FTHEEZ B B Db % MEREEDEE, [R /70@@?
hemolysis may result. AT K0 G O ik 5 A
HEhb7eo]
Hypertrophic obstructive PAZE M B K0 @ E | (2] ICRE#
cardiomyopathy (HOCM). ®k | (HOCM) PAZEMEAE I CE (HOCM) B,
M (218 R it A PAZEIC X D kR
ERfElansizo]
Aneurysm or necrotomy or R, MR, HL | [ZE=] cERe#
severe anomaly of the % IFEEOFKAAT D | EATRKENRSO NI RENIRS (BRI
ascending aorta and/or the It EATREARSO I RBIR | BESEHARR L ITEEOREEZ AT
aortic arch. =) LHEF, [HERE, hHOPHZEIC X
é%ﬁ?ﬁﬁfﬁéﬂétb]
Mural thrombus in the left FE DN E | T RELE AR E95Y ItaiE )
ventricle. K fEiE (CEEE MR 2580 5 B, [H
N B R, N O BHZEIC L DR E R AR
ﬂitﬂgﬁT?ﬁi‘ﬁi‘fﬂéhéf:&)]
Ventricular septal defect (VSD) D% O.LEFRX | (2] (2R
after myocardial infarction. i & (VSD) 'L‘Eﬂﬁ%% TLEFRRXIE (VSD) &
b 5, [HEREE, WA NPAZE
4 (P 5 B 36 S0t RS 73
= Z%LZ) 2:2)
Anatomic conditions precluding Ry THANZYT 25 | [2E2] (25t
insertion of the pump. RR | FHIRRE Ji: @@jﬁﬂiﬁ%bﬂﬁ?%ﬂ@ﬂﬁjﬁ@j@‘bﬁﬁ
N f%@ﬁﬂ%%%L OB D HE

o [\ 7)S fi Eéhé %)
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Other illnesses or therapy ZOMOBEERSTIER | (2] (2R

requirements precluding use of | Bk | O7= R F a2 TE | hoOiBR A2 & 3 5 ke 2

the pump. IN | 72y WA B CHUEE SR VA S A B 5 BEfE
BHROBH,

Severe peripheral arterial % RIYEVIREAZEMER BuThE | [ZE=] (CRi#

occlusion disease (PAOD) is a M PR RABIIRPAZEME SR B (PAOD) D B,

relative contraindication. [z Bt A DINEEN fEt S 5 7

Severe peripheral arterial R T T —T VDA | D]

obstructive disease that would | >k | % #F % 5 O KRR

preclude Impella device PAZEME R /B

placement

Warnings B®iE

The Impella System is intended K AT Lo, [#4] 1SRl

for use only by personnel Abiomed t:D kL —=2 | KL AT AOMER T, FTE D HE ZE

trained in accordance withthe | 4 | 77w 77 NZAl- 7230 | ICHI S T2 BB A2 E T L 72 EIFRE

Abiomed Training Program. BiIlDETEDOHR LT | FEOHR LT D, [NEEREEHITE

%o ERBEHEOER L2 570]

Retrograde flow will occur AKEOHB L~z PO | [#4E5] ICii#

across the aortic valve if the IR ET S L KBk E | Ay FEREHIL. LA ST

Impella Catheter is set at A | RTHRET 5, P2LLLICRET D Z L [EEICLY

performance level PO. + MRS KEIRD D B = = 7 NIZHE
L., LDEEFAMTL0%[IET 57
»]

Do NOT use saline in the purge EFRA KA R— D 2 | [BRIE] IR

system. Al TRTHER LW &, | AEAEKE NSV T A A

- Lignz b, Ry 7WEoeBER

ERERET 2720]

Do NOT use an Impella System AR AT AOMERGICHE | [ZEIE] (ZEE#

if any part of the system is N BENHDGEIIHH L | A2 T ACEE, MHE, HESEn e

damaged. AN bNAHAIER Lz &, [BE
PESHEGZ ERT 57 0]

To prevent the risk of explosion, BrRoOBTNNS 57| [ZEIE] R

do NOT operate the Impella 4 D, ARVERRISE O] | TR BRI K O FIRFIC AR S 2T A

System near flammable FRICART AT AEFEHAL | Z#ERA LN &, UBBoBZERN

anesthetics. AN H51=0]

If at any time during the course R TNT—=7 VO | 5] IZ5i#

of support with the Impella HHCASEE DY MR/ N—2 | AR4EEDY [Purge Pressure Low (M

Catheter, the Impella Controller 1 X =T 27 | 23— k) | XL TPurge System Open

alarms “Purge Pressure Low” or LB EBEERIR LT | O—T v RT ABRY) ) FERESEIR

“Purge System Open,” follow the Baix, ABREEIED | L7256, RONEFIZ TxHLT 5 2

instructions presented in N 5 BEICEHHO LBVIT | L IRhOSHAEEX, OX—YHEY b

Section 5 of this manual.

T5HI &,

BRI L, RN WEESIT. @
IN— VR B IR E DT R BRI &
T D, QTR LARWEEIEQ
N—UHty bt 5, D, Q.
QTR L 72V AE B FIo TR
VIR T =T VR B,
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Do NOT subject a patient who R THT—TVE-E | [2Eik] (25

has been implanted with an L7-BE I ILEEG | RN 7T — 7 VO E IR 3

Impella Catheter to magnetic ZWr (MR ZA 70720y | BEGZE (MRD L2z &, [MRI

resonance imaging (MRI). The Z &, MRIZEEDFR ) 7p | ZEE DR ) e )= L FI2 kb v

strong magnetic energy W= N FIZED ., K| AT LAOEILE G 0RBRIEECER R

produced by an MRI machine a| YAT LD TEE) 235 1k | SOBIE A Z 3 rTaetEr & 0 B

may cause the Impella System L. BEEELZEZ2D | ILEFEEZ D RMERH HT-0]

components to stop working, AREYED B D, 72, MRI

and result in injuries to the IR AT LDOEXZH

patient. An MRI may also D 2 ke Z 3 A EEMED

damage the electronics of the b5,

Impella System.

During defibrillation, do NOT PrfEh 2 EAT T HEE. A | [EE] IR

touch the Impella Catheter, fnds KOV — 7 VBRI | BRAEN S LB GG T AREEE | R

cables, or Impella Controller. & EE AN b, | T T T AR — T VHEICEHED
Tﬁﬁi Lfb\focb\ & & RN MRS

& & DG & R+ 7 bR

iﬁ%’:iﬂiﬁﬁ 5H7-9]

Power the Impella Controller TREEHEHI T Tl tg | [B95] Icid#

using its internal battery if the | . | &L, P/ > 7 U —IZ | (RIS TR WG AL, NEE

integrity of the protective earth | — | CERENT 5 = &, Iz TEREN 95 2 &, [Ij\?% AR

conductor is questionable. LY IRV )

Medical electrical equipment =X X ER W N | [EE] ISR

needs special  precautions P (EMC) |z iﬁ‘éﬁi‘aﬂ A B S OV AT Bl i BA 35 oD FE sk

regarding EMC and needs to be RAEH EOFEENSLET | WaME (EMC) ICBI3 % 2k 4 3G

installed and put into service | ., | V., A~==27 /L 8% | L, MIERLEMNELZHELLHZ L,

according to the | = | 1IR3 EMC ICBIT 2 | [EMC (25h3 2 Ry & i1 [a]

electromagnetic ~ compatibility FICHIY | EIERRRER | BT 57290]

(EMC) information provided in KO ZITH Z &,

Section 8 of this manual.

During transport, the Impella® TR I IXBE N EE A IS [%45] IChRe#

Controller may be exposed to NGRS M(ﬁ?ﬁ‘%ﬁ PRSI B BRI R & R O AT ENAE

stronger electromagnetic ST A REMEN D D, TR L R L. IE% 72 E8) % feqd ﬁ‘%’) z

disturbance than during 77726 BT, Y7 | & [ ERRIC X2 THIT

in-hospital use. Strong NARZ L ORINENTE | V7 FARZ U OBRENTE 726 < iﬁ

electromagnetic disturbance RWRIRI E 725, LnL, | D RTREMED B 5 25 HERA TR E 2 48

may cause the Impella ik IRy D AFBEh R L _i]“?“ RNk, ﬁfﬁmﬁ?ﬂ‘#(éﬁ%ﬁ‘h

Controller to display soft button LEEIT, LoT, | TN D OEREIXER ICERT 5]

menu selections that were not "“”ﬂ“%ﬁf’ﬁ W Z 720

selected by the user. Operators Z &, HiBhiE L BED

should be aware that, under £ Ji[Lﬁ@J BABIZEL, IEH

these conditions, the operating
parameters are not affected. No
user intervention is required.
Monitor Impella Catheter flow
and patient hemodynamics to
confirm normal operation. The
condition will resolve itself once
the Impella Controller is no
longer exposed to the
disturbance.

WAEBI LTV D Z L &t
YD &, BT
PHKTHIE, Th oo
FEREITIER IZIEIRT 2,
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Portable and mobile RF R OB DT A4 | [2E1R] (5d#

communications equipment can BOBEHERIE. EREX | K AT L0 THR X3 E)

affect medical electrical 2| BERICEEE 52 D, DT VAR BEREESELEH L v

equipment. & [RAVEEh A U B ATREME N B 5 72
D]

The equipment or system Kbz ORI ~7- | [E5] (CEEH

should not be used adjacent to DIELT720 LT L | thofaR 2 ARLEE LW ~7- 0 FE B

or stacked with other equipment. fcﬁb\ Lo H—ZD LD | 120 LTHEMT 2561 RIS A

If adjacent or stacked use is fiffiﬂﬂ T DB ODE%VE@J%%WTTZD Lo [FHic

necessary, the equipment or | 4 753%5 Bl EFI/E O RREENNAE T D RTREMEDR B D T2

system should be observed to w95z k%ﬁﬁu 35 Z &')]

verify normal operation in the B

configuration in which it will be

used.

Use of cables, other than those ERSLDSND r—T V8 | [FEE] ICEE#

sold by Abiomed, may result in AT = vy va | BRGSO — T VBRI L7

increased emissions or | & | VIR A R a=T 4 | W2 &, [ vva A =

decreased immunity of the DORRERDZ DD | =T 4 BPDORRE 725 72D]

Impella® Controller. Do

The Impella Controller uses NR=Uky Mok | [EE] ICER#E

RFID (radio frequency FOF—=2@EDD, | K AT LADEIT CISPR ([HF 4

identification) to identify and RFID (fE#R IC ¥ 27) % | #EERBIZER) DI v a U

communicate with the purge BEHLTW5, CISPR @ | #8IZHEML§ 5 ESMEEZEH L T

cassette. Other equipment may T v UHRSICHERL | ERREE DR E SRS B Z) 0)(“

interfere  electromagnetically TOME ThoTHARM | HET D2 &, [ERETHIC

with the RFID capability of the ’ﬂbf W TWT 5 | N—U Ity MZBT 5 - tﬁé‘i

Impella Controller even if that ZEWHDH, bk, | DEKEZRDTED]

other equipment complies with | 4= | /N— > MCBT | [£8E] (C50#

CISPR emission requirements. LIREEDRNERD Z | K AT ADJENT CISPR ([EFEE

This may result in the triggering ERBHD, MEERNEESR) DI v a /ﬁ

of false alarms for the purge FEAZHEIL U 2o WX 2 EH L 72

cassette. W2k, [RX=UHBEY bOERB L
T — X WEOT=HIZ RFID (M} 1C
A7) BRALTWAID, BRI T
WL R—=U 27 AT 5
Ao EEORRK LD T7D]

Cautions HE

Use only original accessories Abiomed tE3MitRE 3 B8 | [£E1R] (1ZFEEL

and replacement parts supplied M7 724 UL O ﬂi%ﬁhuuuﬁ’W)T 7 ‘1247L ) *E’?Djfﬁuu %

by Abiomed. 2| BsmEERT 2L, [ ALV & [Zat L HEICE
B D 1’E@JX X O JRIA & 7‘06 %
2:2)

Do NOT use damaged or AR E -1 TE R S8z | [ERk] (R

contaminated connector cables. N fe o — 7 ATEE A L | R S5 g é Tt — 7 v id

ze&, LW AEE)E K OVES

&:Tﬁé\{%%ﬁzéj’o%h#%é [.2))|
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When replacing the purge N=UTrky MaRsgd | [EE] ICEdE

cassette, the replacement L%alE. 2 LRI AR /\—‘/ﬁﬁ'k v NOZHIL 2 AT
process must be completed ?ﬁ&%ﬁmTﬁ‘é Tl ER | TITO L, [EANY T RES 2D
within 2 minutes. The Impella 2 | U Lo EZET 5 &R 1“’/7":‘6 Z I MR R A L AR
Catheter may be damaged if MG T D2 N D | TRERIELTS20]

replacement takes longer than 2 D

minutes

To prevent malfunction of the AIEE O, BFEE A | 8 EoiEE] IR

Impella  Controller,  avoid Bilk 35 7-0, B A | BEH AEEIE (40°CELE) (TR
long-term exposure to direct | 4= | i (40°C) SRR | BRE 202 b, [ARBEEOME, 2
sunlight and excessive heat [ A AN EBh 2 b5 13 5 7= 9]

(40°C).

To prevent overheating and WEORRIEBN 285 195 | [ZE1E] (ZEE#

improper operation, do NOT Tosh, AREEEOFEE I | AEEOFEE P ITmAHBR D %8
block the cooling vents of the | & | MEIABEK O ZIES 2 | B2V &, RERERZ 51T
Impella Controller while it is Z ek, 5H7e]

operating.

The Li-lon batteries must be AEEE A LAy 7Y | 5] ICRe#

charged for 5 hours prior to %E%h“(é‘ D89, AT | AREEOHL AN LT Y F 7 L
system operation in order to CVF U LA L UEME | A EME SR EFREL Ny
meet the runtime requirement of 5 RFRIFEEE T 2 MR S | 7 VBB LI TE 52 &, [Ny
1 hour. Failure to do so will yield %o D & BRENRE L | T U BREhRERE O MG 2 B kT A 7]
a shorter runtime. After being 2| < 7ed, FuE LTV

unplugged, the Impella PRI T 7 7 &k

Controller will operate for at % T HRAK 1 REEXESED

least 60 minutes after the TZ 2,

batteries have been fully

charged.

Minimize exposure of Impella Ak iﬁ‘éﬁﬁu&? [Z55] IZRe#

System components to sources W (EMI) IR K D8 | RO AT L& R (EMI) It (4%
of electromagnetic interference Z g /R ?fﬂié L, | HEFRCERER L E) NHiESIT D
(EMI). Exposure to sources of B EA MR e & | A EMIJEE TOFF (7)) 195
EMI, such as cell phones and D EMITRIE, Kino#ElE | Z &, [FBIEEZ 52 5 %O H 5
two-way radios, may cause N ETWTHZENDDH, | EMI ZE/DRICIMZA S ENTED
operational interference. To NS OEIZIE, EMI| 729]

clear interference, either DB ST 50, EMI

increase the distance between Jia TOFF (A 7)) 12¢

System components and the LWL D D,

EMI source or turn off the EMI

source.

Operation of Impella System AIEEOFENTE O | (8 EoiEEg] i
components may interfere with DOIEBNCTHT 220 | KV AT L&D SBEEL TR
the operation of other devices. If | . | %, TWRHLLAIL. | BT HZ L, [thotss L OFHIC X
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and system components.
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following indications, as well as el .
others: e Impella’5.0 X1*2.5 1%, B
e The Impella (5.0 or 2.5) is a DA {f_ﬁ?ﬁ HUERGERE, 2
circulatory support system for PEL A ZER O LR
patients with reduced left va vl fELEKEE
ventricular function, e.g. METLTCWDEE, U
prost-cardiotomy, low output 2D AR ZERS O D R
syndrome, cardiogenic shock W2k ABIER S 2T A
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protectig_n Ia_ftizr acute CHHTER R SR B D 7
myocardial infarction gy \ y
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postoperative low output B DA B
syndrome . PCI #
e Support during high risk
percutaneous coronary
intervention (PCI)
e Post PCI
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intended to be used by trained BN & A W EE HiGE (5
healthcare professionals in 21T, AaHE, ~JaSx,
healthcare facilities and medical | [azapg 7 &) thiz . 2 L
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