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[Feb DD, 2023]

ERREREEA
BRaAMBIE
URGENT FIELD SAFETY NOTICE
MEDICAL DEVICE CORRECTION

"BIEET EEIRRIKNEEEHH(FEEREFSE 025453 IF)
Datascope Cardiosave Hybrid and Rescue Intra-Aortic Balloon
Pumps (IABP)
[=.nE iU EmiliR E— RS
Product Description: Product Code/Part UDI Code:
Number:
Cardiosave Hybrid 0998-00-0800-53 10607567108391
0998-UC-0800-53 N/A
SR EHR =E
Distributed Affected Lot | All
Number:
FIEHEA B 201112 8
Manufacturing Dates: Since December 2011
parl=E:t B 2012 06 B
Distribution Dates: Since March 06, 2012
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MEBNE LY
Dear Customer

FIRPAE o SES2 2 |IABP M BERIEIRE - Getinge BF/AE] Datascope Corp. [EfE%  "f=i%
Hr" TFERRIKEEE H(EEERIF S 025453 SR)MEI BB ERMBIE -

Datascope Corp., a subsidiary of Getinge is initiating a voluntary Medical Device
Correction for the Cardiosave Hybrid and Cardiosave Rescue Intra-Aortic Balloon Pump
(IABP) due to four issues that could affect IABP performance:

meal:

HREAREE (B8HI% 0012-00-1801 ) MEAAMGEM] ( B45% 0012-00-1796 ) EARZH
BRBEM TR BEREN - FE2EEE 1 TENERDHESE -

AR : IbRIREEPRAS 2012 £ 3 H 6 HE 2017 £ 7 B 24 HA#MEm

[ssue 1:

An unexpected shutdown of the IABP may occur due to a failure of the connection
between the Coiled Cord cable (part number 0012-00-1801) and the Cable Assembly
backplane (part number 0012-00-1796) to the Coiled Cord cable which provides the
communication between the display head and base unit. Please refer to images below
UNDER lIssue 1 for reference.

NOTE: This issue is limited to units distributed March 6, 2012 through July 24, 2017

EEE 2

FERTTEIERS PCBA A% R E4as PCBA 2K AR - 0JaE & 324 IABP S9N -

Issue 2:

An unexpected shutdown of the IABP may occur due to the loss of communication
between the Executive Processor PCBA and the Video Generator PCBA.

BRR 3
Bi#S  SEaRBHmLIRMIEIEEZER Cardiosave BiEERZERER - 5B
RAAENERANR Cardiosave BEfxiEED - FIRAEIINIRBRNIRET] - NRIRAE
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ZHIRNE  HHEHaNANIRFEFREFRIRRENBREERASFRET - &
OEEERALEEFRANIREAE - F2R NE&EE 3 BRUKESE -

[ssue 3:

There have been reported failures of the high pressure helium regulator which may
cause a helium leak in the Cardiosave Hospital Cart. The high pressure helium regulator
is located in the Cardiosave Hospital Cart and regulates the helium pressure of the
external helium supply. In instance of helium regulator failure, a Pump Console’ s
internal reservoir of helium will not be replenished when docked into an impacted
Hospital Cart. This may result in an insufficient amount of helium within the internal
reservoir. Please refer to images below under Issue 3 for reference.

Er

BIET Cardiosave E/BIERIGREREZIE EA O WIREE - BRIl ENTRERRK -
RIRFEEEER  EEBETHEFSEEBREEDR  AFENERE BTG EaNRIR
S - BE2RE THEE4WERHS

Issue 4:

There have been reports of damaged, worn, or torn O-rings on the Cardiosave Pump
Console quick disconnect fitting resulting in helium tank leaks. The quick disconnect
fitting is the point of connection that permits the refilling of the Pump Console’ s
internal helium reservoir when the Pump Console is docked in the Hospital Cart. Please
refer to images below under Issue 4 for reference.
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w1l AEARSENEEANHERIBREENMEMEINEE
Issue 1: Unexpected shutdown due to failure of the Coiled Cord cable

and Cable Assembly backplane to Coiled Cord cable

EIRE# Rl
Datascope/Getinge EUX %75 Cardiosave IABPs = 5MNEABARII%ER -

Identification of the issue:

Datascope/Getinge has received complaints reporting Cardiosave IABPs unexpectedly

shutting down.

IR A BB RE T S IMEAR ol SE 2R IB RN B ZEE LR [B049% 0012-00-1801 A0
0012-00-1796] iR - BLEBEERRBEMTIH T BREEDREN - FSEMTENER -
An internal investigation of the complaints determined an unexpected shutdown may
be due to damaged Coiled Cable Cords [part numbers 0012-00-1801 and 0012-00-
1796] that provide bidirectional communication between the display head and base

unit. Please refer to images below for reference.

Datascope/Getinge 2 FAEUE] 25 EERARERBREMNEIMFHNILHFES -
Datascope/Getinge has received 25 reported complaints of damaged Coil cords

resulting in unexpected shutdown over a 2 year period.

CHE 0 EEAREH
There have been 0 adverse events reported.

f2ER EbE :

BANARAMB ISR aEPE oL ERRENMRE NBREN -

Risk to Health:

An unexpected shutdown and resulting interruption to therapy may threaten the

hemodynamic stability of the supported patient.
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R FIRERINAVRIE :
User Actions to be taken now:
1. fEM Cardiosave |IABP 2Rl - & RENEERLUER AT RWVIEE -
Prior to use of the Cardiosave IABP, inspect the coiled cable cord to ensure that

there is no visible damage.

EE BT aBmER WEHER e s AR EE:
Old Pump Console Coiled Cord Connection: New Pump Console Coiled Cord Connection:

N
~

\

g j { .
AR RN -5 o
B 1: HEREGEERRTHAERE R
Figure 1: Representative picture of both the old and new Coiled Cable cord design.

2. iz aEEAEEEl Cardiosave |ABP E9MEARA - AfEHS —1E IABP &% - &
2B IABP ZAT ,L,\EL,( A ERTENE) IABP - WN5R IABP {#A8 A& T - 55 17E]
WEEREBRIEPBIR - DUETE—DPWEmRND -

Should you experience an unexpected shutdown of the Cardiosave IABP during
therapy, utilize another IABP to continue therapy. Until an alternative IABP is
located you may attempt to restart the IABP. If the IABP remains non-
operational, immediately remove from the patient care environment for further
product evaluation.

3. MBRBINAEZERF  FHMEBESEREMNERATLUIEE/RA LRI FEN L E
& -

If your device remains inoperable, please contact your service representative to
identify the cause and take the necessary actions required.
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ASIFRERENAYITENEREY ¢

Datascope/Getinge F3& 7 iE RS EARERISEEIRE - AAHWOER - ICRIBERRK 2017 &
7 B 24 HZRIZ#ENRE - MENREBEREEMHIARZEIFE - Datascope/Getinge
IRFEREGEACHMBULBZERBIE - BEIEFELNKBRETR -

Type of Action by the Company:

Datascope/Getinge has developed a hardware correction to address this issue. It is
important to note that this issue is limited to units distributed prior to July 24, 2017. A
Datascope/Getinge service representative will contact you to schedule the installation
of the correction if your unit is affected as the correction kit becomes available. This
work will be done at no cost to your facility.
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s 2 - AMiTEIE SR PCBA MIF R B4 PCBA A XBEMN M S
Issue 2: Unexpected Shutdown due to loss of communication

between the Executive Processor PCBA and the Video Generator
PCBA.

EIREE R

¥t Cardiosave IABP ESMNEARAFF BB —El 7 - Datascope/Getinge HEEKEER
SMEARAIL AR EAIN 1T R IR 23 PCBA MIfR4E 88428 PCBA 2 B IBA P ENEFEARRE Y - WIS
ETE 2 IABP BEREEFR(CHE 111 FSEER(CHE 112 -

8% 111 : &ith Virtual Address Space (VAS) Watch Dog Timer (WDT) &
1% 112 : FFERER Watch Dog Timer (WDT) &4f&

Datascope/Getinge 2 FFHARE EUXZ] 28 #E Code 111 /3 Code 112 SHEREINEARAN
R -

BlRE 0 EARSEH -

Identification of the issue:

As part of an ongoing investigation into unexpected shutdown of the Cardiosave IABP,
the Datascope/Getinge Investigation team determined there is a correlation between
unexpected shutdown complaints and the loss of communication between the Executive
Processor PCBA and the Video Generator PCBA. The loss of communication results in
the IABP displaying error code 111 and error code 112.

Code 111: A local Virtual Address Space (VAS) Watch Dog Timer (WDT) Failure
Code 112: A main application Watch Dog Timer (WDT) Failure

Datascope/Getinge has received 28 reported complaints of Code 111 and/or Code 112
occurrences resulting in unexpected shutdown over a 2 year period.
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There have been 0 adverse events reported.

B REE i -
RANBERAMALERNAETE S ENT I FEENMES NEBEEE  BaAEA
#N3& Cardiosave |ABP FyiR8E

Risk to Health:

An unexpected shutdown and resulting interruption to therapy may threaten the

hemodynamic stability of the supported patient as the user is left unaware to the status
of the Cardiosave IABP.

R B im3R E SREXAY 1T &

1. MR A RS B2 Cardiosave IABP S 9MART - SRR RGN EREER - BEHS—E

IABP #E#Ea% - TEHEIEN IABP ZHU ,atTJ//{ =L ERTRLEN IABP - HUIABP {#REAE
BUAERERERIEPERUETE-PREMTME -

User Actions to be taken now:

1. Should you experience an unexpected shutdown of Cardiosave IABP during
therapy, or a present frozen or black screen, utilize another IABP to continue
therapy. Until an alternative IABP is located you may attempt to restart the IABP.
If the IABP remains non-operational, immediately remove from the patient care
environment for further product evaluation.

2. If your device remains inoperable, please contact your service representative to
identify the cause and take the necessary actions required.

AEFRIMATENEE .
Datascope/Getinge [FfEF % —EEAE LR RERBEE - —BolAH - 2ZREMBRA
SIS ARBMBILTHREEN - EEIIERECHNEERESHN -
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Type of Action by the Company:

Datascope/Getinge is developing a software correction to address this issue. Once
available, a Datascope/Getinge service representative will contact you to schedule the
installation of the updated software. This work will be done at no cost to your facility.
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e 3 . =R A AR

Issue 3: Leak in the High Pressure Helium Regulator

[ RE s B

BRE  SEaRAfRLIREMECREZEN Cardiosave B EERETRER - SER
RAHENERAIMR Cardiosave BEfiEED - AIRAEIINIIRBRNTRET - MRIRHE
HFLIRWE - BT aNANImREREFRIRFTENBREERASRFIER - &
OREEEYANEEFRANIREAE - FEE NENERUHES

Datascope/Getinge %383 2 EAINEIT 51 RESBAABHRUEERATLRN0S
25 -

BlRE 0 EARSEH -

Identification of the issue:

There have been reported failures of the high pressure helium regulator which may
cause a helium leak in the Cardiosave Hospital Cart. The high pressure helium regulator
is located in the Cardiosave Hospital Cart and regulates the helium pressure of the
external helium supply. In instance of helium regulator failure, a Pump Console’ s
internal reservoir of helium will not be replenished when docked into an impacted
Hospital Cart. This may result in an insufficient amount of helium within the internal

reservoir. Please refer to images below for reference.

Datascope/Getinge has received 51 reported complaints of helium leak as a result of
high pressure helium regulator failure over a 2 year period.

There have been 0 adverse events reported.

fEFEREE

40 Cardiosave R RHERZRENRERZIEMMERE - SRS HE - BEMaRP
f—1% - BENDRS NEREREARENRERERRINNER  CEREFBASHIERRK
AET - EREFPRERAEN (20K 24\ ) dRERISFEZEMERBSEPERIE
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% - Pump Console FIA BN & 5 i 7 28 O] LUB B M 55 — B B F e ER s s S IV E DA 2R Pk
& - MasBNATTEAEREM IABP Z6le - RIERFREZIEHE I EZRERMM
RENBFHNENTTE (MEMEZE - 20BN BNEE ) (FRERRER -

Risk to Health:
Should a Cardiosave’ s helium supply be depleted due to an impaired helium pressure

regulator, therapy may be interrupted. As with any therapy interruption, the degree of
subsequent hemodynamic stability is related to the patient’ s overall clinical condition,
those critically ill are more vulnerable to clinical decline. The risk of therapy interruption
from a depleted helium supply is mitigated by the advanced notice provided to the User
(@ minimum of approximately 24 hours). The Pump Console’ s internal helium reservoir
may be restored by utilizing another hospital cart or a helium refilling station. Should
helium replacement not be feasible or another IABP console not available for use,
alternative means of providing hemodynamic support (vasopressors, inotropes or
alternate therapies) may be initiated by a healthcare provider as a temporizing measure.

P nIRTE #REXRY1TED ¢
User Actions to be taken now:
1. 7% Cardiosave HFMRAALZ RN B MBI RERE - SEAEBEAN/BRIRE
FISAZERIRIEITRESR -

During Installation and Replacement of Helium Tank per the Cardiosave

Operating Instructions, please ensure care is taken not to damage the helium

tank or the helium tank yoke while inserting and/or removing the helium tank.
2. BRARERFRERRBIEFE -

Please follow the instructions for use when changing the helium tank.
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p < D
L < g I o /_4
> ) @ &(gn = jﬁ
\ 4 y N ey { y
o p 7 p
)/ == 2
1a Grasp both sides of Grasp helium tank and 3a Remove helium tank Slowly loosen yoke Remove helium tank. Replace washer,
helium tank panel and  slowly slide drawer out. knob from Holder and T-handle counter- if available.
1b Pull out to open. 3b Attach to left end clockwise (some helium
of helium tank, then may escape)
fully turn clockwise
to close.

_
A
Install fresh helium tank. Fully tighten yoke T-handle  Slowly open helium Slide helium tank drawer Verify full helium level
clockwise. tank knob counter- in and replace helium via icon on Monitor Display.

clockwise (listen for tank panel.
any escaping helium),

#RE 2 : W Cardiosave Hybrid #1/3% Rescue ##{E:RAP IR
Figure 2: As pictured in Cardiosave Hybrid and/or Rescue Operating
Instructions
3. MAFRIRSEAREEIUoRIBE  BHEBESERENARAST -
If user observes any visual damage on High Pressure Regulator, please contact

your Datascope/Getinge service representative.

AERENAVITENEE R -
Type of Action by the Company:
Datascope/Getinge HRIIEERBIABELEERAREA - Wit FBRRIVE M SRS E

IER BB EE S -
Datascope/Getinge is currently investigating this issue to determine root cause and will

notify customers if additional action is to be taken to correct the issue.
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me 4 HEEf SR EEEENIR R
Issue 4: Helium Leak at the Pump Console Quick Disconnect Fitting

[ RE s B

B¥REM Cardiosave BB ZERISREEIE FH O WIRIBIR - ERHRENIRERR °
REEFIZATERR  EREHFOFEEBREEDR - nFEMERE BTG SRIAE
IRMHE - B2Z MNENE R MRS

Datascope/Getinge #&7%2 £ W3 51 #£E O LBEIEER - EBESHEMER IR Z TR
Al ©

Identification of the issue:

There have been reports of damaged, worn, or torn O-rings on the Cardiosave Pump
Console quick disconnect fitting resulting in helium tank leaks. The quick disconnect
fitting is the point of connection that permits the refilling of the Pump Console’ s
internal helium reservoir when the Pump Console is docked in the Hospital Cart. Please
refer to images below for reference.

Datascope/Getinge has received 51 reported complaints of helium leak as a result of

damaged, worn, or torn O-rings over a 2 year period.

There have been 0 adverse events reported.

feEEmEbE

40 Cardiosave Mz R EAREEFRRIEMIARE - BFEoIEEZ HE - B aFEPE—

% BENIABNE2REREEF[ENEEEKINLER  BEREERSHIREKIRN
NEE - MAFPRBREAEMN (20K 24\ ) tREAZSREEMEBCEPETER -
Pump Console BB R R f#E e JUBBRERS —WMEBERFHEENIRMEIERKE - N
RIREN AT AEAEM IABP 265 - RIEEREZIRHE U SRIFIRENMRE D
BXHENENTTA (MEMEE - 0B BNEE ) (FRERET -
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Risk to Health:

Should a Cardiosave’ s helium supply be depleted due to an impaired quick disconnect,

therapy may be interrupted. As with any therapy interruption, the degree of subsequent
hemodynamic stability is related to the patient’ s overall clinical condition, those
critically ill are more vulnerable to clinical decline. The risk of therapy interruption from
a depleted helium supply is mitigated by the advanced notice provided to the User (a
minimum of approximately 24 hours). The Pump Console’ s internal helium reservoir
may be restored by utilizing another hospital cart or a helium refilling station. Should
helium replacement not be feasible or another IABP console not available for use,
alternative means of providing hemodynamic support (vasopressors, inotropes or
alternate therapies) may be initiated by a healthcare provider as a temporizing measure.

RPIRERENAIITE :
User Actions to be taken now:
1. MAPRBFLPRERFEBEN—NNLEN O MIRERABEMERER  FHESEIREM
BIRAT] - MNROIEE - FIERERFEH IABP - BEEIDILIETESZSOEE -
If user observes any visual damage to the O-ring installed as part of the quick

disconnect fitting, please contact your Datascope/Getinge service
representative. If possible, remove the IABP from patient use until appropriate
repairs can be made.

##®8 3 : Cardiosave Hybrid #1/8% Rescue #{ERIAPHIE LR - LIKEE LHIRAY O
FEMNRLBER -
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Figure 3: Drawings as pictured in Cardiosave Hybrid and/or Rescue Operating
Instructions, along with a final picture of the O-ring as it appears on the unit.

PNERAVITENAEE -
Datascope/Getinge [EE B FEFRMRBRIFEMARE IR O FLEIRVE &

Type of Action by the Company:

Datascope/Getinge is currently updating the annual Preventive Maintenance instruction

to include replacement of the quick disconnect fitting O-ring.
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AEH A BN PIRHAFTARE R RNATE

Actions to be taken by the User related to all issues provided in this notification:

IR MAERIEL - B P TIsEA Cardiosave Hybrid /5% Cardiosave Rescue £ &f
IKRIKEEEH(ABP) - FuBlETNERFMUEEREEAE[D Cardiosave Hybrid /3%
Rescue |ABP -

A review of our records indicates that you may have a Cardiosave Hybrid and/or
Cardiosave Rescue Intra-Aortic Balloon Pump (IABP) in your facility. Please examine
your inventory immediately to determine if you have any Cardiosave Hybrid and/or
Rescue IABPs.

FERIREBNNESIRGZEZBNEFERMBLE - BIKR - ES ﬂEIF? RIEEEAE (1-4) - KL
MRS W BT R AR LR AN - %ﬂﬁé?iﬂﬁﬁétiﬂa? R REBE RN E Y

Datascope/Getinge fUFERS A ZE - FIEZMFELIELS Datascope/Getlnge

Please complete and sign the attached URGENT FIELD SAFETY NOTICE MEDICAL
DEVICE CORRECTION - RESPONSE FORM (Page 11) checking off each issue checkbox
(1-4) to acknowledge that you have received and understand this notification. Return
the completed form to Datascope/Getinge by e-mailing a scanned copy or by faxing

the form to your local Datascope/Getinge Representative or office.

iR ig LA R EB S AR IR PR T B B /BB A FR B 2 AU A ERY Cardiosave Hybrid /8%
Cardiosave Rescue £ EkARIKEEEH (IABP) BF -
Please forward this information to all current and potential Cardiosave Hybrid
and/or Cardiosave Rescue Intra-Aortic Balloon Pump (IABP) users within your
hospital/facility.

MsEMEFHEBTMURTEEMMNEHE - FRILEHEAMP - UEMMRIES
=)
If you are a distributor who has shipped any affected products to customers, please

forward this letter to their attention for appropriate action
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AREBBERNETES 1 BSER ; REREMERIIIBERBENTE -
This voluntary correction notification only affects the products listed on page 1; no

other products are affected by this voluntary correction.

HRIEESMBIEDBEERERARE - HRARERRE - IRCEHURE - FHBEE
REMBRAE -

We apologize for any inconvenience this Medical Device Correction may cause. If you
have any questions, please contact your local Datascope/Getinge Representative or
office.

EE il
Sincerely,

SERZENERAE
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[Month DD, YYYY]

ZRIRELEEA
B MIBLE
URGENT FIELD SAFETY NOTICE
MEDICAL DEVICE CORRECTION — RESPONSE FORM
BB EEIRRKEEE B (FEERImTFSE 025453 IF)
Datascope Cardiosave Hybrid and Rescue Intra-Aortic Balloon Pumps (IABP)

HERE
et il -
- N

HHEG  ROKAREBELIER M NESBERERMBLEGER  BRRZEEPIZEN
Cardiosave Hybrid #1 Rescue £ Eilk s IkKE A (IABP) -

| acknowledge that | have reviewed and understand this Urgent Medical Device
Correction Letter for the affected Cardiosave Hybrid and Rescue Intra-Aortic Balloon
Pump(s) (IABP(s) at this facility.

KRR ESBABE#ERPIA Cardiosave Hybrid 1 Rescue FE1AkARIKEH (IABP) FF -
| confirm that all users of the Cardiosave Hybrid and Rescue Intra-Aortic Balloon Pump(s)

(IABP(s) at this facility have been notified accordingly.

BOEE 1-4 PEEBEZENE - DIERCEARE - BRI CSHEIREHE D REaN8
AUBAE -

Please check the box next to each Issue 1-4 in order to acknowledge that you have
reviewed, understand and have distributed this Letter to your facility accordingly.

OZFE 1 AEREENEEEGSRIBREENHNEMRINGER
Issue 1: Unexpected shutdown due to failure of the Coiled Cord cable and Cable

Assembly backplane to Coiled Cord cable
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O e 2 : A¥ITERERS PCBA M% A &4 2: PCBA BREEMN M I

Issue 2: Unexpected Shutdown due to loss of communication between the Executive
Processor PCBA and the Video Generator PCBA.

OZF&E 3 SERIRRAERRR

Issue 3: Leak in the High Pressure Helium Regulator

OZFE 4 EBEHaREEEENRRRR

Issue 4: Helium Leak at the Pump Console Quick Disconnect Fitting

A NEERPAENEAMES -

Please provide the required information and signature below.
HELREN

Facility Representative Information:

=R H4H
Signature: Date:
S B
Name: Phone:
B

E-Mail Address:

i ERPY

Title: Department:
BlraE
Hospital Name:
22 Bt it
Address, City and State:

el

R MEAHE 7 F M Cardiosave Hybrid 1 Rescue EEIRARIKEH

We have scrapped our Cardiosave Hybrid and Rescue Intra-Aortic Balloon Pump(s):
BlE—

Circle one =YES &NO

M2 - FEFIR

If yes, list Serial Numbers:

Getinge
45 Barbour Pond Drive
Wayne, NJ 07470 USA
www.getinge.com
Page: 19 of 20


http://www.getinge.com/

GETINGE 3¢

EMEFF M Cardiosave Hybrid 1 Rescue kAR Ik E B E/EBR ) 5 —[EHE -
We have sold/moved our Cardiosave Hybrid and Rescue Intra-Aortic Balloon Pump(s)
to another facility:

BlE—

Circle one =YES @&NO

ME - HEFIR

If yes, list Serial Numbers:

MREELERZ "2"  FEFNSREWREEEN -

If you answered YES above: please provide new facility information below.
TigERE

New Facility Name:

T R bt

New Facility Address:

TR AR TN N B
New Facility Contact Name: New Facility Phone #:

AR IEHNEERAGERENARABHENR
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