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Declaration of Conformity

Manufacturer: Ivy Biomedical Systems, Inc.
11 Business Park Drive
Branford, CT 06405
Authorized Representative: Cavendish Scott Ltd.
Starlings Bridge, Nightingale Road
Hitchin, Herts, SG5 1FW, England
Type of Equipment: Physiological Monitors

Models: 3150

We, Ivy Biomedical Systems, Inc., hereby declare that the devices mentioned above
comply with the Swedish National Board of Health and Welfare Regulation and
guidelines on medical devices LVFS 2003:11 (M) 28 October 1994 — transposing
European Medical Devices Directive 93/42/EEC.

Date of Validity: March 30, 2010
Classification: b According to rule No. 10

Conformity Assessment

Procedure: Annex Il

Notified Body: Intertek SEMKO AB Notified Body No. 0413
Name of Authorized Signatory: Dick Listro

Position held in Company: Director of Regulatory

Signature W ﬁ
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KREEA.
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AXARE, BAERETERITENSAKRE. ETHEEERE  IERETF 1200 (22
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Cardiac Trigger Monitor 3150
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XRAYOFF
I-ALT RA LA LL
20 MMMV 9K 10k 12k

REC: DIRECT

IR

PACERDETECT
MEASURE DISABLED
SETUP  PRINT |MPEDANCE FREEZE TEST MODE

WA | >—— Eccmzas

OO?OO
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REEW 31650 &

d9m Rate: OFF 40, 60, 90, 120, and 150
Fne Tune: 40 to 150 bpm

MEASURE TEST
SETUP PRINT | |wveeoancd | FREEZE MODE
VOL/CLOCK
ECG LIMITS usprve | |REC MODE EXIT
L \ L L
Il LOW DIRECT 40
optons | 69 s 3
* | QRSVOL_ | FINE _|
S7E ] HIGH TUNE
10 MM/MV HIGH t* *
PACERDETECT 120 INTERNAL
ENARLED * USB DRIVE EST
EXIT EXIT EXIT EXIT EXIT
NOTCH FLTER COPYTO KEY SHECTIONS
ON USB DRVE ECG Menu Speed Key:
lead: [-1-1I 25and 50mm/s
IMPEDANCE CLEAR SZE 5, 10, 20, and 40mm/mv
ENABLED MEMORY PAC ER DETECT. ENABLED and DISABLED W//Clock Menu
D OPTIONS MENU NEXTKEY
25 MM/SEC NOTCH HLTER ON and OH QRS\Wol: OFs High, and Low
IMPEDANCE ENABLED and DISABLED Alam Vol: High and Low
RLOCK PLOCK: BENABLED and DISABLED Month
ENABLED Day
Limits Menu Year
Low: 10 to 245 bpm Hour
EXIT EXIT High: 15to 250 bpm Minute
7est Mode Menu Rec Mode Key.

Direct, Delay, Tmed, HRVAR
and X-RAY.
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LR RELBE RSB M ORI (bpm) .

RE  ERBREEAFFIENER (RBRR, SHREEMBKSET/X ) ANFHETRTELA,
ECG : ERBLNEF GBI KK,

REEE  BIETRALANAIRE , BEETEW T # 3150 B {5 CT A RZHWEERS.

XRAY On/Off (X RHEFF / %) : R CTHABEREHN X HFHER 77 &R X” o XRAY On/Off ( X 4t
S IR ) BRGENTETRRNE LA,

FERNE : EREERKESNECGHER (RA, LAFILL ) ZRAMNERNERE. ERNEENTERREN
BLEA,

] . . .
Cardiac Trigger Monitor 3150
‘vy 11:40 PATENTID 858745  comwmecien
ON
(o]
P I-ALT A WLLOFFLL
ON 20 MMMV 9K 10k 12k
REC: DIRECT
7S
Ece ©© ©©
l PACERDETECT
DISABLED
1@
SETUP PRINT IMPEDANCE FREEZE  TEST MODE A
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AEME TR
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HR LOW ( 1T ) BRI ORIKR 4 %,
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US4 T IR E AR

EIRWMAZD : #14 AC BIREEE,

B NE S REHEN , MELBRAENSSRZIRFRINBL,

ERSEYEZIEIIRRZANERLT , TERRNBEAEEXEREOD, XHTUBRELKFTASUTEEARENR
B % ZE R : UL60601-1 ., CAN/CSA C222 No 601.1-M9 . |IEC 60601-2-25 #l
CE-MDD 93/42/EEC, XL O iiEHEMN R KIEWIRBE R 5V,

RFwEED : #57R RBEREITRHEZBOPHE BNC 2O, BRF 100Hz # 3.
PEQ #2ith : B8 - #hikiEL  BRRFATEME,
REY - REEMARBRLBEEME LFARNERSEREERBRL T.5A 250V (2% 5x20mm).

ECG X1000 MEFMHEN : X2 Y% MAEFENMEI  kivh ECC BAURFHL , FRAKIESHE  HNERHL
Ao BT 100Hz #3.

WBED  RFBENAKRFEQD, X—HBAHEORHE SV M -8V BE , RAER 20mA,

BLAR : X2 — PN MNEA RUS EZFIRELUAM MY (10Base-T, |EEE 802.3) I XUEBE A A M H, £ —
ANEE R Model 3150 1 CT AR HI A EER A ZHENIRFET, B —EESFHNE-PUARBE
ENE CT HERE RRIEHOEREIE,
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LPRBEERESR - AT ERREMABEVENFFR ( 115V = 230V ~, 47HZ E 63Hz ) .

MREASRRERLERTHANHYRE , 2SHRARLFRBER, XM
o REEBEMNLERMWEIRZ

ZRATEM :

o HBNEZRERERBEYM IEC 60601-1 F /= IEC 60601-1-1 HiFERIFAE T T2 INERIERE.

3150 B IEH N
BRHER : ECG X1000 # @
FAISHRE BLA P —\ i
' ™
E \ \ ® @ |
3150 \ sk PEQ
YYMMXXX sy
e o i
BRANFORD, CT. 06405 USA };}i ; E}H?"
UL ScfF% E192114 ’ — L
e, R LR
ce ®s =
M E‘ll!‘)EEHll
0413 edical Equipment
@ EEST i 52MA @
Hz M UL 60601-1, CAN/CSA C22.2 %5 601.1 S#rHE)
gt KRRPREREFSXGM)  \  /]t--2 - é
SFDA (1): 20092211246
EEZ R 1
. B EEON
(C o 50 115V & 230V~45VA Jmm
@b d 47Hz # 63Hz
AR R 2 A A
5A 250V RES 2
D|  nw - Hose. FoETERRER. e g — '&iiﬁ&ﬁ‘:[&’\zéﬁ' R LR, ﬁ D | BEER)
& AR A B R 408 N REAT u * & —
® \
T \ \
_ E’ﬁ)&
BNC #0 ) o5t o
EEZ:f X simse
(&4
R4 EE
RELNVTERAABERERETE, NEFHRRRLZ NIRRT ACERE , HHTERAAERER, RtARRES

REEE R L T.5A, 250V (2 %) 5x20mm).

16
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BF{ORE

BH MR
REB T UAERE

B BEPMUEARRZ , NENRERER ENREERTX  BUARMREESEETRAFELBRE,
H-FSHUHR , ESHANUT EXRRLEE" —F,

1. NAC BREFABBEBEFHEABFRFEEF,
2. RETEREMNKBEFEFRX (ON) |, BEHE,
3. [FEEBRLEZEITERN ECG O,

EXBEREE

1. BWABEREZEHIT.
2. HESEPMURERK L BERRET X,
3. WALKLE  FERFXREEZSAFAELBE (WFHFL , BERREEH ).

REES

BYEATHIRERKENEENES.

1 YL (STBY ) # , RHABEHF L

2. EERTHRIX (ON)BIFEFNNERN , REFOEIMNEENIRE (MNEFH ).

3. & (LANGUAGE) (&% )% A REMKIES. ADEAMESH  JiF, AISTE, E1B, #BiE EXRE. 8
BFE. WHE, BXE. F2F BRENSZE,

4. W (STBY ) 8, XAKEHFN

REEAE, B MEH

BEATHSRRERHMEE, HEOEREERRNE LA,

1. BEEHGH (SETUP) (i&E)#.

2. # (VOL/CLOCK) (ZE/fth )%, BHEIE/m e,

3. HE-TREN ORSEHE. A O M @B QRS TRIRE,

4. % (NEXT) (F—) &, sz#pezesE AOAV euuResaRE.
5. # (NEXT) (F—)&, BEAgE. AORV @eRARE.

6. # (NEXT) (F—)&, BzagE. AORV @eRaRE.

7. % INExT) (T—) &, BzsgB. AO RV guRsRE.

8. # (NEXT) (T—)&,szinigE. A0 emp migE.

9. # (INEXT) (F—)&, BE98E. RO RV @uRsRE.

EEREMERY. NHNEERE , &F (EXIT) (BH) , LREFAKPMHFESR.
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BHMRE

BREAREE

1. BEFHEGHN (SETUP) (RE) &,

2. # (ECG) &,

3. # (OPTIONS) (i&I1) #.

4. # (SPEED) (&F[E ) #EEREERE., Wik 25 f 50 mm/s.

i : (SPEED) (#E ) BtdTiERMUNEE,

MINRE

MEFEFNEMERINRE , MEFH (STBY ) BXMEFN , ARERTRIRFTX (ON) BEEFAUNBHE
FMREFOIMNEENRE (MNEFE ).

®iE MARRIAE
BafERRE X
B RE iE
ECG Ki& 10mm
SEk Il
fit & i /AR B
ECG FaRIE R 2R 23]
FEL T BHA
P E 50k
EEA=E] XM
SRR =HA
WAEBE BA
DRAKR 30
DRER 160
HERE 25mm/#
1B RAY B
QRS BEE KM
RESE ]
e HE30W , RAERITFHF
REGE (ATER) RETEEANES , UR2HR , HNPUINBEMSFRE LIRSl %R %R,
®iE HIR
EE 25mm/# 50mm/#
B FAN [EE2 EBT fn3:5) X 4% DETAL
RESE =) i
WAMEBE =)z =/
3150 E & H# CUREF M 17



fih R i

CEZ b
(M%)

=25 Bk

ECGRL M HFI= ML BB TE —RERIE , NSNS EREFE S5 EBNCE O FMECG X1000% H 20
(V4 AHEFEBEHBEANPR ) WIREX -, FEPAESHEEZEZERLSMIEE.

KT AR A R B Bt R SECGIR LR EE K.

AN
me s ~ 100ms

/ o mEHIE

SN/

fRFRCE R

ES AR A HBE RN BERARS. XETRESHFNENESECCRFEALBREE R,

MEMEWERETRIRE , MBINATER :

. EREERAIRIBEN S , —REBSEKI,

o ECGEREREWEN, WAEEEAEECGEHMMMNE.,
o ECGEMR LMEARENSHE,

HHESE (P-LOCK)

EXLEZENOBEF , BTERRSENFERENSERMRENIFELE, —BHIAXMER , KL EBRLUR
B, MEHREEUTERSE , ERNALL, RIELRBIEE (P-Lock ) AITE I B TR SIRSHK R A R & #95K
B, MMM EEEEIS50R KN RARNREFIEHE AL |, ERABS TELIRBMAXNETEARSE.
BEATSERERERREME

1 #& (SETUP) (1RiE ) @& (ECG) # , i ECG ¥ &,

2. # (OPTIONS) (i3l ) #H&E (P-LOCK) (HMMBIE) , BAREAMESEEE,

3 REXIT (1BH ) , BREIXRE,

18 3150R 5 3 UREF A



ECG &#

ECG l5H

ECG i#8t , ECCG REEE TR EMNERERS ., ELAEROR, DRFBERRNSEIERE , REER
THEME R, A, BN B O AEFRE KR — IR

ZEEREW
A\

X T A4S IR ECC 42 , ECC BEwyaman cF & O, reusssremiagem
ERHNEMS B, BSAAFMRPEXBEEENIEA,

—REFRRE-RER. TEEEEA.

REFNHRENERPT SBKE, 7FEFRAERTFSKE (BRRREAESHE ) NEANSEK. I
PEBRENBAERTHNRENRALR , EEFBIELK.

REFMERIBRIRBRBHE 10p AT, BR , MIRAE RS G X E LR E MRS S RE E
e

I fE ECG MM B REEABF RSN TEE , BABFARNE R —EERRHEEHN A ERERE, W
REETY  FEaANRENEESBYBREE,

SRBREETFBRE VRSN RAL , BmIEORRE, HEDX—FE , NERERMBERK
f7: 8

EHIAOBELERELEOEREN , ORITARKENEERNORITH, FEEBT ORITHRE. N
LN RERBERTHRNEN,

3150 B MR EE M B



ECG &#H

BEER

NBRESREEGHRABER , NRA vy ENEFREGENAHNHNBESRL (R WHE —T ). Hit
BT ENERTRET AR,
ReefEAARIR/ELR ECCEMEM BT , HIA0 vy E45 9 590342 HY B

REgEALRER/EILR ECC BRIAELM B, A TREHKEN ECG R, HRA vy ENEZREL
BRI ECG AR (I MM —F5 ),

WY AT S REIT ECG ¥

1. HEBRHEANBRAIBLH T BN,

2. MEREBAEZKRPMNEIERN ECG AEDO,
3. MERLEEBREBRIL,

4. [ESBR&EZFSIR.

5, BEUATENTHANSRATHRERRRE, SKER, RIFAR, SARERRKE. RUATXE
Bl

RA

(B/4L)

L

(£1/%%)
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ECG &#

ECG #H%

TRFEEHEHN ECCEREMENRE LHEER , A , BEAS AAMETERR - KEKN BRSNS
Wo lvy NEIMECERGEHENDEER , AACIINELCYESES , TRERETR. NRBREMEE , v REHES
A vy A B9 ECG B4R ( lvy E4E5 : 590342/ GE #B#HH : ES007RG )

FECGEMMMEBERK LZH , vy BUA-—RTORBEABZHWEBMOKKEN , IENRELEEREEK
fk £ B4R RO ST | A AR REIRE B K,

5 s

3150 B NE A MBS, TUNEH R BERKSEN ECG £1R (RA. LAMLL ) ZEKMEHR.

HITERNENENEBIARKNEREREY LR ECC BRI ERER , UHRAEKRERIFNECGES , AT
RIEAT SER A A BROF . vy BILES ECGERENERMEE /T 50,000Q (50kQ ) ., FTA ECG EBREREIR, BN
TEBREREZETY  BAUESEMERERE , ERENSFHKZANTESE , NFERFH#A ECGES , A
ERORTFHER,

o EMRAMEBIMERT , BEETERE LM Measure Impedance ( MIEMH ) HE (A TH ) BITTUESH
ECG ®RMFAHE.
e MEREEREERFNELEX.
o /T 50kQ WERENZEE R,
o MRAE—BRMEHNMERY 50kQ , HMNSHKHEARERULIERNE , HAZESELMEENTSE.
o WMRMETRWMEREBERNLE , NIBTZECCBMHRALHBEERK , AEEMKE— NI ECG Bk,
o FEAMEKEZDSRIESI] ECCBRITEPHIUHA,
o HHEMEMHMIBERKLEZE 1258 , BXNERKET.
AT LU 3150 B IR E R FE LEAD OFF ( SERBTTT ) BB R ZFHTHANE, XFXN B EERE LEAD

OFF ( SERUATF ) IRBHAZ/EM 30 60 %, AXMMEALINENER |, F5E LA GE Hedthcare i TEID
BRREIK$T (203) 481-4183 5 lvy EYEZFR AL AKX R,

3150 B MR EE M 21



ECG ¥

| ] . . .
Cardiac Trigger Monitor 3150
‘vy 11:40 PATIENTID 858745 GCONNEGTED
ON
o
° I-ALT A XR‘\LYAOFFLL
ON 20 MMMV 9K 10k 12k
REC: DIRECT
S
s \\Wo )
l PACERDEIECT
DISABLED
SETUP PRINT IMPEDANCE FREEZE TEST MCDE e FA
{k

CJ

— MEASURE IMPEDANCE ( £ )

— J

ECG BENIRIE ( X))

BEUTSRIBERE T ECC RHIRIE (K)o
ERHUTRE,

1. BREFHEM (SETUP) (RE) &,

[ | . . .
Cardiac Trigger Monitor 3150
‘vy 11:40 PATIENTID 858745 m--tc-w
ON
o
@ I-ALT RA XMJ\OFFLL
ON 20 MMMV 9K 10k 12k
REC: DIRECT
[}
SIBY,
0O
—HL’—JA/—JA’UJ = ©©©
l PACERDEIECT
voLfcL DISABLED
LIMITS  usB DRIVE REC MODE EXIT i FA

.OOOO

1

ECG #i

2. BE-IMERE (ECG) £# ECG,
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ECG &#

tv_v Cardiac Trigger Monitor 3150

11:40 PATIENTID 858745 GCONNEGTED

XRAYOFF
I-ALT RA LA LL
20 MMMV 9K 10k 12k

LEAD ( &8 )

REC: DIRECT
<)
SIBY, e O@ @
O G,
g ® iy
. LEAD OPTIONS 10 aﬁwmgggfggcr . FA
- J
SIZE ( K1)
L7¢:

R
3. ASF=1EREEE ECC KFHHRIE,

4. ¥ (EXIT) (BH) , BREEXRE,

priE 22 S

1. EEXHEM (SETUP) (iRE ) 8.

2. BEE—IERE (ECG) &8 ECG,

3. 1&# (LEAD) (S8t ) , EXSEHRER. YEANSKEREETRRELTNRENR LE,. BS
BXI(Leadl) . 5Bkl (Lead Il ) 58k Il (Lead Il ) AL,

4. ¥ (EXIT) (BH) , BREEXE,

3150 B SR AEF M
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ECG &#H

ELHEES

R ECG EFMIRIETE 300uV & 500uV Z[E ( K/ME 10mm/my BHRIEHR 3-5mm ) 3k

MMHEENESIEER

MREETHZEENENMRIRELUEHER , NHIAATER

o ERAEERKIRIEN S
. ECGERE
e ECGHBRLMHEAFENSHE,

ECG MiEIEIRES

— kR SERI.
BREBZH. TaEEERABECGHRME.

84 , NIE ECGRETHESE

BEUTESRE R BRIEKER

1. REFHEM (SETUP) (RE) 8.

2. 1% (ECG) ®#Hit#® (OPTIONS) (&I ) #.

3. 1%&# (NOTCH FILTER) ( FARKIEHK=R)

, BRSERERS. RKFEAN,

“ FILT" $ER4RIC. IBRBRWEMME RREMNMREE , ML TFIR

TSR -
RIEHK -

15 35Hz
0.2 £ 100 Hz

ERRELRERH -

Wy

Cardiac Trigger Monitor 3150

11:40

I-ALT

e|o2

ON 20 MMMV
REC: DIRECT

PATIENT ID 858745

80

COMMECTED

|y ==

XRAY OFF
RA LA LWL
9K 10k 12k

IS wE)

-
=6 \\\o o)
PACER DETECT
.' NOTCHFILTER IMPEDANCE  speeD  Rlock  DISPELED “EEA
ENABLED 25 MM/SEC ENABLED  EXIT
l_J J
4. # (EXIT) (BH) ,BEXxEH,
24 3150 B MR EF A



ECG &#

R R

1. BREFHM (SETUP) (RE)B. ERHEUTEE,
2. HEPEE LIMITS) (RE) |, EAREBRRESE,

3. BUERRRELERSERR,

) WO RER
8 BIDRER
il 18 00 SR KK PR
8 RN NRAK R

BE-REE | HRHRRHE 5 bpm, HEIORRBBLEREE TRE L,

4. % (EXIT) (BH) , BREEXRE,

£t -+ 3l RIARER
DER 30
DEE 160

ki §)

BT SHRIE AREARERQNThEE

1. REXFHEM (SETUP) (RE) B,

2. #& (ECG) # , A/Fit#HE (PACERDETECT) (EHEJ[KN )® 6 £ ARNZALERLON 2 M1,

KN EEER , DR E P TR R,

MREHEBONBERRBA , WERH BERLUER" FL.

B EHIOBFLERELELERERN |, ORI ARAENEBERNORITHR. FEEBTORITRE. 545

HEFREEHSTE L,

3150 B SR AEF M
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REEZRE

REEEERE

REEEER

3150 BEH NEEHNHEEOS CT B RZMER | KIP U7 ECC BE , A FZBE/AEE
U (BIIREE )

RAERBREEEARGERAESE
1. BHFNE CT H#RE" & HRE" CTHERE &
2. CTHHfERSE X 5k B = CT HMERE X HL" XH” .

1L BSERRA EANKRIE , BREETEN THREF NS CT AR RZNERRS,

NO CONNECT

ZARICRR 3150 BN E CT H#RE R EBER,

CONNECTED

ZARIERT 3150 BN E CT B R EEHIER,

2. EREZERMER CT HMIEE X HLNHIMEE. £ CONNECTED ( BiEf#E ) R TEMN B ORE RIAEF L,
CT A% X & XMt , £/RHE XRAY OFF ( X §14%k <M ) » CT AHIRE X & EER , E/RH XRAY ON ( X
HELEB ) .

26 3150 RS SUREF M



2EDS

BEDS

HEERAAMRI TS E ID B H % 615

3150 s & CT #H S HE BEAUANEKERE , B IDNFRUFRE CT 2HE LAAALESR
3150 #iEH . BE DX 2N FHEREE TR OE LH, NRERETHERARRE &2
RER—2%E D, UEELLS CT 258,

BREBEE IDS , APEALUBY CT 24 &M AHME B HE1E4 3150 BUEHPN. Hln , TR ERHEE
BMARRKE, £ErREMNERE ERRE , ALER ( AE& ) ECG REMNEHEEAM,

WA ARE ID REMTEEFNFIMES , FSH CT HERZREFH.

3150 B SR AEF M 27



ECG BiEFMME M

ECG BiEFMN& M

£/ USB i O3 1T ECG MR iBEWH

150 MEHNEB -1 USBIRA , A/ TR AEER U ZRIZiE 100 MEFERYF N PH ECC EHM
BEHUN B8R

LHRE CTHEREN X FLESERN , ECCREREFELINF , £ X FHLESEL 10¥E , ECG
BIEAFLTF. ECCRENEESRARERT | Ko PR (240Hz R ) ME o =R (800 Hz K
£),

ECCEHEANBE TILRTHIE—IMUE (ED512MB)

1. F— USB 7418 % ( EA 512MB ) BAKFMUMIEA USB i% 0.
2. MERE FIRT SETUP (RE ) 8 , A/Fi%#E VOL/CLOCK/USB DRIVE ( & &/814#/USB F & 1%
%) 8’
. %42 USB Drive ( USB 17f#i&% ) & , 3R T COPY TO USB DRIVE ( £#/%| USB 7M%1&% ) &.
4, HMEREHTHE U AR, T CLEARMEMORY (BB ZM#Es ) MIBRI X £LH ECG BT ,
HRIBET EXIT (BH ) BEEHFEH,

USB #% 0

A 350 B EHFMNH USBImORBEA T RHADBHREEIZTEESD N 512 MB ByFrE USB KR FM R
(U ) ERANEPERE, FEMETEREL USB IRZEZZ IIEO TS BUEHFURIR,
X EEMRON USB EHIREFEHATERAESR

A\
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o FAURE

o FRARE

B

BUTFHRERBBES, (IBREN vy A4S : 590035)

1 RIDREE A | T ICRMNE .

/ Rit4ab

S

MRANKREELTT , BREEEFHFARETE R,

2. BREEESFHFABRNZRAT  FHEEH,
3. B BRARRNRNERE 2,

4. MES ERH— B, NBRICSRANREE (KH ) HETEHL, BRENAE -RBE,

5. Fie RS LN EREN A,
FTED
/ -
E4K
® \
EK

6. LiERAFEERRE , REXLT.

3150 B SR AEF M 29



o FAURE

o F AU

BEUATESRERMEITONER, Wi%Z DIRECT (E# ). TIMED ( ER ) .

VAR ( DEZEAL ) M X-RAY ( X & ) »

THERE R EE REHHEL.

1. BREFEN (SETUP) (iRE) &,
2. miER#E (RECMODE) (iBRMER ) , ERITHNER,

DELAY ( B ) . HR-

30
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o FAURE

B WMEFEEEITEH , #& (PRINT) ($TED)R. BXIR (PRINT) (fTED)EE , FLITEN,

KEZAAGE , AP EEMASRIREME/BH.

LEBRENEESHERESETFER. LB ERELHEREE (mm/s) . EBRUEXNSH,

Ert # (PRINT) (JTED)REHERER | TED 30 B,
HERY HIBBERAERRTITONRAN |, ErERXLH H 30 B 40 B ECG R ( BUATIRENEE ) -

BLsommisIEE , 28 15 M2E 158
BLosmmisIRE , 281 208 M2 fE 208

DRI

ZEXNE —RMENER  CRBEXENENB L (10-50% , HEH 5) DREAMEITH, SBREYS

MERINBEF LELEOMWEHEREAX—EN, HIOREF , CRMSEMUTERN RN H K

LR,

X Gk

ICFUEE

X—EXITEHH X HELES B 10 BMZE 10 WHRE. X HEESM ECG RIERFITH,

BEUATSRATICEMEE,

1. BEXE R (SPEED) (ZEE ) E , EERHEERE, WiEE 25 M 50 mm/s.

¥ : (SPEED) (ZEE ) #td% ECG KENEHEE.,

T ENEE Bl

E#EER
LEAD |, FILT QN 20 mmy/mV 2 g = < - :
| | | | | | | ! |
| | it '1 i [ | I
ek ’l.__,_____..—’v 'JI' e | ,___..___..—\‘ -‘,'l'- N J' - (] — i;:- e ‘r'l' A ; A In
HR 80 BPM 22-0CT-2001 01:34 25 mm/S Direct
X F &
S s = LFAD II FILTERED 10 mm/gV 25 mm/S -
| | | | | | 1
.i; ' E:I i |
i ilf'/' f “-Jln = i A h' =+ A “/__ A }r, LL"{- o ;/
AR 60 BPM  25-AUG-2006 14:45 Xray

3150 B SR AEF M
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RWES

REWES
ATHREEEALEFRER :
PAUSE ( 4 ) : A B &M% 120 B,
EERARREE BT )4 .

BERCHIREESE  TER 120 VEERAYLER , RBRER K ®o

5 BPUEENRENEEI0Y , 2ERERENTH.

ALARMS OFF ( 7R &4 ) « EXMAAREZMNMRE
EENAMAFESNMERE &1 g .

EEXAMAFENNARE MR E E B3®,
UTHEFRURMRNLGET. ERNLE , FENEE , NERENEY X, FEREN 4KHz,

B LEAD OFF ( BT ) 9\, & g BALLABEREE M.

HR HIGH ( DE& ) : DERELIRELREF 4T,
HR LOW ( DE1E ) - DEEENIRETRERT 4 ¥,

ASYSTOLE ( fEfZiF ) : HEESERE 6 ¥,
LEAD OFF ( 8B4/ ) . —%SBEHF , ABERFEELMNEET 0.5V

FTEA E BEX BB

EEAKES
MR ECG E5HIRIRTE 300UV 5 500pV Z[8 ( K/ME 10mm/my B8 3mm Z 5mm ) B4, WE ECG BET
HERHEGH LOWSIGNAL" (FEEEE)FEE (R ECCGEH" —F),

EESRNER

WMREECGCER2RERAEERLN LR , NERE" PACER DETECT DISABLED” ( EBHESBRENER ) EE.

REBHESR

MREFE—BMMEHRERS 50kQ , MAHNEG®NEHN CHECK ELECTRODE” (KEHR ) E8. HNSBMNMER
BEFUL BN, HRZEDEHATHEENTER,
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Rl Y (RS

5 3 U 3

# (TEST) (Wid) 8, Wik NREEE, SRFREFBEN , BERTNE.

(TEST) (Ml ) TheELl 70 BPM £ 1 mV kA |, EERR LS HIN—EREM 70 BPM #5i2 , AR EEERED
HIES, MRABIXLEER , EEERANEBARKR,

WENIRFE FMGIRE , NEERF Y. BRETREDIHT ALARMS OFF (REXH ) 55, MRREXHA , &

E B, KTEEBEY, KEECCBERABIL RE LEAD OFF ( SEITFF ) 58 , URFSHREREITH. &K
NiHEHRINEERBHILUTHER : 1) LEAD OFF ( SEMF ) FEEK , 2) B FFHEX QRSITH. =M

7, REE K 3VE , ERBEHRE R PAUSE (£F ) FEMITEIER , 2HF T MR EDRXA,

EEERED  EARTADBRREHLENR L. Z2NHENABRREIACHBERRVWARET. NEHRTRERE ,
FEBYAERBEAERT. NFRTRBARREFTRE , BSRARZINRELEFH,

=
MBREPFMELTER , RPYPNTEHIE, BSEERMWARKR, ECGH#A >05V K , ZRFELH LEAD OFF
( SERERFF ) $ERARIENKE , "R TF FEETERIRAS,

ECG ## i85

3150 s B A — X ECGHERIE , ATHIAMIE ECGEEMN B THE, BEHLENMSKRENTEM,
BESELE TN TYEFNAENERL , 23 A=MHAEHNRSUETIRG, XEHEFATEZESRE, EUBSER
ECG B 40 E 150bpm SEEANLER (AP WL ) , EESFEEN , REFHEN ECC KX THL2EREH

“ SIMULATOR ON” ( #E#\258#8 ) 5.

ECG Bil3RiRIE

MFEBEURRELR | NEUATHRHET
1 BREXEHRH (TESTMODE) (MiAEX ) # , HHELFEXRE,

2. & (SIMRATE) (VLR ) & | EBENEEHRORET,
3. % (TFANETUNEY ) (#0i8) 8, L 1B ERTOLE,

4. ® (EXIT) (BH) , BHARAEXRKE,

X BREREEN , RETHEMN ECG RFETHLERH SIMULATORON” ( BEIZREE ) R,

3150 B SUREF M 33




B HEBR

R HERR

3 21

Bk .

o WHPNTEFE,

BIR& ERA KN AC BIRFEE.
SREBEERFLTESME,
REQ 2 R

BT THEIRFX (ON).

o PURRBKHFTAE

BN EERCHALT M,
R ECG K/ (EEFEKII)

o ECGEREBI. DEREEITH.

ECG RMIRIERBA (HESH ).
EARRK (EREZHEER , 30 ECG” —
ECG &R L EEBH S BE,

+

T™)o

o REEEIRCKRETHESR

NI ENEENEEN ENEEN) IENERNEENEEN

HWEEOCIEE

34
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BH N

HER, FRKMPEEEHIRE - RAIBE | WEPMHARBDHRITEE. THLERERALF XA,

xE
o UPNFBRABERARNSELE,
o  FERBEFMBERN.,
o  AREREN. SREENSRALET SO A EBEHER IR T,

o TEAMEMNEEN. W, BF. REAENMRHEM, RESERERRHER , REZEMI TG
ERRN B E M.

. SRBHERTINAE , R6EMAEME RN B TR

BEBY

TEEEER T BEBLEXE.

R EEEFRE B, TEFBMRARARE , RERERA BIEEL

T By 1 E

ECG
REFPMUERERBECH , NRE :
 BAMSRLREFE. o
EETBERFERERBESKLN , NETH LEAD OFF ( SEMiFF ) G2, HEESKEAERE—ERMA
RMEERIE R,
*BNC EE®B4IMEE. Tl

3 3150 ISP SUE B AP W4 SIE .
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B F

B F

ECG
vy 45 GE 45 pi7x: |
590317 E8007RE KR E =58 ECC & B
590318 E8007RH —E=RXHFREBHSRE - 245K~
590341 ES007RF —E=F X FEEBERSBRE - 30 %
590342 E8007RG —%6 600 % X B4k ¥ 1% ECG B4R ( 20 £% 590342 )
590035 ES500BC BxR%E, 2108
590368 ES007RJ BxRLE , —F 1005
590386 ES007RR U#
590297 E8007RK Rt R
mBITHM 4  EEFRMKER

o HLiE : (800) 247-4614

e HiE : (203) 481-4183

o f5E : (203)481-8734

o HBTE55 : sales@ivybiomedical.com
EHFLE

MRR M, M FBFBEIN SRS E R mA TR E,

WEEE % 2002/96/EC - FERZERYALE WEEEF . EFREGLRTH , 5 IVY £YWEZ RS L AFRE
B Rig & B R,

EEREVMRRRERESLHE 1
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BARAE

ECG

DRI

SEOREE

CMRR :

W APR

55 2R e

REETRRMIERMN

$P1R M) 7
X1000 % :

AR

B RE B

SEMTERER

MR -

BREAZRBLH -

RER -

BABFRTH
Badr

Be IR BR

BRI

LI, LI, L, A 3 ik 4%,

6 & AAMI FRES &

SiZhAARx BIEREE © >4kV rms, 5.5 kV IE{E

>00dB , HBEBL ; 51 kQ/47 nF TR

>20MQ , 10Hz , R E B

FE 15ZF 35Hz
AR 0.2 & 100 Hz
TR 0.2 & 40 Hz
RIEH : 0.2 & 100 Hz

B%54% <100nADC , &S
+0.5V DC
56nA

<20V g - g | IEFTE SRS
£ 51k RRIB/A7 nF EZ TR B A

FrdP 360 IR EE M BB AARI FR BT
W& R 1E) <6s

<10pA , EEXRHT

*7]_‘;&0 'Wﬁﬁqlﬁl 1 <6 *’)\o

50/60 Hz (B 3h)o

15- 260 BPM
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BARAE

BHE +1%

PHE 1BPM

REBE : 300 pV g

DEREL BHEY  SPITE—X , ReWARER 8 #,

0 B2 6% (8] <8®

= T REE : JERR T <R K
EESSPIER

RE : 01ZE 2ms, +2 & +700 mV

BE 4 F 100msZ @ , FXF 2mV,

RIEFECGEF : 2mV/100us.

ENEEEA - To

E - REARE A i 7T R ER RO

EE
DR : 15 Z 250 bpm , & 5bpm
DERIK : 10 & 245bpm , #E 7 5bpm
OEELE RERMEM>6 ¥
SERHTTT : SBREMTARmELN >05V
RIS ER
ECG K HHRIE : 1mV
REHABF O - DERFZE | 4 40, 60, 90, 120, 150 BPM & 4
R FZHFE , HER 1 BPM,
pUEEE: £
ECG : 1mV/100 ms, 70 bpm
SRR
¥l BRI TFT XK R ERE (640x480 )
NIRRT - BEECGERE , w KL ek
RER : 13.25cm x 9.94cm, 16.5cm (6.5 E <) X A4k
HEERE : 25, 50 mm/s
SRt 04 (¥ ). AP TE,
USB 3 A fE g4 X
38

3150 R SUREF M




BARAE

e i
ECG #f# -
FREEM -

BAK W 83k

i

RN

PN
BRAMFAMY
Y

DER

ECG ##ExR :
2RIA IP Hbit :
ERE
R

R~

EE .

BERE:
RIEE :
B

EHRE :

DR

SRR -
BIEX

FEHEl (ML)

Nt ECC SBHRWAMAES -

TA#RERN USBINFRE (UE ) , REED 512MB
100 MRIEFEH (100 NS 2 PR 100 MED PR )
100 MNRIE K B4

RJ45 (10BASE-T)
2.0 KR/IEEE 802.3

TCP/IP

250ms

240 BB

10.44.22.21

300bps £ 115.2Kbps

32 F 158°F (0 E 70°C)

1.574 x 1.929 &~ (40mm x 49mm)

=E . 6.70 % (17.2cm)
E . 9.25%&(33.5cm)
RE © 9.21 ®(23.4cm)
6.5 (2.9kg)

E R

1

Direct ([ E# ) - F3hid%
Timed ( B ) - A Print ( §TED ) =M E3) 30 BiEHR
Delay (#ERt ) - IBFRRBEZA 200 H2f5 208
XRAY ( X 514 ) - BREBEHzH 10¥F2zE 10%
HR-VAR ( Rt ) - iBRBH42r 208 M2z 208
25 1 50 mm/s
HEE - 200 /&
KFE - 600 R/ES , <25 mm/sBY

400 R/FEF , >25 mm/s Bt
>100 Hz , 50 mm/s
400 A /R /8

o —IERR , 60msKRE , ImV kiR , F¥ 1 MKoT
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BARAE

i A& FER PE BRI B8R X I B < 6ms ; FAIRIEIR B8 /S A AT < 9ms
RERMARBEHAE : +50us , 1 mV AR H B RIE
BRI : 100ms
Fkom R 0 Z +5v
LR <100 FRiB
RBEMSRE
HE . cA=F7)
A B b
DR 1 5%
&R 24 /NEf
BRER : TP mBEEsR | Eatatehigitat,
R4 T A EEE | 25 CHEBMREFDHN 4 F
IR
IHERE
SEE 5°C & 40°C
FHRE
SEE -20°C & 49°C
HEE - 0-90% , T/t
RRED : 500-1060 22
WARR A IPXO-EBR (REHKBHF )
BRER
BERA 115V % 230V~
LERINR 47Hz & 63Hz
R LB SHEEE T.5A, 250V (2%l 5x20mm)
BKAC W3 : 45 VA
M
REFEIEI AT ERER : AAMI O BEYE T AR EC-13, UL60601-1, CAN/CSA C22.2
No 601.1-M90, CDN MDR (CMDCAS). |EC 60601-2-25, |EC 60601-2-27, MDD.93/42/EEC,
CE 0143, 1SO 13485:1996, FDA/CGMP,
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| IVY BIOMEDICAL SYSTEMS, INC.

11 Business Park Drive, Branford, CT 06405
Tel: (203) 481-4183 = Fax: (203) 481-8734
P 1
ADDENDUM 1

FRPESEEYRRATENENREE
Table of hazardous substances’ name and concentration

iR EEREYRATE
Component name Hazardous substances’ name
HH5 il & ] AL/ 187 ZREE ZRKB

Assembly Number (Pb) (Hg) (Cd) (cr® (PBB) (PBDE)
TA 2700-00-01 X (0] (0] 0] o @)
Main assembly
i 3z}
Bl &R4E ¢ 2699-01-01 X X (0] 0] O ]
Front assembly
SRR 2697-00-01 X (0] (0] 0] o @)
Rear Panel assembly
a3
BERAF 2738-13-15 X (0] (0] 0] o] ]
Model Option
IER AL 2739-01-15 X o o o o o
Recorder Option
ECG Rl aRis 4t 2772-00-15 X o o o 0 0
ECG Simulator Option
it R A 1

2740-38-15 X X X X X X

Accessory Option

O RAZABHEENREZBHAEERMB PSRBT SITooo-xxx FRERERNREBERNLT
X RIZABEEYNRELSEZBHOE —GRMBHHEEBE SITooo-xoox FRAENER REER

(A AFEREAL |, BFKEFERX ERPIT HERFERBITH L UHA, )
O: indicates hazardous substance concentration less than or equal to MCV
X: indicates hazardous substance concentration higher than MCV

ERBEGN A FRTRANKIEES.
BLHEERK OEM HrRFFENACH EFUP BN TARSHIRE , BM AT EEARR T RIRE R,

The data above represents best information available at the time of publication.
Some consumable or OEM items may have their own label with an EFUP value less than the system and may not be identified in the table.

50

ZRERAARTmEEET P ERE SJ/T11363-2006" EFEE~RPASEEURNREERFRENESTEEY

Blo MEFNBZRAFREEEEANRAET  AEREYRTEINHFRERTEFTRIANEAS, W=ERTERE
WER, AFmAAMERNEBETIRLE | HFRIREE,

This symbol indicates the product contains hazardous materials in excess of the limits established by the Chinese standard SJ/T11363-
2006. The number indicates the number of years the product can be used in normal conditions before the hazardous materials may

cause serious harm to the environment or health of humans. This product must not be disposed of as unsorted municipal waste, and
must be collected separately.

P/N 2920-02-16 Rev.01 Page 1 of 1
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