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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 (B Option)

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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T2 47457+ 120%(2E

ON A 9| x| - \
e\ — _
tvy Cardiac Trigger Monitor 3150
l:-H7| ﬁ‘?’lil 11:40 PATIENTID 858745 GOMMEGTED
=
12 7l | P L
° I-ALT A WLLOFFLL USB L E
N 20 MMMV 9K 10k 12k
\ \ REC: DIRECT
o
S @Je)
= ()
dl X
PACERDETECT
B2 B | MEASURE DISABLED wirA N
/' SETUP  PRINT |MPEDANCE FREEZE TEST MODE \ - ECG BHR} &AM
ONONONON® el
A2 UA| BX| —/ T
\ v

7| J l_

T2 7ts 7|
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233 7ts 7|

Z23% 7tsE 24 7| flole olw ESolLt 7IS0l JI/\IE'I—IEP ZzO™ 7ts 718 FEH OE Hw
FEO| EAZ|HLE i 7|50l &t ELCh M 7152 ol dEMO| M« 7= Mol M dHELICH
MEASURE

‘ SETUP  PRINT  |uoemsnce  FREEZE TEST MODE

OO OO O

D% 3150-B AL AHA 1



ZLEH dE

H5 = - 28 3150-B

9m Rate: OFF, 40, 60, 90, 120, and 150
Fine Tune: 40 to 150 bpm

PRI MEASURE TEST
\
VOL/CLOCK
REC MODE
ECG | | UMITS | |VQueLodi EXIT
I LOW DIRECT 40
OPTONS |- 60 ¥ ¥
* _QRSVOL_ . HNE _
q7E 3 HIGH TUNE
10 MM/MV HIGH * *
PACER DEIECT 120 INTERNAL
ENABLED + USB DRIVE et
EXIT EXIT EXIT EXIT EXIT
y
NOTCH ALTER COPYTO KEY SHECTIONS
ON USB DRIVE ECG Menu SDeed Key:
Lead: I-11-1 25 and 50mm/s
IMPEDANCE CLEAR 97E 5, 10, 20, and 40mm/myv
ENABLED MEMORY PACERDEIECT ENABLED and DISABEED  VWolClock Menu
ED OPTIONS MENU: NEXTKEY
25 MM/SEC NOTCH HLTER ON and OFF QRS\Vol: OFF, High, and Low
IMPEDANCE: BENABLED and DISABLED Alarm Vol: High and Low
P-LOCK P-LOCK: ENABLED and DISABLED Month
ENABLED Day
Limits Menu Year
Low: 10 to 245 bpm Hour
EXIT BT High: 15 to 250 bpm Minute
'es Mode Menu Rec Mode Key:.

Direct, Delay, Timed, HR-VAR,
and X-RAY.

12

2 3150-B AF2 HEHA]
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C|A& 2] of

HEART RATE: 3tH Arcthof|

AL

SETUP: M+ dE BEO|MH M
zte 2xt2 EA|IELCH

f J L

C|
o 1o

I HF =

£ (opm) 2 EA|ELICEH

ghele M

—

B ALEH(EE A B 9l ZIE{ 7{7|/117()0| ®l1% HE 2 2o

ECG: RIZ0MH LEZBOR 3tHE 0|S35tH E&O|A7F EA|IELICH
System Interlock: CIAZE|0| 2 EZ 4H ZAE|2 2 7|2 & 2T Aol A 22 3150-B 2 CT £ 7HL
Atolo]| o1 HEHE AlZA o2 EoiFLICt

XRAY On/Off: CT-A27HL] X-B|0|7} “ON” EE= CT A7 X-&|0|7} “OFF" &€ LIEFHLICH XRAY On/Off

OE X AI-
— =

EAZ7|E ClaZd(0|

B Z A 2|0l fIRIErLICH

Impedance M easurement: EtA+o| I| £ ot ZF 7H#H ECG T3 (RA, LA X LL) Ato|o] I|EHAE FH§t 210|
EAEUCH duEHA SH2 C|AED0|o LEZR AH R AME[0 X|ELICt
"vy Cardiac Trigger Monitor 3150
11:40 PATIENTID 858745 COMNEGTED
ON
)
@ I-ALT RA WL»YROFFLL
20 MMMV 9K 10k 12k
REC: DIRECT
25
Ece ©©©©
l PpchlsRDErECT
ST PRNT IMPEDANGE FREEZE TEST MODE oA

2 3150-B AF2 HEHA]
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ZLEH dE

A= HAIX]
CHe ZE EAIS S HICIQE EAIFLICH B2 EAS 313 S0l LIEHLID X 8w Ziereiuict.
H

ALARMS PAUSE HIA|X|(PAUSE) T &tTH S0l ZAIZI0d M4 HIC|IR 2 F AIELC
ALARMS OFF: 78 AR A|ZF M ZAE 7 THA & LT

LEAD OFF: 2|E edZdo| sHAMEIA&LICt ol 2= ALARM PAUSE 7|&€

At&dto ZjdHE + giaLct

HRHIGH: A HIES & M2 4% SOt =& LICE
HRLOW: MY EE & 582 4% S0 & LICH
ASYSTOLE: 2% 88 Atolo] ZtZH0l 6 X E ZRU&LICE
PAUSE: BRIt 120 & 8¢t YAl BXI|ZIRA&LICH
21 2LIEHE 4 ALARMSO| 30 S¢ LA FX|E 4EHoM 30| 74FICH7 ON 2 2 ™ ELcH

H
r
o
N
02
o
lo
o
r
*H
=3
5%
Y
m
2
0ok
0%
5%
[
[l
02
o
0
Iy
4

2ol Rtx Ex Hx| H4Z0| JA=XI

Biomedical Engineering Department 0 425t X| ot 11 O[248F A7 |of HME QdZSHK| DFAA|2. O| R
©4Z40] UL60601-1, CAN/CSA C22.2 No 601.1-M90, IEC 60601-2-25 ! CE-MDD 93/42/EEC & &% &= &
SHLIO| CHE & TF QT MEE2 EFS TS 57| @8 ZAULICH olg{8t 4270 MBE £ U=

Hlmh o Fer2 5v Lch.

SYNCHRONIZED OUTPUT: R-It Q| I|3 ElO|UE LIEILIE S7| HA S| E240] CHEt BNC & 2147.
100Hz CHdZ o 2 A|BHEL|CE.

MR L e +~ QIS

—_

on

PEQ GROUND: &7 9|&}(Potential Equalization) - O| ZH|2} CHE 7| & H| Z+oi

ot= Ol AFSE = E ™R AZ.

FUSE: #= M7 pllo]8 T.5A 250V (Metric 5x20mm)0 EA|El Zd0t 42 X FF/Q

IASHAMAIL.

02!
1
|0
Hu
=

14 S8 3150-B AR AJHA]
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ECG X1000 % SYNCHRONIZED OUTPUT: O|Zd2 Eloj ECG ol 21 1 &=4 Zlof

£C|20| B50| U= % AHML M3 MQ|L|C} 100Hz CHAZ 2 2 M|SHEILICEH

AN -

AUXILIARY: & x| 412 @8t C|X|H QE{H0|A. EX £=342 2|CH MF 20mA @l5v 2 -8V E

—

MNS&LCt

ETHERNET: 0| 2342 & 3150-B 2/ CT A7lL{ 2£ 0| H|o|E{et Mo SME 288 4 Q= o|Hyll
Z2EZ(10Base-T, |IEEE 802.3) A S &Lict.

SERIAL NUMBER LABEL: 21 5 o222 ZL|Eo| RE HE5 ol 1) &z iS5 E LIEPHL|CT
(]

= -
MZUXE YYMM AS AL85to] Y7 S O W4 X212 213
LINE VOLTAGE SELECTOR: & x|2| @123 ¢ #12{(100 - 230V~, 47 - 63 Hz.) & MEASZ & TeterL|Ct.

StX| e E HMAME| FHIE AMEstH Aoz AARIS| 20|

LS - 1

2 Er
&LICH MEfD} 2Hdgt e AFY 2 oh S0 Z &Lt
=2
o
C
o

|
| 1S IEC 60601-1 L/EE £ |EC 60601-1-1 EUE = EZof et

B2 & 3150-B
ECG X1000 &
FH o ==
S/ | 2"
= Ll =24 = a4
oz s Ol &3
. \. \ ]
31 5‘0'B ETHERNET PEQ
@ x4
@ L YYMMXXX Sy
al 7 SR e e ]
1 U A (|9 —
BRANFORD, CT. 06405 USA
UL FILE E182114 — s
Oﬁgﬂﬁ‘%
o
0413 192114
@ MEDICAL EQUIPMENT @
WITH RESPECT TO ELECTRIC SHOCK, FIRE AND MECHANICAL HAZARDS ONLY
IN ACCORDANCE WITH UL 60601—1, CAN/CSA C22.2 NO.601.1 (52MA) .!
SYNCHRONIZED MAINS POWER
ouTPUT 100—230V ~ 45VA MAX
47-63Hz
FUSE VALUE
T.5A 250V J]”m
F=X
_— K @ —_— (-‘_LHLé-|
5
5 )
—
J




ZLEH dE

BNC 244 7| J AUXILIARY

AMEHZA oo
S75 £ (E=5) Mel =a
2ol ®et _
B=E
AEH=7I
#=S=
AR MY ZS 2E SN 5ol UaLIcH BAE nEsli{Hac MY IEE BoMAIQ. MU Z2 BE
SHIHE Mt L2 SFA HZO| T.5A, 250V (Metric 5x20mm) 2 BH A5 A A|2.
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ZLEHAEE

ise st 7171 4857

44
2
e
I'II
(i)
ol
N

1. STBY 7|& = BLIEE
2. ON7|2 & ZLIE{0| M

FE21 UsLch

L
g Mgst SOt 4ol 5 ATE F|(2IZoM 2EZOR)E

Alzh Em 3 2C|2 d¥st7|

CHS HAHE ALE5tod et AlZhE AEELICH AlZh2 ClAED o] 21% 4B 2 A2l LEH LT

1. F HFoM[SETUP] 7|8 +&LICt.
2. [VOL/CLOCK] 7|& &1 Vol/Clock H|+0il & &Lct.
3. X ¢ ™2 QrsvoL gluch O 2 718 A8 50 QRSVOL MAg sa|HLt EeLch
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4. [NEXT]E 2/ ALARM VOL Moz o|sgtLich O 2 7|12 AL25104 ALARM VOL MHE
27U &L},

5. [NEXT]Z =28 MONTH Moz o|s#Lict. & e E’IE AE35tod # dHE selHAL ELCt
6. [NEXT]S £2{ DAY MXHOZ 0|5 3L G U7 7|8 A2 5to] Y A E SalHL L.

7. [NEXT]E =2 YEARAMXMo =z o|sgtch O ey 9IE lestod MM s2l74Lt ELict

8. [NEXT]Z £/ HOUR AXoz ol%i G U7 7|8 A8 5to] AlZH MEE salAL EYun
9. [NEXT]2 £ MINUTE o2 ol%i ch. O U 7|12 A8l B Mg =

SE W, AlH 2 2C(2 HH0| HetetH [EXIT]E MBS0 MY E 2L E HIZ2[of =23gLct.

2 3150-B AF2 HEHA] 17



ZLEHEE

Eglojla & dH¥Est7]

[ECG] 7| F&LIct.
[OPTIONS] 7|& F&LICt.
[SPEED] 7|1& =1 EBIO|IA £EE

A wDd P

F M50l M [SETUP] 7|2 FELICH.

MEfEfLICH MEHE = Q1= 2h2 25 3 50 mm/s LT

Z:[SPEED] 7|z BlZH &= & HZEAIZLICH

DLIEE 7|2 Mo 2 XM 5tE{H STRY 7|18 $21, ZLIEIE 12{™ ON 7|18 =& ZLIE{o Mg
ME5t= S04 5| AZE F|(RIB0IM QEZOR)E 2 AEHZ X|BHLICH

Y 7| 7184

RS AmEA HA OFF

Z7| ¢do MY Ao

ECG 27| 10mm

== ]

E2|H £3int2 ON

ECG = x| ZIE ON

YuHA &5t

AUT|HA YAHIZE 20 kO

UL|HA RS OFF

o 0| A ZX| CIERSERS

p-& 2 25t

ME EE S5 5t 30

M es &5 A3t 160

Efo|A &L 25mm/sec

Gl et s|

QRS EE OFF

ZE 2= Lg

ze 30 & YAl EXIFCHF FEILICE.
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(E2|AH)

71 H&

ECG &7| €42 Z R-Io| I|30M AlEstE EEH HAE dHstod ELE FH mjdol

=

SYNCHRONIZED OUTPUT BNC FH4YE{2} ECG X1000 £33V AH|IEL ol &) e4Z37|0f M
M8 = &Lt ZUES 87| £32 S7I8F £ & xlof od@g LIt

=]

= t&nt Hlmstod E274 HAol Eto|dg EoiFLICt

rlo

ECG

EZ|H 7|s0| HEYEXM2Z LELIE 32 OhE AHEE FHelstdAR.
S

L4 7|.X°|- k:%% |_;'—T';|, =L T
. ECG M=g XMHM3| HfxIELICH ECG ™M= AHHix|GHOF & =+ QU&LICEH
. ECG T=0of o4xs| &717F U= MM ™o| /U&LICH

Us #xjo| ECG 20| 2 T I £E 2 S The MM R IHE Zxlste o A8EE 7IED
URIFLICH. Of 4FO| wMstH DUIEIE R THE SHIZH ZXIE O OlF E2IHE Z#ists T
I Es s IHE HR ZRELC 34 Mo YRABCPHTS 2 T I T= U2 S [ wuE
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2104

7He EEIHE Zelg + e tIRFEe 2 7 oot 2 s IE

St
P-HZE 7+ medH oS HHE sEELc
[SETUP] 7|& %21 [ECG] 7|8 =21 ECG HIF0i HAAELICE.
g MEistod P2 gIElES yststAL HIFEHst Lo

1
2. [OPTIONS|E +21 [P-LOCK]
3 EXITE =8| & HEE =otzrLct.
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ECG BEL|E&

o EX IR0 MIF2 CHAlHiXIEHK| 1-2 2 F0of T|F HILIEHAE CHA| SHSAAR.

2 & 3150-B = LEAD OFF ZE 7} AFEHEl 20 & H S5t 8§ MYE =% U&LICH Y2 LEAD OFF
ZHEHIIHEMSE £ 302 60 % ZHZHA0 = b
Healthcare B & 2 X|L[0{0i|H| & 2|35t 7L} Ivy biomedical Systems Inc (203) 4

Eol5tAlAl2.
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rII

[o)

Hu

' Cardiac Trigger Monitor 3150
‘vy 11:40 PATIENTID 858745 CONNEGTED
ON
(]
XFAYOFF
° I-ALT RA LA LL
ON 20 MMMV 9K 10k 12k
REC: DIRECT
S
e \\oo)
l PACERDETECT
DISABLED
SETUP PRINT IMPEDANCE FREEZE  TEST MCDE {EF
x

J J
“MEASURE |MPEDANCE”
AZE 7|

ECG It& ZIF(3A7I)

CHS HAHE AFE5t0 EAIE ECG | TF(Z V)2 ZHEMAIR.

1. F HwoM[SETUP] 7|& F&LICt Ch& w7t LEEFELICE.
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ECG BEL|E&

p
: Cardiac Trigger Monitor 3150
\"A) 99
11:40 PATIENT ID 858745 CONNEGTED
ON
3 | @ -
) +-ALT RA XRAL\/(\OFFLL
ON 20 MMMV 9K 10k 12k
REC: DIRECT
'. PACERDETECT
vou/cLock DIS\BLED 1WA
ECG LIMTS USBDRIVE REC MODE EXIT
\ w_
l—j “ ECG" l—]
ALE 7|

HEz=2 7| [ECG] & £ =21 ECG & MEFLICt

' Cardiac Trigger Monitor 3150

‘vy 11:40 PA'IIENTF858745 CONNEGTED
5 e
[}
° I-ALT A W&oFFLL
ON 20 MMMV 9K 10k 12k

REC: DIRECT
l. PACER DETECT
SZE  PACER DETECT D'M 1@
LEAD OPTIONS 10 MM/MV  DISABLED A

“ L EADH
AZE 7|

3. MHmjZz2Ia 7|2 A

4. [EXIT]

“SIZE”
AZE 7|

l23t04 ECG I3 RIZE S AN,

g =21 & Hlw2 sotZLch
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ECG BEL|E&

AMEH

- 1

==

1. F oM [SETUP 7|18 S+E&LICt

ShH

- —

|H

2O™ME

N
w2

7| [ECG]E&

Mg

3. [LEAD]E MEi3t0o{ 2= =
Mgt 2ol ZAIELICH A 7tS 8

[EXITIE =21 F HF2 SotzfLct.

=2 4Z HAIK|

A MEHSH BlE= CIAZ P 0| HNEO| AR

I, Lead Il EE& Lead 111 &JLIC}.

I —

| S |
2=

87 S92t ECG 4l
M| AIX|7F ECG T

£IZ 0] 300pV 2t 500uV (27| 10mm/mv 01| A{ &1Z 9| 3-5mm) @l 3 LOW SIGNAL
ol LEHMo 2 E AIE/L|CE.

HAIXIZF EAIE S¢t EE7{ 7|50l HIHA MO 2 LIEtLE B OHS ME S SHelstMAIR
. JHE =2 TE UHtro 2 Z|E |19l B|EE MEFEX| 08

. ECG =28 MM35| i x[F=X| 045 ECG M2 2 A x|5Hof & &= U=X| 0{F

. ECG =0l 04735| & 717} e =4 Ho| /=Xl 07

ECG x| TH

ChS MAE AF835to] k| EEIE Ed355tMAIR

1. Z M50l M [SETUP] 7|& S+ ELICH.

2. [ECG] 7|2 21 [OPTIONS] 7|8 MEHgrL|Ct.
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ECG BEL|E&

4,

[NOTCH FILTER]E =21 ZEE 474L+31L|E+ ZIE{7F AXIH “FILT” EAIZ|E C|AZ80| 21%

ATroll EAELICH BEIE THRT 20| EAIE To| Fui4 3T 8 dEEU,

ZEeZE: 15~35Hz
ZEZLX| AS 0.2~ 100 Hz
1 Cardiac Trigger Monitor 3150
LV.V 99
11:40 PATIENTID 858745 COMMECTED
ON
(]
@ I-ALT A WLI\OFFLL
ON 20 MMMV 9K 10k 12k
REC: DIRECT
25
&ee @@
l PACERDETECT]
NOTCH FITER IMPEDANCE spEED  RLOCK  DISELED @A
ENABLED 25 MM/SEC ENABLED  EXIT
\ 7
[EXIT]E &1 F H®Z SotzfLct.

D% 3150-B AL AHA 25



ECG BEL|E&

AH A8t
1. F HlwollM [SETUP] 7|& +&LICt ChS O 7 LEEFE LICH
2. Z2IHE 7| [LIMITSE £ Alarm Limits H| 01| £0{ZfLIC.
3. Z2EOME 7|1E A85to 22/2 2 U &5 MEhe M™ELIct
i) HR &8tg F7HAIZILICE
4 HR &8t2 ZA ALt
i) HR 5t 82 &7HAIZILICH
4 HR 382 Zt A AlZILCH.
7|8 +& motch s &80l 5 bpm A #FFLICH S| HR MBS &4 C|AZE|0| 21% A Eof
EAIEUCH
4. [EXIT|E 21 F HF2 Sotzrct.
Z22 88 7|8 A
AT UE SRS 30
AXIHIE &0 =2 160
Ho 1o L A

CHS HALE AL85t0od tB S =™ ¥R x| 7|52 & d&st 7Lt HIZ d3tE Lt

1. Z HwollA [SETUP] 7|& +& LI}

2. [ECG] 7|12 C}S [PACER DETECT] 7|& MEi5lo{ H 0| M Z

|Z 0l A P 7k ZHE0|7] AlZFEFLICEH

M ER|I7F AR EH AME T
f HIA|X| “PACER DETECT DISABLED” 7} L}EFELICEH.

oo q

LS — L—

1 ST SFTIE AT OHHIL YR SHU0| UG SOt MY UE I FR STE AL AL £
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| IVY BIOMEDICAL SYSTEMS, INC.

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

ADDENDUM 1
Table of hazardous substances’ name and concentration

Hazardous substances’ name

Component name Assembly (Pb) | (Hg) | (Cd) | (Cr*) (PBB) (PBDE)
Number
Main assembly 2700-00-01 X o) o) e) @) )
Front assembly 2699-01-01 X X o) ) @) )
Rear Panel assembly 2697-00-01 X @) @) @) O @]
Model Option 2738-12-15 X o) o) o) o) o)
Recorder Option 2739-01-15 X o) o) ) @) )
ECG Simulator Option | 2772-00-15 X ®) @) @) @) O
Accessory Option 2740-31-15 X X X X X X

O: indicates hazardous substance concentration less than or equal to MCV
X: indicates hazardous substance concentration higher than MCV

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

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.
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