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4.7 oVEMP 7]%3}7]

oVEMP &A= T8 7|52 B7HE 57| flet ATYLIL.

—

471 oVEMP 9§ A= FEF

Electrode placerment near the eye

Undarnaath la® aye
/1 Baetween brows
Forshead

Underneath right eye

sz A 7 ol
sl = ALO] (2HH)
4R A X, O|O0K&S &)
mes  92E & oiplE)

47.2 oVEMP ¢ A=
AdtMo 2 JH& 2 H2 37| E N &ES2 2 500Hz O] E HHAETJF oVEMP Z AL AFREIL|CH AL A2
[e}

il
St BHE A= 2 Chait 5L

—

\J

b
e E HAE 250Hz-4kHz

=2
L4 E—!

o AEAR A WAV Tt 2E 2fOo| AT EdstE B2)

473 71& 3 vy
BT oVEMP Z2EZF, A= 3 7|50 Ofet 282 o3t 25 Lt

ERETES

8. 500 Hz & HHAE, Blackman (2:2:2)

YBEAC ZEHOR > 95 dBnHL O AL X2, |2 MO RIX| ol HAE AESH| Hof
AFERZL 2 3HO0F Lt
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7|8 Of7HH
Z2I{A ZH: 1000 Hz
Slo|mfA EH: 10 Hz 6/oct

5 kohms O|2te| M= AL EA 3 kOhm O|THe| M3 7t Am HA =5t

— .

100ms 2| 7|& 7|2t 10ms o XA 7|8 7|2t & 90ms 2| X5 7|5 7|2 =g

IS F 150 7 A9 =7} &&= L|C}.

1. ®2 Yo 25 kOhm DIEHE ZelgtLCh
2. Y= MEISIL 7|E A EOM HAIE S MR LCH S| A 91 MCHED, 2| F2{0[X]
AL SAISHA uCt

3. AALE AIEFELIL

475 OoVEMP 2% HA

B AIES ASI0l HHS EATUCH VEMP THELIS ME6tai B Iy 52 o2 223 018,
SIS 70| T BES DLPA Q2% BECR SSHD VEMP IHEL| HYS MBLITL 0|

HICHEH| ALHof A+ ELILY.
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4.7.6

oVEMP Z3}2] 4

File Edit View Help

A2 |[oVEMP A A B & 4 o L 21-12-2015
Record Edi. | Latency
stencytmes |isero | Recorded | 150 Masking off Wave repro 0% [P Jikz  [HP 10 Hz 6foct Comrerts "
ms w Rejected 0% Stim./Sec 51 Residual noise ‘ Fmp ‘ Ratio MN/A

&

N Rejection +40pY Headset Insert phone Polarity Rarefaction Stim TB 500 Blackman {3 sines) i

El @ Show conditions Shaw EMG graph

i LT
S0y [
ms v
N1P1 Amp
(LASAVR=L) .
) P,

Cursor

Foed  Cusor DI

me
w T8 500
95a L
Display fiter setting [95aR3 | T8 500 T
Lowpass Hghpsss i
Nore v Nore v !
EXT3 T8 500 95 L1 oS
B nHL s —)
10 u] 10 20 20 40 50 60 p 80 90 -10 u] 10 20 20 40 50 60 p 80 90 —

No hardware detected.

For Help, press FL

Session name:oVEMP FDA Protocol

Session date:21-12-2015

VEMP @

oVEMP ZX} & 7| Z0f TiSH ARA
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5 Aided Cortical 7|& X|+

P FO0ie = }SLICH EP15/25

SHUAIR. O] M0 A
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Aided
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AZEQ0f9f Cf

| 7|57 32 dyso,
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5.1.1

Mastoid
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5.1.2  Aided Cortical 2 2| X3

Aol SEVIE Soll BT A8 mE g8 2 7IF517| fIsh 210{et 22 X=0] . ISTS(International

Speech Test Signal, = X0 SAZA[Z)E IS0 A0l A2|7F MA|ELICE O] IF 0] SpRefL(dB Speech

Reference Level, dB 210 T 2f|#)0| |2 ALEE LICH 0|2{%t O| R 2 X F b= XAp=0| N Flf=
X=FECHH A SELUCH

1n
=l

ol 7tX[e| Aojet &2 A=FE AHBEY = ASLICH
- ManU-IRU

- HD-Sounds™

- LING-sounds
A=t A ZAL O 7 H=0f L3t XpA|BF LfEE O] &9 BREE B EHHA/IL.

5.2 Sound Field Analysis

74)\} 7}01| 7"““0“)\1 xbex-lol_| %Ept-l

=~

S|
I=!A-|7|'— EI—IQ| AIA|E|ME [[H *I-IEI

S0 KO|7F S-EH 88 24717t thaol dM &
SELICE ALEALZE O] 245 AH8St & 89 e
S 22 MAISH= ZH0o| HE

— o
00|32 & FAfoiof SfLICH =4
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k?  Aided Cortical v

Becord |Edrt I Latencyl Hepgrtl
. . Response
Stimulus Man. Stim. probability
Level — |

Type:— a5.0%

Mask. . OFf
Ear: |Unaided {UA) ~ [] 55dB

Qutp.: FF {Bone outp ) [] &5dB
Rate.: 0.9 Hz [] 75dB

Polarty: —

HPF: 10HzG&oct | —

LPF:  10OHz | |—— |
Sound field analysis..| T

Status

Recorded : 0
Rejected : Mone

Wave reproducibility in %

0 25 50 75 100

Start

Pausze

Mext intensity...

otz 22 30| 2MEUSS LIEILHD], HAHE U2 Biztz QI8 2 FEL Hudsl Xt=2

2|0
a
XHo|7h g E L.
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Sound Field Analyzer..
L‘.ﬂrnd target
ManlLIRU High 5548 f
ManU-IRU Medium 3048
ManU-IRU Low
HD-Sound™ High 5548
HO-Sound™ Medium 3048
HD-Sound™ Low 2046
Ling 'm’ 2048
Ling W' 2,046
Ung'a' 0548
Ling ¥ 20d6
Ling 'sh' 55dB
Ling s’ -10.0dB
-15 13 T F) E] 5 3 4 0 1 3 s 7 g 1 13
Sound field analyses
| Analyze SoundField.. | | Adusttolsget | Cancel |
[ ok | | coca | \

15dB

'SHUOR IS C2U A BN WU HAEDE 2t X430 SHIE YA O LIEIL

gLt
Sound Field Analyzer...
Eﬁdﬂl target
ManU-IRU High| ] 0.0dE
ManU-IRU Medium 0.0dB
ManU-IRU Low| 0.0dE
HD-Sound™ High 0048
HD-Sound™ Medium | 0.0dB
HD-Sound™ Low 0.0dB
Ling 'm' 0048
Ling'u' 0.0dB
Ling'a' 0048
Ling | 00dB
Ling 'sh'| 0.0dE
Ling ¢’ 0.0dB
-15 -13 -1 E:] 7 5 3 -1 0 1 3 5 7 L] 1 13 15dB
Sound field analyses
New. gy o]
'ool'g FEWH B LEO0| MY ELCH BFE ZF Eot E Mo EA[EL|CH
S8 240 i3t XS LEE Eclipse T} 2 EAE BZFLAIL.
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53 o HE{} 2F0]
Aided Cortical 2 &0 AAF ZH0| CHBH
718 "HOoM " Eofl Qe EELHR O

HHELICH O| A2 =53] Al4H 2822

k?  Aided Cortical

Becord lEdrt ] Latenc'_.r] Hepgrt]
Man. Stim.

Stimulus
Level :65dB SpRefL
Type : ManU-IRL High

Mask. : Cff

Aided Right (AR)

Aided Left (AL)

Aided Binaural (AB)
100Hz

Sound field analysis..

Paola
HFF
LPF:

Status
Recorded : 0
Rejected : MNone
Speech sounds
ManU-IRL High
ManU-IRL Medium
ManU-IRL Low

‘Wave reproducibility in %

25 50 75 100
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5.4 Aided Cortical 2 & u}d 07
Eecnrd| Latenc'_f] Report ]

Latency times
ms

ny
B1 tr
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N2 tr
B3 tr
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wertal ]
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541 HIA

Becord |Edrt ] Latency
Wlan. otm.

Stimulus
Level :65 dB SpRefL

aril

ChFet oty Zntet oF0f 7+ Zetk|of

UA |(Unaided Inc |Inconclusive
AB |Aided Binaural CR |Clear Response
AR |Aided on right RA |Response Absent
AL |Aided on left RN |Residual noise
ManU-IRU
dB
SpReflL Low Mid
Respunse: Present
Detector: 99.11%
RMN: 0.999uV
75 UA Comment
Response: Present
Detector: 95.86%
RN: 1.200pV
65 UA Comment
Response: Present Response: Inc
Detector 95.94% Detector: 94.69%
RN: 1.398pv RN: 1.112uV
55 UA Comment Comment:
Ve
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55 #E7| Y12E Fmpi

Aided Cortical Z&2| Y&t =2, Aided Cortical Bt3= & | @loh 20| L& AS LI Fmpi

A7l HUE o] SH ME: HEZ EX| &S HAISIDH, ABR 0| Mt 20| =X|& Fmp 24 (0l
|

XL
2.65)2 HA|SHK| L&SL|Ct EHX|= 95%, 99% = HE 2 MET 4= Q&L|CH

56 HY¥EHE DE A9 o

ST AHE OE dAF 21 JEjE2 2tAOtc o2 IZ0 B0 Lttee 22 ofH Qi LIEHE
7 A=X|of it ol Alof =kt Ct

QFIF Lol Xt= 7, At= o &, At= v, 2H 273, = HiX| S2 25 202 LIEtLE= Aided Cortical

SEX ez, A HOHE HE7F d=HAE AN
¢l HIOIE MESt HUWE = J=E ¥ Y Z2ESES

uE Hl

A 2HOILLHE 7I*F01|A1 =3 3

AM&dteE A0] S

e e e
+20 uv‘
I
o N — 7m ManlHRU
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P
///.» — . m: ManlRU
[oha [ : e — — -
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b
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5.6.1 Aided Cortical 2] Oj7jH 2

(o] S
=

Aided Cortical ZA} Oj7H 4

A CH XL 2Ef Mo U W23t
= = T30 AZ
= ZUH FA
A= olojet 2 K= /¢ ManU-IRU, HD-Sounds™, LING-Sounds
MAl Hl2 0.9Hz
Xt= 20| = 5
KAl HEE
22 75dBSpRefl, 65dBSpRefl, 55dBSpRefL
FIHE(Hz)
- ManU-IRU 22240 -600Hz), &7H(1100-1700Hz), &=(2800-
4500Hz)
- HD-Sounds =& /m/ (200-500Hz), &7t /g/ (800-1600Hz),
=S /t/ (2000-4000Hz)
- LING /m/ (250-500Hz), /u/(350-900Hz), /Ah/(700-
1300Hz), /sh/(1500-2000Hz), /ee/(2300-2900Hz),
/s/(5000-6000Hz)
= 7= H= 5 8 x5 LY
712 e 1Hz-100Hz
Fmpi &4 & 50-550ms

7|12 &t A= -60ms A== 540ms
ot i 60ms - 270ms
A9z ‘gQlo| AL 80-100

S0t 42 100-300
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A 2E 2oldAE Hd SM2 WEUHE SHE MSTLCH £3F BN 7|52 "CHA| e = JAEE
4 AQEE 7|ESlE O AT 4= JUELICH LHEWH OB = XBX2Z Excel X Matlab T2 IZH0f| A
FIE 2Me 5 JAEL L

W ebXtofl cHet 2HEE ZITH S 2t2|of CHet M2 ]
Interacoustics A/S = LHELfALL =™ E DU S ABEoEMN Hdot TITH E= 2HA} 22 @ F0f CHoY
OoftH MU X|X| &LEL|LCE

AT ZEO CHet RiMSt &2 7t EEE HESIHYAIR.

2 IIS0) ARE CI FE BUS FI12E T F4 I52 A8t Aol T2/}

“\r John Doe 6. Current date : 08-11-2018
File Edit View Help
Help Topics CE-Chirp L ?%1: ?%
Guides and instructions

Quick Guide Videos

Rresponse
confidence W Fmp: 1263
—

—
Research folders > Exported Waveforms
About... WAV-files

eSO AR Log files

Ear: Left 45dB Research Tools

Outp.: Insert phone 50dB

Dmte - AR 1 U pear | m

6.1.1 4ol “OA] AR S 3 G 9= 27

HX HO|HE 7|5 Z2EZE0AM 7|5 HO|HE Mg EME APTLICH 282 HRSMAIL.
E4E TE0 AL CHO: “C:WEP Log").

~
HOlE 285 A%

OF

tn, T2EZ 2 MEiSH S, ZALE AATLCHOl: Z2ES F o8 HA,
O|A| O] MMo| ZE A} GO|E7t 7|E |1 "CWEP Log” EH0| ME LI AELICH
BE 2IA GJOJEE 3lER|0] BE/Zf HEELICH

C:WEP Log 20 E €11 Matlab/Excel SO|A H|O|E AFES A|ZFEHLICEH

Ve Y
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System setup T X
Auto protocols | General Setup | Printer Setup | Latency Template | Report Templates |
Predefined protocols
Selected protocol Name of protocol
e B e 15 . v Dk | [ Gowo
Type of measurement Recording properties
ABR-30 v Printer wizard Stop criteria
Stimulus propeties Number of stimui: 4000
Stimulas pe ot Stimulus ear 5
Windaw Sine waves 2 sinfes) 1.0 ms Insent phone ~ Response corfidence
e —— Manual Hlesh  Right Detection=99% (Fmp=3.1) | [] Stop Ciiteria
- B FRize/Fall: 2 sinfes) 1.0ms [] Binaural Stim Residual Noise Target Line
Masking 4nV | [ Stop Ciiteria
Polarty Flateau - 1 sinfes) D5 ms Masking level method
Aemate - Fmp range
it 22 From : 5.0 msto 15.0 ms
Masking affset aniid < )
fmensty 0d8
o: O OO O O0do oo Recording
v [0 [0 | [0 s |70 a0 [s0 o0 |dBaHL STT“'UWDE Begnat 0.0ms  Displ.to 20.0ms
Tmes: 1 1 |1 LI O R E v ¢ ¢ ’
(O Ascend (® Descend Soft attenuiator Masking in Ipsi Rejection
Lovel
Fiter propeties Display propeties 0WVO2dE) v
Filter settings for input amp Display Sindle Curve
Low pass: High pass [ Auto amange during test On
TE] ESReotd T | || | Hghowsimene Mgt sereen Latency Templaes Optinize recording
Preliminary display settings Bayesian weighting
Low pass High pass Voh/dv response cuve  Gainimfoonraw EEG  Bassline method [ Minimize interference
C R S— o
From : 5.0ms To: 150ms
Specialtests VEWP < <
MMN/P300 MMN Frequent rate EMG Controlled stimulus/recording | Seftings [
Fare Patiert’s EMG moritor Moniter Tone (260 Hz) Destination
Frequent G sesing off [JLog |Applcation DetaLogs
oK Cancel
3L - =
3L al /e = .]
6.1.2 H JFA L/EE JAA AA HEUZ
OlH} M X L Il =S XISH © =2 MXSH
Aot 2FHOM LEH IHE S MY fIXE 2EeH
R Pl "
Ofl: "C:WExport waveform
e e [T
Aute protocols options AP amplitude {frea method) )
i, Muttiple waveform
Separate ears ) ABlin nES =
Export waveform
Destination
Coh E Please select the log folder
Display options
Export waveform
[ Invert curves on screen
nvert ECochG on screen > . Boot
Auto. Single Curve Display Gain . Buids
[ Show "EEG too low" waming . carlos
, Documents and Settings
[ Invert VEMP on screen g <
.| Download
. DRIVERS
EX JIAl A2 A SHE=2 o A = ZX E O =2l o o} =
EE 2ty S4S WEWEEH 4 ASS 0L LQEZ HECZ 28511, o] B Ity WEWZIE
AN EHSH
A EH LT
T3 S TS Iz S Sk A = =] © Ol = o A
ot for | AL [e]l k=13 ol o M =
O|X O] Ity Wty WELZ| Z2EAM = = A2, =7t 245 2/3ll Matlab/Excel SHM E ==
(0] =)
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4k research 4.4 test. Current date : 03-10-2013 ——====== \LFA - ALFA -
Sl ——

ALFA ====== J

File Edit View Help

B

X2 [LoopBack - LBK15 " i @ N @
Becond | Edt... | Latency | i 1048977 Reca
Stimulus: Man. Stim.
Level BDdBnHL [ 108
Type : Burst 2K 0 o
Mask. : O [0 1048
Ear: Right O 204 e
Outp.: ABR3A ] 30de l T
Rate.: 20.1 Hz [ s
Palarty: Con. [ 508 +5 v
HPF. B3HBlcdt [ e0cB
LPF: ke 0 7w
[ sods
0 0B
© ma)

Status

Recorded : 420
Rejected : 0%

252
2*g

Wave reproduchilty in %

0 5 100

E‘E

Debugging inf
Org Cal1:0.0dB Enlarge
Cal1.0.0d8 Cal20.0d8
s celt Diminish
Dwn1:30.0dB Dwn1:90.048

1 Hide

Cort:0.0dB or
CutcwD0dB  Cutdw:0.0d8 Fixate
Create sum curve (merge)
Add this curve

Delete

Ipsi-Contra (D)
A-B (N)

Export waveform

dB nHL

210123 4567t

6.1.3 AA YEUYI)(RE =)
H&5-THY, MM LHELZ| S k22 2 2stn 3180 EAIE B CIo|EQ MA MMS WeHL|CH

“If John Doe 6. Current date: 03-11-2018
File Edit View Help
System setup

Print Ctrl+P
Print Setup...

Print anonymous

Print patient data te PDF

Design and preview session

Exit

6.1.4 Q=AY v 93 YJr7]
Eclipse 7t P AC|X| 2%US 0 7|2 = HO|HE H2Y 4= UX|FH AR & 7|

Eclipse O M 7|2 0] 2t & &-20i2k st

olr

of tieh 2to| AT e

Ve Y
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6.1.5 AZL& WAV 39 714 2. 7]
WAV I+ 70| CHiot XHAIDH HE & Eclipse AH[A HEA A =Qlgh = JELICH EQstH 2o
e [o] SNPN N

WY 2ZELOE €0 MYUS FIt0t Ok

SHHE 37/0f %A TS ngeLct

]

1. "AI= 7 HES SElstn Fohe o2 MESHL CHOY|: ABCDEF).

-
(& EPcx Calibration - DSP:01.003A7‘. =)

Stimuli Att. | Input Att. | Stimuli Level (Click Tradit. W, TF Monitor Tone) |
Tone bursts, Click, Chip® & NB Chirps® Wavefies | Settings

Transducerto calibrate
' Right ABR3A " Right TDH39
 Left ABRIA © Left TDH39

" Bone

™ Bass on 2 stimuli
Stimuii

Stimuli name:

File name ' Active for calibration

| =

I™ Cortinues playback fwhen used as noise stimulus)

Level (peSPL)
* 100dB © 0dB

([ st i) Fiemove siimius. |

oK | Cancel | Wb |

2. W¥S FAYLICE 100dB £ MEYStD SEfO|HE AME8 nE S =FE Lt

Transducer to calibrate
%" Right ABR3A " Right TDH339

"~ Bo
" Left ABR3A " Left TDH29 "
[~ Base on 2 stimuli
Stimuli
[aBcDEF =l
Stimuli name
IABCDEF
File name % Active for calibration

IC:"-.F‘n:uglam Filzs (cB6)\Interacoustics’\Eclipse\EPwod\Application Data’f |

[~ Continues playback {when used as noise stimulus)
Level [peSP
' 100dE &4 0dB

Calibration: 14.0 dB

T

Corection peSPL2*RHE105 dB

1
o

Add stimulus... | Remove stimulus... |

D-0119953-G — 2024/05 (=)
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3. EQ05H, peSPL-nHL WS &350 0dB £ MEiot OHE, £210|HE M8 B¥S =geLICt
a. A=2 SPL M= MM HE A M == JASHCL

——— Transducerto calibrate :
@ Right ABR3A " Right TDH33

" Bo
LR ABR3A Left TDH9 "
™ Base on 2 stimuii
Stimuli
ABCDEF =
Stimuli name
|ABCDEF
File name @& Active for calibration

IC:"-.Pnglam Files (x86)\Interacoustics\Eclipse \EPxec\ Application Data' . |

[~ Continues playback {when used as noise stimulus)

Level ipe3fL)
10048+ DdE

Calibratior: 1008,

e e e,
i
QCcrredion peSPL<znHL: 10.5dB )

=+

Add stimulus... | Remove stimulus. .. |

4. SE W0 (fo L2FD AT DFO O HYS FUSEZ SR,

5. MEZ F7HE X522 AH8sH7| {3 2ZEYOE € EFLE =50 ABCDEF At=0| LIEFELICE

Autto protocols Iﬁenelﬂ Setup } Prirter Layout ] Latency Template | Report Templates |
Selected protocol Name of protocol Frodefined protocols
protoc ame ocol
Threshold Click ~| The ABCDEF test New: Delete
Type of measurement Recording properties
Stop cere
Stimulus properties Number of stimuli: 4000
Stimulus type Burst Stimulus ear L™ | 3
Window Sine wave:
Clck Manual ’

ABR3A v Response confidence
et Rght () _amn-ssuﬁm-z.n ¥ | [ Stop Crteria

[C] Binaural Stim Residual Noise Target Line
Mask. diff. 40V ~ | [¥] Stop Criteria
Off X, Fmp range

From : 5.0ms to 15.0ms

B - (Mona -] < [ '

Tone Burst
NB CEChip®

level 0 0 20 90 100 dBnHL Recarding
Times: |1 1 1 1 1 1 1 1 1 1 1 Begin at -0.0ms Displ.to 20.0ms
) Ascend @ Descend [ Soft attenuator < =] > < (= 1>
Fiter propeties Display properties L:?:"“"
Filter settings for input amp Display Single Curve
. Advanced...
Low pass: High pass: [ Auto amange during test CJon 240 uV (92dB) = [Advanced... |
1500Hz v [B@Hz6lt  v|  [IShowstmrte [V Splt screen Lotency Tempites
[CJ Sheww sim freq. Optimize recardin
Preliminary display seftings ! 9
Low pass: High pass: Volt/div response curve Gain inflo on raw EEG Bayesian weighting
None < Nome -~ @OF  Ondd O asafactr ] iimize edrence
) ‘Wave Repro:
Specaltests VEMP From : 20ms To: 200ms
MMN/P300 MMN Frequent rate EMG Controlled stimulus/recording Settings.. <= L 4 = »
Rare r
Pat MG faritar = (950 H] Research availbiity
@ Frequent = ; atient's EMG monitor Monitor Tone [250 Hz) Destmation
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fa DP level
{Hz) (dB sPL) (dB SPL)

1000 129

1500 B.6

2000 143

3000 0.6

4000 13.6

6000 229

Point summary
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Test summary

Average stimulus level
Stimulus type

Stimulus stability

No. of accepted sweeps
No. of rejected sweeps
Response reproducibility
Total OAE
A & B mean

A - B diff
MEP

No. of detected bands -

(240)

(s0)

(0)

Band summary

Frequency TE level Noise
(kHz) (dB SPL) (dB SPL)

1.00 7.7 -5.3
1.50 73 -4.3
2.00 -8 -8.9
3.00 7.0 -6.0

4.00 6.2 -7.8
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ASSR NB CE-Chirp® Masking Noise Calculator .z interacoustics

Instructions:
Click |n|:ells 1o enter options and appropriate levels then press Enter / Return
some variables will be unknown {e.g. air-bone ga|
This calculator is a time-saving guide; the user must carry al responsibility for any decisions they make:
NOISE LEVEL is the suggesied dB SPL level of noise for the stimulus type, transducer, corrected age & stimulus level

Include 500
3to5

BC ABR threshold:
Stimulus Level, dBnHL: Masking Needed

Noise Level
70 dB SPL

Risk of cross-hearing without masking Risk of cross-masking if masking is used
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—
L= Z20HH S0l oo M YS KK HSLC

F

Ol= & FOIXtOIA 2t HEELCH 2 252 0|22 HME
2 232 Ct31 Z2 Interacoustics ME2| 7O0f & A

Interacoustics= M2 X|X| A5 L|CH

o 39l Interacoustics AH|A EEXL 0]2|Q AtEfO| =2|3t B2,
e Interacoustics ZA5H0] 2t PHEE = AME|HO S E Fe= YACE HIYE 82
o 28 L EFOIL AL HERUALL A2[Y Mz s RE Bt HY, & £ HAE
8%
e InteracousticsZt MS%t A &0 M2X| ¥ EHFESIAH FX| 2| E= AHEE B2
2 EE2 AN = AEXOZ 2 ZE EF 1} InteracousticsC| 2E O|F = MRS CHATHL|CH
Interacoustics= Interacoustics M|&2| Ot 2HBHA InteracousticsE CHAISH MAZS HEE HIA £

CHE AMEOA /R H2 2 dots MSotH L FOI0HK| EE LT

INTERACOUSTICS= &EZM == EY SH0o Metd

23S FogLL.

m|o
N

Zeis) YA £k USNoE 2 B

4R\
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12 7| AMY

121 7]& A - Eclipse 3= 9 9]
O| & CE Ot3: MD 7|Z2} BH| CE-OF3 £ Interacoustics A/S 7t 2|&27]|7] 7 (EV)
2017/745 2| 27 Aletg $FEE LEHELCH B3 A" S22 TOV -
ID B 0123 0ff 2|3} O] FOf LT}
BEE: orHA: IEC 60601-1:2005+AMD1:2012+AMD2:2020(2 22 |, 84 BF)
IEC 60601-2-40:2016
CAN/CSA-C22.2 No.60601-1:2014/A2-2022
ANSI/AAMI ES60601-1:2005/A2:2021
EMC: IEC 60601-1-2:2014+AMD1:2020
He 32 U HY: 100 —240VAC, 50/60Hz.
AH| 26W (ZIC 0.3A)
OF X 71
o by c e'"’ 3
s 3 s 25 15 — 35 °C (59 - 95°F)
Mol EE: 30 - 90%
FH 4. 98kPa ~ 104kPa
ey EH HE2E: 0°C - 50°C (32°F - 50°F)
25 2k -20 - 50 °C (-4°F - 122°F)
M SE: 10 - 95% (HI &=
UL Az A 220 °C) (68°F)OIM 10 2
At
PC H|0f: USB: USB 1.1 EE= 2.0, ZHE SAE 9T A/EH. Eclipse & PC 0| A
Q™| ZEE = USLICH
= & |
Eclipse X[ (LxWxH)28x32x55cm (11 x 12.6 x 2.2 2 X|)

Eclipse 3&:

2.5kg / 5.5 Ibs, AM M 2| X<
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12.2 EP15/EP25/VEMP/Aided 7] & A}

o|Z CE O3 MD 7|=2} &) CE-OF3 £ Interacoustics A/S 7t Q|27|7] 78 (EU)
2017/745 2| R7 Algtg SFEE LIEFYLICE B2 AA"> 522 TOV -
ID #0123 0f /s O|F 0 FL|Ct
HE: AL M= IEC 60645-3, 2007
AEP IEC 60645-7, 2009. EfY 1
EPA Z2|¥H=: 2Md BEE EPA4 A0l SHEH@ 7] M=), BF 50 cm. F4: 5 cm E+= 290
cm
1x19(SH) EPA3 A0l SHEH (3 7| M=). 50 cm
0|5 80 dB/60 dB(60dB = VEMP (-20dB))
Fots S 0.5 ~ 11.3kHz
CMR H|&: %|2 100 dB. ¥t 120 dB@ 55 Hz
2L(RTI) =< 15 nV/Hz
Fd Fo W4E: O|F0f| AbE ZHs% CIXAHQlOf HIBH YEPE o2 20 dB 7§
Aoy 42 2= Mot 25V
ol olmEHA: >=10 MQ/=< 170 pF
2He| M2 1500 V AZ| & A8t B M@ ST M= OX|E/H7
S WAooz HAF LT
EPA4 At
Uno|HA 54 Zt JF0| ME Tts
£d Fot 33 Hz
o A
5™ M7 19uA
H2: 0.5 kQ - 25 kQ
x5 s SE: =201 ~80.1 Xt=, 0.1 4 B7t
AW I/ E Bartlett, Blackman, Gaussian, Hamming, Hanning, Rectangle S
+3(85/5t8 A Plateau)
opA: HHAW A2 W7 3 peSPL2E HA|
B3}y 449 olol &, IEC 711 AZ oA BA.
Zt T g el AE|Ey 0| M0 JhsTt S EE (S4)
SHEI|(EH)
D-0119953-G — 2024/05 ()]
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AR 2OFH(EN)

2l 20 - 135.5 dB peSPL, F=3t<=ol| upe} that 2 M ehe nHL &
A= Al A= e G FANL

=48: A5, oY, uthy

28: 100 ps (200Hz -11kHz)

E HAE Fabg: 250, 500, 750, 1000, 1500, 2000, 3000, 4000, 6000 X 8000 Hz.

E HAE X2 A|ZH =|CH 780 ms THX| At=

NB CE-Chirp® LS FI}t5:

500, 1000, 2000, 4000 Hz

Y CE-Chirp®: LS

200Hz -11kHz

HOiH oA Y.

A= 2I2oj| CHSH +30dB ~ -40 dB. A= 2 nHL T2

HEA|ELICE OpAZ e SpL 20 BA|E|EE Xt2e| 7|2

Bt

Bt 4= QYLELICH o2 S0 XF20| 100dBnHL Of|A{ Z=0{X| O,

0dB of

M ATHA OrAZ 2”2 100dB peSPL Q| OFAZ HHS
MZEL|CE O] 75dBnHL 31} S YLt
Z|oh oA B

ALOI
HHd

oF

4 O|O{E: 110dB SPL, 0 ~ -40 2| 2YCHE 2f|d.

0!

S| EZ: 110dB SPL, 0 ~ -40 O] AMCHZE 2|,

ALOl
[SH=]

oF

4 0|O{Z: 110dB SPL, +60 ~ -40 O MCHA 2y,

0!

2o op2Z 2.

0dB ~ 110 dB SPL 2| HCf 2f'&. otAZ 222 SPL 2Tt
HAEZBZ X359 7|8 =1tg 5= Q& LICL & 0 X320

100dBnHL Of| A Z=O0{X| ™, 0dB Of

M ACHE orAZ 22 100dB
peSPL 2| OtAZ 2HS MSTLICE Ol 75dBnHL 2f|'&at
=Ygt

Z|CH OpAZ 2

o
soy

O|O{Z: 110dB SPL, 0 ~ -40 2| ACHA 2.
S| EZ: 110dB SPL, 0 ~ -40 O] AMCHZ 2|,

o
gy

O|O{Z: 110dB SPL, +60 ~ -40 o] AFCHE 2|,

X2 H -150 ms Ol Al Z|CH 1050 ms (2tO[MI A0 rta} CtHE).
A/D SHME: 16 H|E.
MEY Fuis 30 kHz
OIE|HE HE AJARY BE WY 7|H AlAH

+502-640 uv 2, 0.1uv ¥ F7L
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ASd WA 9H: ADC 9| Lj& ZH

EfojAT £E £ 450 71f EA|.
2o~ EH: S £ 17 -12000 Hz, & {0 e} CHE.

3374 & FIR ZE, Wave 2| M X|H 0|5 2x%

sto|mj & HE]: 0.83 Hz ~ 500 Hz, & |0l W2} CHE.
DSP 2L HE: 212, 100, 300, 750, 1k, 1,5k, 2k, 3k, 4k, 5k, 7,5k Hz
DSP Sto|mf~ HE: 0.5, 1.0, 3.3, 10, 33, 100 Hz
Cl2Z2 o] 0| 5: 2tk LA E 0] 0|5, A & HE 75, ©HE 4 Cj2Eg(0]
O|5. dAr & H& 7ts.
Hof of7RtH=E: NS £k, A= 3, 59, 28, & HAEF O, Al 7=,

=R, AS 8, 2EE 4 N, 2E(2EXE, WEKe),
SIE ZH7|, A= T, BgY], OfAZ 2R, ofjH| 2H 27,

712 29, RS O FE(EHBO| TS K o), Ut

i

Cl&~Z20] 0|5, Bt S C|AE2]0] 0|5, H|o|A2tel, F=7|

[ () =

e BEOM BER A, 35 A=, B3 ZQE

olo[Ef ~%: I EHA B AE,
SHE7171, 173, g, AH)

o, ody

FHS M HIO|EH O] A0 Ty AF.

Clo[E] &+ Windows® S=2 2o =2 & HO|H= Hel ZE 3%

Windows® %S CHA| 2FsHE AA8" & A7 ELCh

! HST| = SHLEO| Eclipse O B & 0|2t HE FHESHIAIR! 78 H|O|E = Eclipse Off A& & LICt.

= =
M| E WKA|SHH Eclipse Off S E #Het7|of O ME2 WFO0| 2oLt
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12.2.1 peSPL ~ nHL 23 %}

£ Y X2E(Toneburst)
ECochG/ABR15/ABR30/AMLR/RATE STUDY/VEMP 0 dB 2-1-2 A} o] &

Ay A=

EHEE
ALR/MMN dB 25-50-25 ms

Hz HAE oofE =z T Hz AU olofE H=E T
250 28.0 38.0 745 250 17.5 27.0 67.0
500 23.5 25.5 69.5 500 9.5 13.5 58.0
750 21.0 23.0 61.0 750 6.0 9.0 48.5
1000 21.5 21.5 56.0 1000 55 7.5 425
1500 26.0 23.0 51,5 1500 9.5 7.5 36.5
2000 28.5 24.5 47.5 2000 11.5 9.0 31.0
3000 30.0 26.5 46.0 3000 13.0 1.5 30.0
4000 325 32.0 52.0 4000 15.0 12.0 35.5
6000 36.5 375 60.0 6000 16.0 16.0 40.0
8000 41.0 41.5 65.5 8000 15.5 15.5 40.0

ISO 389-6:2007 ISO 389-1:2000, I%O1 3984?_2:1994’ ISO 389-
23 2
ECochG/ABR15/ABR30/AMLR/RATE STUDY/VEMP 0 dB ALR/MMN 0 dB
AR ol E H=E s AU ol E H=E e
=9 355 30.0 51.5 =9 355 30.0 51.5
NB CE-Chirp® LS NB CE-Chirp® LS
ECochG/ABR15/ABR30/AMLR/RATE STUDY/VEMP 0 dB ALR/MMN 0 dB

Hz HAE ol E F=E TE Hz AS1E ol =z =
500 255 275 74.0 500 255 275 74.0
1000 24.0 24.0 61.0 1000 24.0 24.0 61.0
2000 30.5 26.5 50.0 2000 30.5 26.5 50.0

4000 34.5 34.0 55.0 4000 34.5 34.0 55.0
CE-Chirp® LS CE-Chirp® LS
ECochG/ABR15/ABR30/AMLR/RATE STUDY/VEMP 0 dB ALR/MMN 0 dB
HUE ol E H=E s AU ol E H=E s
315 26.5 51.0 315 26.5 51.0
CHS(tone burst) 27240 ALR & MMN HIAEZ HM3ketL L} Click 2 CE-Chirps® Ls 0l & S8t 20
HEEL L
AR & MMN ZALS| 32 = HAE HFT HFE L
28 % CE-Chirps® 1s 2| 4%, st EF0| HEEL|Ct
D-0119953-G — 2024/05 ()]
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12.3 TEOAE 7|& A}

O|& CE Ot3.: MD 7|Z2} &) CE-OF3 & Interacoustics A/S 7t 2|2 7|7 77 (EU)
2017/745 2| Q7 Atete 5F%E LEIYLCL EE AAH 5212 TOV -
ID 1z 0123 0f 2fsf O|FO{ T LTt
BE: A M IEC 60645-3:2007
OAE TEOAE IEC 60645-6:2009, 1 & 2 & O| S &kt AL
N ] 22 "My
= 500 ~ 5500 Hz
2 30 ~ 90 dB peSPL, T2 O} T3 WM, AGC =X
2 THA: 1 dB SPL
=7 M-8 DPOAE/TEOAE Z2E (H=E 0.5 dB)
718 =4 A2k 5X ~308
MEY Fot 30 kHz
A/D SN E: 16 HIE, 3.7 Hz S & &=
OIE|THE {5 A|AE: 0~ +60 dB SPL EE= 7HE, A 5 B8 It
SNR 7|&: 5 ~ 25 dB ALO|O|M =F 7ts
CIAZ2 0] 0|5: Yk C|AE2 0] O] 5: BA S HE 7ts

OAE =2 H AIQF.

ZEH: HE =20f TEOAE &7
Xl (W x D xH) 12 x 26 x 11 mm ( Eclipse M 2l)
% 3 g (70l M, Eclipse M 2l)
39 g 71015 2, Eclipse M 2l)
e Zol: 2980 mm #0|&
1l OAE ZZEH& oLt Eclipse 0T T80|2t= HE RESHUAIR! WE HO[H= Eclipse O
MZEE LCH OAE #2t7|E XSt Eclipse Off HZE #2t7|0f CHsl 22 w7Ho| 2oLt
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Eclipse AF&-A 4] - KO

Ve Y
A\ _J4

Interacoustics

1603 0] %]



TEOAE 1 ’4:
ZZE K= EC 60318-4 Of 2t MIZH=l [EC 711 H AlZ2|0|H HEE AHE3H peSPL ZH0IA

NEHo = WFELIC

D-0119953-G — 2024/05 (=)
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12.4 DPOAE 7|& A%

O|E CE Oi3: MD 7|Z2} & CE-OF3-= Interacoustics A/S 7t QI27|7] 7 (EV)
2017/745 2| R A& £EES LEMYLICH S& A|2" 5212 TOV -
ID ¥z 0123 0 oJ8f O|FO{FLICt
BE HA MS IEC 60645-1:2012 /ANSI S3.6
OAE DPOAE IEC 60645-6:2009, 2 & O| S &kefAL
N Fote He 500-10000 Hz
Fots THAY| 25 Hz
2| 30 ~ 70 dB SPL
2|8 THA| 1 dB SPL
ek ™8 DPOAE/TEOAE ZZ2E
71E =4 A2 Ea2E ~ 2o HAF A2
A/D Sl & E 16 HIE, 37 Hz S & &

30 kHz

-30 ~ +30 dB SPL == HA. AL & HE 7=

1~ 10 dB ALO|ON Z=F Tts

3 ~ 25 dB AtO|OA =F 7ts

80 dB SPLO|A 100 Hz £ =2 HE &= 28

20| =0f| T3} 256 XIH

Fops urg

4096 X|&E Futs Bt

Cl2Zd 0] 0|5

dAL S HE 7t

OAE T2 H AQF:

maH. g 2o} DPOAE &7

bYES (W x D x H) 12 x 26 x 11 mm ( Eclipse X 2)

=& 3 g (Aol& M2, Eclipse X 2l)

39 g ZHI0]8 =&, Eclipse H|2)

Aol Zo|: 2980 mm #[0| 2
HI OAE Z2EE HLtO| Eclipse OEH M80j2ts Hg |YEsHYAIR! % HIOJEE Eclipse Of
MZEELICE OAE H2t7|E WX|SHH Eclipse Of HAZE Het7|0f o) 2R g0 gL T}
DPOAE 1

ZEE XS LI HIREIE
UM BN =2 g ELICh

D-0119953-G — 2024/05
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IEC 60318-4 Of 2t M 2=l [EC 711 | A|Z0|E HEHE
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DPOAE =2 FdE =3 =& Mo SES ASYLICL J, FOLFE RN HH 2/0|= He{ollM
XEE M7IE O F&s| YL IEC 60645-6 EF2| HE2 AH 4ol #Z M of
UG LICL TtA, S elet 20| 8X(53] 7ohof| tish = Z=tet A= +&F2 M&dts MS

Sofl AlgE H 2RO 2 X|&ot7| ffdl, & 7tX| Z2EZ9| IEC 60645-6 H?S HO{Lt= DPOAE 01|
CHe Cf = SetAel 28 ZXE 0| 85172 otRAELIEL
‘Ot0|3 B AHE" Sf0I2t0] MEHE B2, Of FdE A= Mo &-o| Zg=taE LT 1EC60645-6 £
YHUS AHESHE ZR2EZS 282 "1a "o|M "0to[3 2o A8 S| MBS HATHAIR.

D-0119953-G — 2024/05 .
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12.5 ABRIS 7|& A}

O|E CE Oi3: MD 7|Z2} &) CE-OF3 & Interacoustics A/S 7t 2|2 7|7| 77 (EU)
2017/745 2| Q7 Atete SF%E LEIHLCL EE AAH 522 TOV -
ID ¥z 0123 0f 2|5l O|F0fFL|Ct
BE: AL M= EC 60645-3:2007
AEP IEC 60645-7:2009 2 &
EPA Z2|Y¥=: 2K 525 EPA4 # 0|2 Z3E|4 7} ). = 50 cm. SM: 5 cm & 290 cm
12 (&) EPA3 0|5 SHE (3 7} H3). 50 cm
0|5: 80 dB/60 dB
Fot 3 0.5~11.3kHz
CMR H|g #2100 dB. &+ 120 dB@ 55 Hz
2L(RTI) =< 15 nV/WHz
£ Fot U O| 0l A+ ZHs3t CIXFQIO] H|s AEHH o2 20 dB 7H4d
o U3 = Al Tt 25V
U Am A >=10 M/ =<170 pF
1500 vV 42| AHESH 2 MY 38X Mze OXE/M7| 8
=He M:
Ao 2 HAFLLC
EPA4 At
UmHA £ Z} M=o ME Jts
5% Fofs 33 Hz
nt: A
58 MR 19pA
Hel: 0.5 kQ - 25 kQ
py=" = 93 Hz
2|'H: 30, 35, 40 dBnHL
22 100 ps
718! 24 Azt 120 =
A/D SHAE 16 HE
HEY Fol 30 kHz
O[E|THE {& A|AHL: BE MY 7|8 AlAH
ClAZE2 0| = YE W RY, aslE 2|
Kok A 70| 2= B3 Ths.

D-0119953-G — 2024/05
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gneE 4 28 99.99%

0|4 B > 97%
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12.6 ASSR 7]& A}

O|& CE Oi3: MD 7|Z2} &) CE-OF3 & Interacoustics A/S 7t 2|2 7|7 778 (EU)
2017/745 2| Q7 Atete SF%S LEIHLCL EE AAH 5212 TOV -
ID 1z 0123 0f 2fsf O|FO{ T L|Ct
BE: AL M= IEC 60645-3:2007
AEP IEC 60645-7:2009, 1 .
EPA Z2|Y= 2id BE EPA4 A Ol EHE @4 7] M2). EF 50 cm. M: 5 cm E££ 290
cm
1 M2(&3): EPA3 # 0|2 23 E @ 7 H3). 50 cm
0|5: 80 dB/60 dB
Z=nj4 25} 0.5~11.3kHz
CMR H|&: %2 100 dB. 25+ 120 dB@ 55 Hz
2L(RTI) =< 15 nV/VHz
2 Fob d: O| 0l AHE ZHsot CIXtQlO] H|sh HtM o2 20 dB 7HM
| U Al Mot 25V
o3 olm| A, >=10 MQ/ =<170 pF
UmHA 4. ut: AR
58 & 19uA
Hel: 0.5 kQ - 25 kQ
W NE R LR 40 == 90 Hz
HET|: Ear Tone ABR &% O|O{E, IEC 711 HEHO|A 1.
= (NEAL)
SHET|(EH)
2|'H: 0-100 dB nHL, 5 dB ¥ &7},
NB CE-Chirp® FIt5=: 500, 1000, 2000, 4000 Hz, &% HOlA S Lt A7t
O = 1 octave + ¥ octave — 3 dB
op2 g AR 4 F 0 - 100 dB SPL
24 Az ASSR M= ZX|HA| 6 & - Z|TH 15 27HK| A & US
D-0119953-G — 2024/05 (=)
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30 kHz

-

BHE M 7|dl

>
[>
i}

I'-|>|

74-110 dB. A& & & ME

2, ko X ¥1e|E =

99% = 95%, 2Tt =&

=& 5, 10, 20, 40, 80, 160, 320, 640 pv AU

Otef 21 5kHz, 24 dB / octave

ES-L MR

Z|CH 8 7 SAl At

=2 SEH2Z HO{(ZE ol z|ch 4 7H)

Cl~Egl0] o] 5:

871l A= ZtZtofl Choll S-H Q! A%, SX| Ao

Hof of7HH

A Z2EZO0f 02I0[2t ol =gt

zZ
o

o

>
~
for
riok

Hnl #HE7| = 5Ll Eclipse O 2t M-&0|2

WH|SHH Eclipse Off HZAE

D-0119953-G — 2024/05
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FEOMAIR! B HO|HE Eclipse O M&E LICH
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L|Ct.

I

=

o
o

O Eclipse A|AHIO| R&

A2}7] 384 (EMC)

12.7

P Al AEIO| RF R A T

ol

Of A 40| A

I==]
o

=
=
K| 24 M0 A

Mz=gH7L XI8e Hol=S

2 SHA| @& L Ch
Lok X

—

—

= AFESHE T YE0|
2h)

3

=

-

FL|CF:
o

=

e
[=)

Lt

!

=

o
o

t7F Sl& LIL.

L|Ct.

X

HiLtet 22 FHI|7| =
iiE

Ea

(k=]

t

L|ct.

ot 273 x| ofof
ot
of

7
ol
8%

Mz=gH oM CHZar 20| Ze
I}
2

o

JE& 7l& EH)7t

X S}

=
=

ol

=

F

—

t71
37t AFR o 22

.

o
Qld

=

2
S

HLt A0
H|o] ZE EEO0|A 30cm(12 QIK|) BO{Ee{ AtE3fof

s

2HEOIM A
LICE =7t EEA7F

b

—

b

—
A

IEC60601-1-2:2014+AMD1:2020, emission class B group 1

HIo|= Xt FHI(

.
o

aHl=
(=1
o .

| Ab
HHHE2Z EMC 27 AFEE &5

7FStALE 80|

=5 A<l
LCk 22

o

F
b

= YH| o Hz=YH oA X FSHALE A
= X}

=

o
o
[
=
T

.

KO0

!

%0
W]
<l

X

L|Ct. EMC H|

B[l

, -2,
1683 0] %]

L=

SES

]

A
H

3}
i=

B, Wi-Fi, 58 3 A, 7] 5

kv

o

o

A8, 2}-9-

o

7], PDA, o]t ¥l
Ve N
Interacoustics

E|O|C|of FH|2 ™AL

H
=

= =dto]H AEYA], SYE AHOE AEHX] 5o

2E,USB 2K, 5

T

EN 55032(CISPR 32)

EN 61000.3.2

dH,
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EN 61000.3.3 A7 22hd (EMCO) - Mot - 33 MUY 35 Al2EHe MY Hat e
HE X E2|17 Mz (AC FHAC oY, & 16A O[5l FH| 4™
)
LHd HAE
EN 55024(CISPR 24) YEI|E FH - g E4 - He 8 5 U
IEC 60601-1-2 Off X|'§ &l CHE EMC 8UE E517] i M= H0l| YAE TS AN AM2|2HS AHESHOF
L C:
=7t BH|E HASLE AEXHE A|AEIO| IEC 60601-1-2 EES Tot=X| O£ 5 2HQlg 2 Q10|
UE LT
AolE F8 X AO|E Z0|7}t otzfet Zo| X|HE Z2, IEC 60601-1-2 Of X|HE HE EMC 27 At S
F4=5}{OF LTt
a7y o] A 221y
T Aol= 2.0m ME RAEX] $S
USB #|0|= 2.0m MY ZAHE
EPA ZZ|H= 2.5m ME ZALE
EPA3 7|05 =3 H 0.5m MY ZALE
EPA4 70| S8 H 50mm/0.5m/2.9m M ZALE
LBK 15 S I ALK} 2.0m M ZFALE
MUY 0|0fE 2.9m M ZALE
A S == 2.9m Mg ZAHE
el 2.0m Mg ZAHE
OAE Z2H 2.9m Mg ZAHE
Yol E2[A Aol 1.5m/5m Mg mALE
D-0119953-G — 2024/05 ()]
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XA U HZHH M - ®XLI| GE
ol
=

Eclipse = OF2{0fl FA|El TAIat SHZ 0 A AFESH7| Sh X YLICH 12 L= Fclipse AH& A= 0|2{%h B0 A AHZ3{Of BFLICt

o=

WEHAE =T Txtot 2 - x[A

P
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Return Report - Form 001 Interacoustics
Opr. dato: af: Rev. dato: 30.01.2023 af: Rev. nr.:
2014-03-07 EC MHNG 5
Address
Company: DGS Diagnostics Sp. z 0.0.
Rosowek 43
i 72-001 Kotbaskowo
Address: Poland
Mail:

rma-diagnostics@dgs-diagnostics.com

Phone:

e-mail:

Contact person: Date:

Following item is reported to be:
[] returned to INTERACOUSTICS for: []repair, []exchange, []other:

] defective as described below with request of assistance
[] repaired locally as described below

[] showing general problems as described below

Item: Type: Quantity:

Serial No.: Supplied by:

Included parts:

Important! - Accessories used together with the item must be included if
returned (e.g. external power supply, headsets, transducers and couplers).

Description of problem or the performed local repair:

Returned according to agreement with: Interacoustics, Other :

L] [

Date : Person :

Please provide e-mail address to whom Interacoustics may confirm
reception of the returned goods:

[ ] The above mentioned item is reported to be dangerous to patient or user 1

In order to ensure instant and effective treatment of returned goods, it is important that this form is filled in
and placed together with the item.

Please note that the goods must be carefully packed, preferably in original packing, in order to avoid damage
during transport. (Packing material may be ordered from Interacoustics)

! EC Medical Device Directive rules require immediate report to be sent, if the device by malfunction deterioration of
performance or characteristics and/or by inadequacy in labelling or instructions for use, has caused or could have caused death

or serious deterioration of health to patient or user. Page 1 of 1
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