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6.1 OtoRead™ SIER M — 7| & ALY

o9& & CE CE vl =+ Interacoustics A/S 7} ¢ 5.7] 7] A %] 93/42/EEC &] H-= 1l 8.7+

wk= AHEHE S E5SS YERY YT

F2 Al 2E 528 TUV - ID M3 0123 o] 2]3) o] Fof F ).
OtoRead™ = EU 9] & A X 93/42/EEC @] T3 lla & 2= Ak 98
Al E P Yt}
xF kA A IEC 60601-1:2012 W] A 2=, B} B H-+&
EMC: IEC 60601-1-2:2014
oA ISO 389-2:1994
ISO 389-6:2006
HAAL 2 E IEC 60645-1:2012
IEC 60645-3:2007
OAE: IEC 60645-6 2009, B} 2
A= A IEC 60601-1:2012 &~ I
R UES12LCP-050160SPA
Z=A9 Wl 1 Fujs 100 ~ 240 VAC, 50/60 Hz, 400 mA
=9
5.0V DC, 1.6A MAX
RARTRIYE e 15 ~ 35°C, + 59°F ~ + 95°F
A FE: 30 ~ 90% (H]-5-%)
3 e 98 kPa ~ 104 kPa
) 3= 3|2 2000 m / 6561 ft
8 A7k <5x
TH| AT <1
=5 2 B33 By &5 0°C ~ 50°C, 32°F ~ + 122°F
e -20 ~ 50°C, - 4°F ~ + 122°F
B2 540 5% 10 ~ 95% (M]-5-5)

Ak

OtoRead™ =] 4= 6.6x3.1x14.5cm/2.25x 1.23 x5.78 ¢13|
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tolg QlEjF o]~ 4 4 USB
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v E] 2 3 32 HF ol

== 3.7V / 1750mAh
71 7 A 74} 500 ¥, # 4 20 A 7 ALE-
o 5.2 HAF2 3)(ZF A9 1 3]) 2 500 3] AA
A4 Y e 2] S, PC 7] 8k Hlo] g wo] 2~ L= 7 3 3} 9]

TA EE ZHE (S} S8 539 USB
Al
nho] A2 X2 H A48 HDMI A Y E
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nlo] 42 T2 H

20 dB SPL @ 2 kHz (1 Hz 1 <)
13 dB SPL @ 1 kHz (1 Hz o)

Zo]: 1.0 m (40 21%])
-71: 28 g (1.00 o0z.)
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DPOAE
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33 T35 f2
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) T 1dB
W37 28 25 AE, As 1A
7)1 = A Ak F9543 051,254 %
AD 3| A% 16 H| E
A= 38 S} +3dB
SNR 7] 3~10dB
g H 7‘\:4[74 %L 1%
DP & % 05~4%
E S -20 dB SPL @ 2kHz, -13 dB SPL @ 1kHz, (1 Hz t &)
THD: o] F 28 AL A1 F <0,1 %, 1] HES*<0,01 %.
*27HA 718 Atol o] s AHE)
=74 ¥ -20 dB SPL ~ 89 dB SPL
=S4 AU <+3dB
U] =& o] SNR ¥ gt 7832, %+ dlo]g]
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WAL TEH FH
7] €}
AAF 4 | B
TEOAE
A= T3 19 700 ~ 4000 Hz
A= 8 2 =9l
o Hl: 83 dB peSPL, ¥ =17} 14
=48 64 Hz
A= 3§ Ak +3dB
137 T2H AF AF, As wH
7| = A A ZHEA O): 4,16,32 =64 %
AD A% 16 H| E
SNR 7] 3~10dB
54 WS -30 dB SPL - 100 dB SPL (H th =3)
S AU <+3dB
MZ P Fupd 31250 Hz
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6.2  WEI| g3 7F T A
% 1: G.RAS. 23 F35 4 7= RA0045 OES
&4 Ha Hj Ha Hd
F9(Hz) | F95(Hz) | $95(Hz) | Z71(dB SPL) | =7](dB SPL)
732.4 727 737 83 93
1037.6 1033 1043 85 95
1464.8 1460 1470 88 98
2075.2 2070 2080 92 102
2929.7 2925 2935 92 102
4150.4 4145 4155 85 95
5859.4 5855 5865 76 86
%3 xZrH Y 5F AL A7](dB SPL)
ZF947[Hz] IEC 60711, RA-0045
732.4 88.0
1037.6 90.0
1464.8 93.5
2075.2 97.8
2929.7 97.8
4150.4 90.6
5859.4 81.9
63 IIF
A3 ZAE HDMI(T%)
a1 T2l + 1 W] A}-E-
o2 FA A= 12 w|AL-g-
o3 4l - ¥ 13 H|AL-§-
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OtoReadTM S 2 X| 5
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QIT S AL &2 ME| 2 OtoReadTM S AHESHA| OYA| . QI SHAHLE A2 MEfE AL OF T H2,
AEXI7F TGO M e ZhE S 2 olslof gL ot

Interacoustics 7} L& £&F2| N £ = HO{SI= FH 52 M ISt X|HE 74 0]2]2] WA A 2],
EUMATM U AOIZES AES 42, L& 2ol SItStALE &X| Q| Lfd o] ZAg = ASLICH

Z7h HH|E HZASIE B E AtEH2 A|ABI0| IEC 60601-1-2 EE S T45l=X| O £ 5 2 QIgt 2 Q0|

OI¢|_| |:|..

A H

N X HE=AH HAH - X7 YE

OTOREADTM £ OF2liof] HA|E HXtm} SHZH0|M AL S|7| et HX|YL|Ct 174 £ = OTOREADTM
AL XL o2 gt 2 A0 M A5l of BHL|C}.

YEHLIE ET M Xt} g3 - X|H
RF 2 181 OTOREADTM = W& 7|5 RIS M2 RF | HX|E
CISPR 11 AtE2sHL|C}
et RF Y E2 0@ R0 22X TALEH|2t
tdE €2 7t do| Ha ULt
RF &= EL EaY OtoReadTM = 2= &, L&, H=L{ 2 8
CISPR 11 Z718 $H0lIM ALBSL7| HBtBL L,
e s
IEC 61000-3-2 A A ZHH 2]
MY Hs/ o
2o EE
IEC 61000-3-3
R8N RHIYU RF S EH| U OtoReadTM ALO|2] A E 0| H A2
OtoReadTM = Y ALE! RF Z 0§ 7F MO & = TAtI 2F O M ALESH7| @l ot A ILICE 224 &=
OtoReadTM AMEXt= &4 TH|2| ZTf =3 T Hof Wt otz et 20| Fii& & ZHHY RF &2
XS L71)2 otoReadTM ALO| O] X[ & HE|E FX|SH0] T AL 2H4d S ZX|SHOF LT,
Su71e x|t EH | S47] Fatof WHE 0] F AHE|
£ 1Y [m]
W] 150 kHz ~ 80 MHz 80 MHz ~ 800 MHz 800 MHz ~ 2.5 GHz
d=117VP d=117VP d=2.23VP
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.17 1.17 2.33
10 3.70 3.70 7.37
100 11.70 11.70 23.30
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2 238 x| H
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M2} 8} Bt 20| Of OF gLt
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0|2} O[O OF 2 L Cf
718 LA e kALY 22kl | +2 fV(E%%% ~MQ IR MG E
ol o
samAE 42) RS2 7718 879 S31 20jot
+H kV(d /=4 gL ct
IEC61000-4-4 +1kv(Y /= 21elo| | glele] <)
8?)
x| HKVAHE 22 kv AR B FHYU B2 Y8 EE
=ML std ol 531t Zotof
E A} 1 T/l 0o S e =
IEC 61000-4-5 PKVEAN D *2kVeY B .
e SFL LY.
Hel B3 <5% UT < 5% UT (UTeIIA FHY BT MU L
72ts >05% 733
srolof Mol ey | (UTOIM>9s% 3h, 05 | 298% TP | <519 mio 2 3w zrofo}
NUEEEL 05ApelZe A% |
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- 740 O=rC} HqQ DXt
IEC 61000-4-11 (UT Ol A 60% B0, 5 | 5 Apo] o] A5 a% Fed dds=u
AtO|22| 8% L= HiE 2 E Sl
0 X
70A;UTL(;UTOH 1 OtoReadTM Of| 1 &l S
70% UT >30% 45h) 2 38t= 0| AXEL|CH
= 25 Atol o] A9 = Eow
UT Ol A 30% &3t), 25
(UT Ol M 30% &3 <5% UT
AtO| 22| B2
<5% UT
(UT Ol A >95% &S},
5% ¢
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Mol F=0t4 (50/60 | 3A/M 3A/m MY Fop x| "2
Hz) UELM Ol M EE F=HE
£ j2of =gtz o{of
SL|C}.
HIO.uT = HAE M HO M85ty Mol nF = MATK| ML ULt
X&YW H=X}pMA - HXpmt LY
OtoReadTM + OF2HOfl FA|El Xt 2HZ 0| M AHRSHZ| |8 - X Y LICH 024 &£ = OtoReadTM
AHE Xtz O 25 2HE 0| A AL S OF B LT,
Lid HAE IEC/ EN 60601 =g ™At etE - XA
HAE 2
Foig 2 2uld RF 541
FA = Aol & &
OtoReadTM 2] o] = 31
F2ol Y LA skA
/‘}%HOME oF Ay
N7 Fuprol] 285 =
HN&*—MW A2kl A% 014
A& FaoF goh
HAA o] A 7
o RF 3Vrms 3 Vrms p ° 1]2:'/_%1]
~ =12JP
IEC / EN 61000-4-6 150kHz ~ 80 MHz 77
d=12VP g4 MHz ~ 800
MHz
3V/m 3V/m
13
L AFRF 80 MHz ~ 2,5 GHz d=23VP gooMHz~ 2.5
IEC / EN 61000-4-3 GHz
A7 A P= FA17] Az e
wEt A7) o 8 A
THEE, W)elH, d+= #%
ol 4 Ag(m)YP Yt
AR} 3} A7 (a) =AY ol A
AA = 314 RF ¢ Ax}7|#
A S e (VR
T T ot oF gtk
S 7152 FAE A g
TR A o] BT
AHFY T}
(@)
A
11180 MHz 5! 800 MHz O TSl O &2 It HP|7F & & & L|CE
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20 X2 2E S0 HELX HE = ASLICEL A Hot= ==, SH A A g+ &
ghAto] o8 Fets Ba Lt

@ FM Hab7|(FHE//M)0 tiet 71X =, S¢2 K& 2tE|L, of0pF0] £44, Am Sl Fv 20 2 HE
AvgSn 22 2 S| WA 2= 02Xz FeotA o5 = fEHEL D ErRESU7IZ
Ol MAtLt 2tF S Eotote|® AL HE ZALE 1243 OF & LICL OtoReadTM 7 AFE El 9IX[ 0| M
SYE NS 7ol ot REET HALN &S B2, OtoReadTM 71 S EH 22 X EOH=A|
2hQIgHof gLt HI'Y &4 & 2l 4 50| 2EE|H OtoReadTM 2| e T, ME K| oF 22 F7F =X[ 7t
oY+ ASHH

©1150 kHz Ol M 80 MHz 2| =t 9| O| 4Ol M, T A Z == 3 v/m O| 2400 OF LTt

g Aol & Zo|7} oo} Zro] A FE B, IEC 60601-1-29] A F € tlZ EMC 8T A&

A 2] A ZAHE

OAE 7 o] & 20m REEINE

USB 7ll°] & 20m BEENE
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w7g B AHA AR A U U
s ofof sk Al7]E A sk v, w7 Sl A A FAF @A
S g gy A3 fE M EEY] gEE =017] A8l HA

AAPHES 7 & AF 228 A4 @AV AU, 228 44w dd o) Akl 2
SHE Sgske] 719k Al DA e o] A g HAT T D o] b2 At
w22 S Hlaste] APtk S ol 88 el el 9lar Alte] Aate) = b s
AR g SAR APt

DPOAE ¢] 73 $-

WA WAl A wy Sl A2 SHE Ao S ks b & At Aed AgE
AP ok o He A& 5 flom A A Ak AR U Aol sk A
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AA A A Al A g8 AL T (0, )14 DL R SAsE dAR FAEYT F
Mo FAZNZE AR H B, 2 A7) F e MR s FolY] S8 shuhe] Fub s A AT A
L1, L2, o =+(DP) 3 H}= H5(NF)2] T3k < 9 T

39 F4 = oF 31Hz 2] W (bin) £35S o4t F 2o
Wgko 2 Aelete] Ao P Ytk NF 374 2] = 7+
gshste] d5Uh

S 7178 4 7] 2] (+/-2) ¥ (bin)e] A &S DP Hl(bin)o. 2

TEOAE ¢] 73 %-

WY AAE Q) FYLor de A G AFOE SYSn BE AW 4L ¥ AL
ASHe AT sk Ha el 92 5 glow B e A Ak At

A4 A Sl A o2 8 H Qo] 2 goln Ao S-S SAsE Ao T
229 $AE 31141 0] F Wl U A E W rhet Fg0) FAAE T S AALE 242
HEhA # ek Bhye T oA e] A5 B vkt 4g 2429 ol 1A 7 Az R
ol A3 2 13 BAPUTH 4559 Bt A3 Feo] AW S5 F AU

439 AR AAGE Agekel Yoy e M2ES) GFS Fol7] 8) A HACNA AFE AR
ALSEU T A= A Ao 2 §F P WolEol vk, 7Ate] e FES AR 14}
Fol e 770l A AT AG, 7171 AL F o] UlolEl B WolEol = Aol Yuint
T} AEo] Al mhek 3hg @ Mol Way] We] 7171 HeE PR F Y 28 PES
wobE I}

e FAAE 29 04328 FAH T A A% dAgke]l dolHERE FAP U of YAGuT B
ubeh e b wjolE] A TH EL AR s o] dabe] uheh Fa-g R E AFo] AUtk A9 HoR
e b e A2 7s S Folv] 913 Ak U dme] AR,

SNR A %]
ALE A= 58]
FAA Aol 7t

=

lo
(%
off
2
=

Ay

AAZ EASIA] S ul] F2H9] 722 Jgo 2 3] SNR FA Aol aLF-gh
A2 &l oF FUTt AAF AuEle] gnle] T2 B 7 EoA Qe e A HANS
Fesia o] SNR ©] 100dB of| A ¢F 6 1] o]/ Z7Fstch= A S & = A5 Ut o] 32 7171 ¢
A 7} of Y 2 FAF AL Al SNR & F4 3k ] AFE W o] A1 549t
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7.3 BEC:TA L AANEZZEF
DPOAE * =&

3%
SNR[dB]

A8 7AAF | DP2s 4 2,3,4,5 65/55 | 2 6 3
DP 4s 4 2,3,4,5 65/55 | 4 6 3
DRy DP 2.0-5.0 4 2,3,4,5 65/55 | 4 6 3
DP 1.5-6.0 6 15,2,3,4,5,6 | 65/55 | 4 6 0
DP 1.6-8.0 12 16,2,2.5,3.2, |65/55 | 4 6 0
3.6,4,4.5,5,
5.6,63,7.1,8
DP 1.5-12 12 15,2,3,4,5, |65/55 |4 6 0
6,7, 89,10,
11, 12
(R ¥ 3ol = DP 4s A AL 2 E o] 23] 9lFU
A FEL AR Y7L e @ FE AT
L1/L2 1 40 ~ 70 dBSPL
B Az 105, 1,2F=4%

%3} SNR :3~10dB

A B3 B B Fos 1~ 12

TEOAE Z=EF

53}
SNR[dB]

A8 AA | TE 32s 6 15,2,2.5,3,35,4 32 4 3
TE 64s 6 15,2,2.5,3,35,4 64 4 3
AN TE1.5-4.0 6 15,2,2.5,3,35,4 64 4 3
TEO0.7-4.0 6 07,1,1.4,2,28,4 64 4 0
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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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