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4.5.5 FrEgERE OB

@ New Patient

Enter Details

Patient ID
16718960-1610-00088
Last Hame

First Name

Date of Birth

26-10-2016
Gender

Unspecified

Risk Factors

Press to edit
Other risk factor

Press to edit

| & >

Enter Details [E3)]

Patient ID:

16718960-1510-00005

Last Hame:

Hightingale

First Mame:

Date of Birth:

16-10-2015

Gender:

Unspecified -

Risk Factors:

Press to edit

O &>
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FREREE R T, T— X ANTHRROT7 4 — L REX v T L THEIRL
FT, F—AR—FRRH LU F—, FAFTL Y X e P8I0 U Cmy)
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=
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45.6 FREIDOBE

Enter Details WA ID I —ETRITIERY £ A, BEELI-EHRE ID 25— %X
—RWZAN LI ETBE, DEEA v E—URERINET, 22 b

0=/ —TF ey le—0 ZRIRLTA =V LL, BlO—
EOIDEFICERELET,

fittention?

1D already exists.

Cannot enter
duplicate ID.

4.5.7 #RRAE DIRIR
WREIT, EHREY 2 R DB TE E4, A— A CHERE OBIRA ¥ L 28R LE 7,

Select Patient - MBOPMREZ U A PSRRI 2213, BLFOWL ShDHERD Y
£7,

Quick Test o MEARHX U EMLUTCERINDMEE T, #RE ID. ., 40—

16718960-1510-00011 F7IT T %7\77 L. &I T o E LB TEET,
B U A ML, BRI BT H2EME ORI E

16718960-1510-00008 +

Heyer °

16718960-1510-00006 o RHIRZLTR—U% ETFICBEIL T, RO HRELEZRL E
‘j_‘o

16718960-1510-00010
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16718960-1510-00004
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D
]
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4.6 BREO—KRIFER
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4.64 A YU v OFEH

Sanibel™ Infant EarCups™ |2V T T4, FMEA LRV TLEEW, A YU v 7 OFM I, #imaEm
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[~ DRI 2 R S B CAT 9 OB E T,
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A SILTWD Z 2R LT 7ZaW, BT F&8Es5 &, #iaa 0 HEI
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Select Patient

@ Quick Test

2. WA DOBRY 2 MDA IR Lk, THORE Tl mimE )
o B4k

3. Ay rE (F—2@mkb)

74 v 7 KBEX, HearSIM TEHE DGR, MEMIHRTET DI ENT
XFT, VA v IRBRBENENC > TWDLIERE, 74 v ITRERY
XA —AEEICERRINNE T A,

PUFOFRIAZ, FEiid 2MmEOFRIE (B#) ABR, OAE) 1I2Bf%R <Rk TT,

BERZ T L RAESPEBINET, BAERIZ L > T, EEOREBEE N FE R SN DHIC
WS OPRIDOBRNERSND ZERH Y £,

4.6.6 FREDIRIR

Select Test (=]
Quick Test

TEOAE
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-
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4.6.7 WBREBEDOASNZ 41—/ K

Edit Test Fields = BHRAOLUT O Bl &2 ARICIRAET 51213, HearSIM 70 H i T &
Screening Facility i —g—o
Hospital Status o AUV —=Tligk4
. ABEER
screener Jossica Ramos ¢ A 7 U = 71 5: - \:/\\
o AV U—=r T INRVEA
o [ERD
e JBEFID
o [REMIRR OFH
o PRER
o REHlOAH]
o HHAEHRR
- COMRREAMCT D L. AT 4 —/L RO ANBERAFRR S, BIE
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A7 Y —= T
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i
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:
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4.6.9 KRETKREDEILEH

Select Stop Reason [E3)]
16713960-1510-00009

Could not test

Invalid

R

4.6.10 BRE% DHIRI

View Tests (=]
16718960-1510-00009

v D 16-10-2015 13:33:22
TEOAE

v @ 16-10-2015 13:32:26
TEOAE

(o

EHAA T, AL FETELL L2GAI1, SRR mERE i 4 B #)
FRT HHREL HearSIM THNICRETE £9, Z ORI
fE R LI TREFSNET,

BEFZTHE T, 2> ha— LA A—DBR&EY 2 MARZ U 2BIRT 5
L, TNNTY X —TRERREEAARMTE T, ZogmE K
L C3Eh LI-MAR RN, BRIITH LWL ONETXTERIN
\iﬁ—o

BEOY v g TREICER LA FEOBREREIX. 17TOhH
BOFY) o Z—=T A ay BEITNSRFDTF =y 7 ~w— 0 PR S
. SO COHIRRGE L GRIRSNZREIZRY £9, ;&I
ZyFTHE BREMERCEET, HEISUT, VX NAOH
DR ZFIR L CHRT s Z N TEET,

U AN CHBEZERIIEEOREEREONT NN 1 DT RRIRE
NTWDLEGE, MADHEDHRERERN 1207 ~VICEHR S E
T, 1 OOFIZR LT 20U EOBRENRIRIN TV DHE, KM
BEARERIZMER D T ~VICHIRI S E T,

HER U FORMETIE, HIRT A 2 3RS EE A,

1. HearSIM ORE T, AMETHO T ULHIRIE 21U A ¥ L Z@EEZERIC L TWDHEE
2. FUVUB=RRIKEXT Y 7 ENTWARWES
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47 BE) ABRBZE

FE ABR B, BUEFEITH O, B I UMEE PRI ATGERA 7 Y a v 2FRKRT 2 2 2 3 Y)
VDY ET,

HE ABR AR L O 1 b a /L oFEiic oW CiE, SEMBakiiAE G5FER) 22 1L T
<TZEW,

4.7.1 FIEE®E
F ) ABR A O WIIE 213, U FOEH e FIERFRSNET (£4) .
% 4 : {8 ABR K o> ) i i

@™
Nightingale, Sarah

Prepare Patient

p W W AR L= & 4
‘. G s ; nghtlngale Sarah IR LET,
v
TR B @A MEHZTI0 &2
Hightingale, Sarah A% £,

Prepare the patient p NI VAT 2— LA D BEE DR
ot oor ‘\ 3 P fi A — DS DETYAF 2—
ace transducers 9. _ e
Quiet patient? - H— R C, ?%fl"fl:
Start test INTWBHr7

AT 2—H— (A

o YH YT, A
C eer 9 —F ¥k, 7
~ 0—7) ZERT

TET,
il
L]
20 -
AT A R A FNEAFR S
Prepare the patient nE+
Select ear °
Place transducers
Quiet patient?
Start test
BRLEAR & BAHLGIE D HERR
ZHMLET,
RAORE AT R Y £
D
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4.7.2 EBEIUEOHERR

TREFOTEFRD | TR DT ORI OBHLS ARG E 4 Lo D THR S, I (kQ) 25T
W FIICRRSNET (£5) . T CORPIOBIEEFI SR Mk L Tik (50 ko Al 1245 &,
BRLHUIEOTERAE T L. SUGH % BB CH L%,

# 5 ERHUEOHERR

@
Hightingale, Sarah

Prepare Patient

BERRONE  EEEREORBRE
;C '.) 9; Hightingale, Saral — RChD-LaT

LET,

Impedance check E3l R BR L= iRE 4 %

—

(Rlightingale, Sarah BRLET,

B OMERE BRI O MRS
S RERLET,

et
59
1@ o4 119 ‘. ¢ " ). J ekt = EMEHTE R

I
1@ o 1kn

P = BT AR
B

FEARECH LRI KQHAL
TEREINET,

fEIEAR & v ERPUE OB 2
fEik LET,

—HHE IR EBARN S EREEHTE OS2
@’40

BRI A KAQO £ EOHE, T OHIE CEREIIZ %E L7,
o BEORBEEX PN EMPSEINEE SN TND 2 L 2R L £T,

o FEMMEPUEAUGE L WIEAIT, EMAERSL L, RS AR A0 H L CHEREOIREZ 2
Bin, WY = L2 RAT S LER DY £, [ UEEEBEATE SHAbH ) £ 4, B
BRI A5 LWVEBA LR £,

BRI ORI MR . EPUED UE L2V E /9 180 BT 2 &, XA LT U M A vE—UNRE
RENET, AvE—VEHALD L. MIHBEESFERRSINLET,
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4.7.3 WREBE®E

HE) ABRfREF, SRAHEICKHT 2 E TR T 7ICFRrEnET (£6) .
BEEITIREZ R L TWET,
BREMETTDE, A7V —=U TRROREVPEZ 7 70 LICERRENET,

* 6 : HE) ABR REEH

FEON—L, EEOREEITRREZRLTWVET,

REDOAR—X, FEO

Testing...
Hightingale, Sarah

B RO N
Nightingale, Saral
Cleer 9
Testinn
nghtlngale Sarah

kR

BT S—

<

Noise I |

N . oo B v

J A AR A R
FrzvI~—IfE )
A AR —

Tine W IRFfH] N —

1Bk R &

— IR RN 2

4.7.31

BEFIZ, 2 A4 XNRN—Z
AL, MBI N5HDIC

J A XR—

SERIR GG =Dl

VAV EBA D ) A RIS A ANR—=ITRENET,
ZO%E, Bt A —RpE I L TSR 2R AN DD,
T< fx_él/\o

Fe Y
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FRAREE] DR 2 7% L
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4.7.3.2 K N—

AT, BRI AN — R IRAEOETRIL A=, BAF Y TN T =2 BBFS DI > TR T E &
. 180% (3747) MITHAHMMAND EEG H o TG END &, N—3mall Ez Y | BETADN
IR T LET,

4733 MREZETHEHE

BAENKT 2 & BRBICET LIZBREORRNSI SRS RRINET (RT7) . BRAHOBEIR X 3 H
CHDT/A Y FOFORERZERLIZY, FICHETREZBRVIELER TS LET,

MEBEHOBRIRAR Y T, MATICHE L EFTERMSNIZREOBREMRZUIVEZLZEHTEET,

£ 7: HE) ABR AT 1

BENTTLEZ R
ﬂﬂ—\‘ [/ij‘o
ona Yy () Wk G WIR L7-WeE 4 2R
C_ I Nightingale, Sarah | RLET
W B ORIUR & BT 200 %
Nightingale, Sarah 7;.0
v v BEEREAA— RO KSHETERLEZEHO

5. FOMOMER R BAEERERLET,

firtifact 0 *

Time 26 sec
FAE ] 1k

Bilhpa & BT LWL O B AR
ORI L %
3‘0

BBV A MDOFRIRY Y By g CERLEZ
TRTORERRE
ANRRLET,

TV —RREIT
TV DA, HlRIAS
ATHE T,
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I X MOBMMARZ ERTZ 350 L 7=
B2 oA MEB
TXFEJ,

RARE AT (FRA D BEER
71 /AR 0 YEfi ]
) IZRY £,

QR =— R & IR DR ETHIZT
LHRERHY T, M
EERDO QR = — R
FRENET,

NALTETHEREZRWGT D L. DUTOREAFRRINET,

‘ TOAvE—E, FOERASALTCWAZ L a@EamL, MLET
FHREZEmIT 5202 0HR L TWET,

Frxyr~v—7r EERIRLUTHBREZRITT A0, ¥ AR
Zv ERLTHMREZ Yy 2L L, BT THREICED Z
EMTEET,

fittention?

Ear(s) passed last test.
Retest?

Artifact 46 %
Time 10 sec
1 o0k 1 kil

D-0125971-G — 2024/11 g

s
Sera - BB - JA Interacoustics 42—



4.8 OAE K&

OAE A, BUEFEAT PO, B L OMEENFINTRERA T > a v 2FoR T 22O EHE A Y] D 5

b FEF,
TEOAE. DPOAE. & k 2 /LOZEHIICOWTIE, EEMIFIAE (JEER) 22 LT FEE
/AN

4.8.1 FIHIETHE

OAE & DA 21X, LU FOEHE FIEAF RS ET (£8) .
& 8 : OAE o 4] H

(=] o
Quick Test @ BRI T 74970 HEEEA
Prepare Patient
@E HetR 1
ed . ([ Nightingale, Sarah ) |
} ~
R F ORPR &
Nightingale, Sarah %
Select Ear .
Insert probe NI VAT 22—
Quiet patient? —

Start Test F“G ° 9
'

ST A R
E E E E Select Ear e

Insert probe

Quiet patient?
Start Test
PHshARN & o
RORZ
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482 Tu—TFFxzvr

Tua—T7F 7 FIZ, SFE~OTa—T O ARENFE RS NET (DPOAE 1XFE 9. TEOAE (35
10) , 7 —7OfMMNIRENBIFICARD L, 7a—TF v 70T L, MESHEMICEHEBEI N E T,
% 9 : DPOAE 11— 7 F = v 7 [Hjfi

Test: Qut of ear
Quick Test

Fu—FAF—4%  Fua—TOFAIR

A e CRIEA. A
. Fo—7E
D) ZFRLE
£

Test:In aar

I Nightingale, $arah

(=)

e

Tf

e B L 7ol 4
ZFRRLET,

AT — B AN— Eovora—7
DRAEZ R L E

¥ RABIAAHT
(2. AT OHE
Tl T ED B
DET,

[ v Seal [ | | v
S Noise NN | v

SR &

ra—7F v
EEIELET,

—WpEE EBRN r—TF o
@ gz % — IRt 1k TEBR
LET,
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%10 : TEOAE Yu—7F = v 7 [l

Prepare Patient

Seal I
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7.1 BRDAR
¥ CE ~ CE ~—7 & MD v— 7 0441, Interacoustics A/S 73 = FEFESLHLHI
—7 (EU) 2017/745 OB ZGT- L TCWAHZ 2R L TWET, WEY AT AT
TUV (ﬁé% : 0123) a oto“Cmqu{ﬁ}f’CT
B et IEC 60601-1:2012 (N#BEIR, BF 35E0)
EMC IEC 60601-1-2:2014+AMD1:2020
IEC 60601-2-40:2016
BRIE ISO 389-2:1994
ISO 389-6:2007
L SER IEC 60645-3:2007
OAE IEC 60645-6:2022 (Z A 7 2)
ABR IEC 60645-7:2009 (% A 7 2)
7 L— KL zett IEC 60601-1:2012 (7 5 & 1I)
BIE UES12LCP-050160SPA (i H &5 8515473)
FTEREOEEL B | 100 - 240 V~. 50/60 Hz, 400 mA
H 7
5.0V DC. 1.6A &K
YEBNERIR YEENREE 5 ~ 40°C
i ""rfd *E*‘T?E&E 15 ~ 93% (fﬂz%fcﬁ L/)
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U —AbT v 7R L
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2—F—7 4 — KKy WA B — 1 —
7
PN WEE, RAVEE, AXA VEE, VT UAGE, A X VT
R, RV NTNEE, AT HEE R—T 2 KiE, 7«
VT KR, V—< =T R, v TR PERE, wmE
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AR <25 nV/{ Hz
CMR tt >100dB (100 Hz ©)
HoFL—h 22.05 kHz
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AFREI B f2
f2/f1 L 1.22
Hl L~ L 50 ~ 65 dB SPL
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T—F 777 FErET X |30dB SPL
5 5
BE/)ARX DP-bin J& 581 (26 bins < 2500Hz. 60 bins >
2500Hz) @ RMS 45 E
BAEES KEE
F 4 RAT LA FT VAT a—H—, BREEREA— BEREREOTLS
(RARL V77—, RKET) . Tr—7%EMN, RER
M. 7—F 777 b
BRERBE TAIY) XLRE (F18) | >99.6 %

BEDOS han)

FIAFRER 7 2 b2, 7u NI ViRE, RUE,
BB\ CBE9 A 2 OV T, SRS R (3
FERR) AR LT IEEN,
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TEOAE

I JB) I F & P 1500 - 4000 Hz
FIE /) =7 (IEC 60645-6:2009 (T &)
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7.2 AHDEF 04

Zu—7 « 7Y7 7H ABR - OAE it

FITS e Ta—F NI UTF a—Y—F

vy | A it B

1 Ch1 Hi /1 Ch1 i/

2 Ch1 £t Ch1 #z4h

3 D #ih D HiHh

4 BEHh A R ~ A Z R B A S BEH ~ A 7 o Ry

~Ar7uaRy - AJITFarl T AN

5 Va; ~ArnarRy - AN TFa s NG AANS
~A ARy + AN TFa s RT AN
6 7 A7 uiRy+ AN T e T RT AT
7 IR +3/+5V EIR +3/+5V
8 Ch2 7 Ch2 i 7)
9 Ch2 #ih Ch2 #ih
10 2C 7 uav 7 2C o uv 7’
11 12C 5 —# 12C 5 —%
12 12C #|3A 7~ 12C #E3A 2
F—&
A7
USB  |micro-USB (A-B %1 7) HWIEH USB &~— b
7 L— R+ a7
%ﬁ 1 2 3 a4 5
=)
MICRO-USB 5V/1.6A
NN
MICRO-USB (A7)
1 1.+5VDC
. 123 4 & 2NC
=) 3.NC
4 NC
5.4
BIE
BE
H&) ABR +2 dB 9T OHIEH
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7.3 IR IE R HEE-CE-Chirp®F S

Ta—7 b AP — YR OREMEIL, IEC 60318-4 [ZHEHL L 7= 4Ll H 1 77 —IZ K - C SPL HifiL T
RIESNET,

NI VAT 2 —H— peRETSPL [dB re.20 pPa]
RadioEar IP30 (£ ¥ F v 7 L) 31.5dB SPL

RadioEar IP30 (1 ¥ 71 » ) 58.5 dB SPL

OWA 71— 35 dB SPL

7'v—7 (SnapPROBE™) 34.1 dB SPL

TARIEEYEE 7 ) v 7 RIBH

Ta—T A Y — M YR OREEIL, IEC 60318-4 [ZHEHL L 723 H 7 77 —IT K » T SPL Bz T
KIESh T,

NI VRT 2 —H— peRETSPL [dB re.20 yPa]
RadioEar IP30 (A ¥F v 7H L) 35 dB SPL
RadioEar IP30 (1 Y7 v ) 61.5 dB SPL
OWA 71— 33.5dB SPL
7'm—7 (SnapPROBE™) 37.4 dB SPL
WRIEM 77—

H#j ABR (ABRIS)
Ta—7 b A — YR ORIEIL. IEC 60318-4 |[ZYEHL L 7-##{LL H 5 75 —I2 k. - T SPL Hifiy C
WRIEENFET,

DPOAE :
Fu—7 ORI (L1, L2) 1. IEC 60318-4 [ZHEHL L 7= IEC 711 ##{LLE B 7T —I1T L - T SPL HifZ CTf#
BN IE S IVE T,

TEOAE :
7'a—7filIE, 1EC 60318-4 |[ZHEHLL 72 IEC 711 (L H 7 7T —IZ L - T peSPL i CHRIES L E T,
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7.5 f18% A : HIEE
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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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