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16718960-1510-00011 D
16718960-1510-00008
i O
Ve
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FErEH
100%
75 %
50 %
25%
10% (BRAEREfHIZE D 49 30 43 fH)

5% (MREFMARE, EHHICHIEEDHLE)

000Q0@WE0E @

3% (FRHIHET)

4.5 AEEELRZ

451 BEHEVATYU R
— W AR M D LA T ML FOHEEREGENE T,

1. HE@mFA b

Select Patient 1 E]

2 2. AT—H AT~y H—
Quick Test D 3. A A I
1671896 0-1510-00011 D
4 FHEA L VI —H—
1671896 0-1510—00008 D
flover 5. MRy
O 1671896 0-1510-00006 B
6. MERERHX U EHATay bar—/—
16/18960-1510-00010 D
Bray
16/18960-1510—-00004 D
16718960-1510—00003 @
1671896 0-1510—00002
Schmuck, Constanze @
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4.5.2 FLEMERER ¥
HEHEREAR Z Nz oW TR, 2 TitBAL TWE 9,

2 LEHEER &

(o) . aRX DA
5 [ = A
1
Page up Page down iijxh@
3 AT 4 — @ WA ~ite S .
Foder T L1
. Sy
81k B = 7 A Uk
v —ME (7
. i V— M (K
,:)7 Ny i | ., 3 P E OIEE

453 F—A—F (BEXF)

HIHIRRE D F—R— R TIE, WEEOX Ty P L TWEY, MoOSTHEORK LT 2N 251213,
BALLES E LTV ORBRLFICR BIEWVWTFEY v 7L TRITLLEY, BRWTRERUESITFRRRE
nEd,
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454 F—LHEHHE

OE= KK %RET 5 L, R—AEEARRSRET, S—AFEICE, F
BHGER FIET 5 R L RERSNET,

@ SRR LR O S Wi 12 27 S U E T,
o WHBRE SRR C. FHERE OFMERE AL LET, W
ﬁ}%mmmm BEBROANDET L6, % THRET 2 EDICASERE S
— B R AT B . BB EEBAT S - L A TEE
+.
c>mmmn . BREOBRANT L. AKCEE SN COSHRE Y 2 MR

IRENFET, HRE 2B, #RE ORI s K O Ass =
R T o0, RAZBRMBLET,

o WHREBFERAEANETICELICHREL EHBT ST, 24 v 7Bk
EXRIRLET, 74 v 7 BREIL, RELIT R A v
BREA CRFESNET, AR, 74 v REOKREZRGFT S
LAk, mEEmERE L CRFCEET,

o BEHOTTAUNENRoTVWDEA, BEEDODEFRERY
IR CTEEHA, REFOERZER L CBIEOREE L1
I7 7ML, REHZFV A NERRLTH LWRES 28R L E
7

o BRETIE, AMTHBEAE CXIMBRTA =2 —NFRENE
T, —EOFREIL. HearSIM 2l L7=GEDAEE T ET,
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4.5.5 FrHgERE OB

BRBTERIL. PRSI ER TANTE £, A— AEE CHHEHRE
RE U EBIR L F T,

S FHPREEE T, T— 2 ANTDREDT 4 — NV FE 4 v F LTRIRL
patien 1D ET, F—R— RROH LU H— TAL T LY R R ERBICE L CEY)

ARG RF—F AT Y R E T, SOG4 — R
e WHEAS LTSN,
First Name o fFE ID (WZH)

o Ik
Date of Birth ° Zl
— o EAEA R L OWER
Unspecified L4 Eﬁiﬂ H

Risk Factors ° AI~$)EJI|J

: Press to edit . U =2 7 %
S fa to edit o ZTOMDOU R KT

BEBNT —% 7 4 —/L FiX, HearSIM™ V7 k7 = 7 HIBIIFIRET
I e e

o R VU—=VT~DFE
o T uFLUIT~DRE
o Rttt

HROT 4=/ FRFTRTANSNDET, 74—V FEBIRET—HZ AT
DR L ET,

TR ERAFT D0 RESERTZOITIE, #RE ID 2 AT D SR
HYET,

Enter Details 8 -7 — L RTE, REIDEZHBANTSEHICHREL, IDALE
— BT D LNTEET, HEREOHRIL, KEDOT Y 7 AFRRITHEN
TYYMMERDEH | £ D% 1~65550 DHEN{f& £, 2D ID

E 1T, WREEREANT BRIC EEE TEET,

First Name: E@J)\jj éhfi ID %%%'fﬁﬂqﬁ—é K 5 (2. HearSIM 75‘6%&7];’6% ij‘o
Date of Birth:

Gender:

Risk Factors:

Press to edit

o &>

?~&Aﬁﬁ%7bk%\%@%®@ﬁmﬁﬁﬂ\ﬁ%y?@ﬁﬁ&y%ﬁbiﬁoLiJ
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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 I e—0 ZRIRLTA =V LL, BlO—
EOIDEFICERELET,

fittention?

1D already exists.

Cannot enter
duplicate ID.

4.5.7 #RRAE DIRIR
WREIT, EHREY X R DB TE E4, A— A CHEREOBIRA X L 28R LE 7,

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

Quick Test o MEARHF 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 HmELEZRLE
‘j_‘o

16718960-1510-00010
Bray

16718960-1510-00004

o XBROYPMRE BN L T, PG Wmim 25 & £,

16718960-1510-00003

16718960-1510-00002
Schmuck, Constanze

o4+ ¥]

Wt OEIR% . LU FOBRMEZFER T £,
o HREORAERIEDS M

o HHHOHMEA

m @™ O000|00

D
]

ks OB U X MiciE, s ID & RADOARICIES BRRRENET, ZOEFRIT, RARNR
AL THET (X3) .
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16718960-1510-00008

i [ W E ORAER RIIARICBRFE SN TR A,

16718960-1510-00003

(m) Pt ORAERIR (1~491F) BAKICRIFS N THET,

6712960-1510-00003 X WekE OMAERE RSB BG0MH) FTRESNTWVWET, ZOWK
FICHR L TGEIMCTHRELSET 52 LI TEEHA,
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4.6 BREO—HZIFR

HRE DOFRIE. b L <IIHMRE D REEE OGS IR E OB SR #EEORIBEZHRTH 2 ENEET
T, I DT, #HRRE B X OB E LR L WD ERE ICRETFIEO — i e 2, PRI, M
BREROMIRAE T2 & AR L F9,

4.6.1 #ERE O - HEIABRIRE

HE) ABR WA 11, 2 & ixik o R ORI 2 B OBERIE B3, ILHRICESE SN Bl A L CUUE S
NET., TNSOEEIZIEFITNEL ., M EBICL s THEINATRERNH AT, MEOBIZILY)
BITE TV, EFICHELEWZIREIZT 2 L2 LR L9, ASRIERE—_y ROBERIZENL
720, BE 2ty TEET,

I8 DU IL, E & BROM O BIF R (Thbb, KA v E—F LX) #ERTLI0IHK LB ET,
Pevsth. RN D X o, REHRMGOBREME TR TRYREEd, 2T, BEWETEMLE
WWE<SBEETDHLIICRY £,

HE ABR THEH S5 EMIT, S EALOBEEONR GRS L OHEIENT 22 L2 R L
ZCES LTWET, HMROEFIERHDHE. ZNDEHHA LRV TIZEN,

B ORI & G0 5 TR > 4 — ¥ 2 ORI DL THE, PEIBUA S R %
BRLT S,

I

He
=]

ZROBENEHY FT,
AR OEE N BIXEIC T —T NV EBELTBWTL I,

i'E e REOWE L £ OMOBBHE B S ERVT LS,

4.6.2 HERRE DY¥EE - OAERRTE

OAE DFUSITFEFIT/N SN, MEPICHDRITE TV L0, HERWITEDENREBICT 2 2 L 2B L E§, WIS,
NE—=ANy FORAERICENSND 0, BRI EBTEET,

BB ORELE OISOV T, FEMBE GGER) 2R TZE0n,

463 A Y¥Fv7OEHRLEIRIR

BHHDO A ¥F v 73BT TT, S LRV TLEEn, BT &, RER CRENIEN DB
TN £77,

MERNC, T2 e —7¢ A4 Y — A YR VICEYZREEE A ADOAVYF v 7B TLIZE
W, A Y F v 7OV A XT, AAHESCHOY A XBLIORICL Y B0 4, £/, HADHFHRCHRATE
XS THA YT v TOERBERDZERHD T,
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" RRAEBARTIC, A YT v 7NN EEOR E TREBIHASN TN D Z L 2R
J! ‘ . . LT f_éu\ SnapPROBE™ H & [Flfkic, OWA 7 —7HA ¥ F v 7, 7
FTUoUMEEF ) aBoA Y F o7 ENEFEHT D LN EEICHEY IR E
TWNEDLZD, =T Y — M YR EFTHSZDZ 2, N
X7 —THRETEET, "N AX7V—THRETDI L, B X2k > T
NPT B D AlREENMEL 720 &
\j—
B ARBICFEI SN TV AW TRIGITT T, EMoEET ICL s TliESnTnET, AR
fnld, B ORGEEE OB VB TR OZRTT A P ERTWET, RS ofi o CRlS 264 4
5L, x@ LCELNDEMEL MAEMENLE DD AN D 2 -0 SN 8 A, HMORLEESE OfF
WEETCRLNIZT 7 v 7 A DEHP, BPAZ & £, BUATOAMREAMEREMEICHERL L T ET,

AYTF v TOY A XELRIROYESWTIE, FEMRAE GGER) &G END
[Selecting the Correct Ear Tip Gi#itl7Z2 A v F v 7O@IR) | 7 A4 v 7 HA R
(JEREIR) 22 LT 7ZE W,

I

BEOBENND Y ET,
= L X F v PREL LISV RIL. WSROFORPRVEFICENCTL
élf\o

4.64 A Yl v7EEOCEARturtle™ofEH

Sanibel™ Infant EarCups™i5 X "EARturtle™(I iV ETTd, BEHA L2V TS EIWn, APy 7B &
OEARturtle™o Ffii %, s CIRGYEDIE N D BEZNNH Y | HRE DO FICIE LWL~ L x5
IRCERLBRDAREMENRH Y £,

BAEDHNC, A4 ¥ v 7B LOEARUtle™A T f KNA Y v 77X 74— (b LIZEARturtle™” U »
9@ iammmm7&7&—) TELLEEIN, ~y RRyFa—T BT b TWAZ & 4k

LT<K§WO4?ﬁ/7kiUBRMMW®@%Lﬁ\7w:~Wﬁ%K%ﬁ%LT%@E@&%“
@ﬂﬁ%%ﬁéﬁfﬁﬁ@ﬁ%%f?o

EarCup MAERNZ, A H v 7E-ITEARUtle™ 7 ¥ 72— EWETOA Y v 7 F
7213 EARturtle™ ([ZE I A SN TWA Z L 2R L T8, BffiT %
— DL W O HICRIEMR R L~V BoR S, BRAR RIS E A KT
A\ TR B D E
JATREMEDY B 7,
«\ \&1‘ AR R ST D W CRUEIE T, B REEEIC
fiLéMTmiﬁ AL G ﬁﬁmiLﬁﬁwﬁw#T@%mﬁfvx%
\\\ ENTWET, hoflEEEOF VB TR ZHERT5 L. AL TEONRD
%W&#EF%ﬂW@éT EVEN S D= DR S ER A, HOREEE D
VB THRIGIZT T v 7 2, DEHP, BPA #& £, BUTOAKE S ML

E%Lfmi?
EARturtle™
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4.6.5 KEDBRL

BREZLL FOWTNDOHIETHIETE 97,

New Patient

@ Select Patient

Quick Test

1. FHREBREE RO AN

2. BREOBRRY X L OHERE 2 BIR L%, [Pl iEm) mimse
o BR4A

3. A vIRE (F—LHEEL)
A v 7 A, HearSIM CEBLE NI ET HZ &N T
XFET, VA v IVBREDNEDNR > TWAES, 74 v IRERZ
EA—AEREICERINLERTA,

LUFOFNAZ, FEfid 2 &ofiE (H8) ABR, OAE) (2R <FERETT,

sy s s RESIE SN ET, WAL 5T, EROREEEAER SN 5
WS SHBIOEERFRSND = L nb D £,

4.6.6 FREDIRIR

Select Test (=]
Quick Test

TEOAE

(15-4kHz)

DPOAE

(2-5kHz)

ABR

( CE=Chirp 3%dB nHL )

(o] J J |

D-0125971-E — 2023/07
Sera - Btk 135 - JA

4 % BdnlZ B @ ABR & OAE @ﬁﬁ@*ﬁﬁz’»é@é . FIFRET
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BAIIRAEY A MOERRENETA, HEABRBREZR T DHIC
YR N T VAT a— Y= TV T T RS T D MER D
DETJ,

7'm b A VOFEICOWTIE, FMBAE SRR 220
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4.6.7 WREBEDOASNZ 4 —/ K

ES T T FARA DO LU T O B 2 AMRIZIRF T 51213, HearSIM 72 LR E T
Screening Facility i —g—o
Hospital Status o AUV —=Tligk4
o BRI
scmener Jessica Ramos ¢ A 7 U = 71 5: N \:/\\
o AZU—=rZTENRVEH
o [Efl
e BBFID
o {rREMAR DK
o [RER
o REBlOAH]
o /AR
- COWREEAMCT DL MAT 4 —/V FOADBEEAF RS L, BIE
ElR RS $ouhnEolges s -V RCAATEET, ZAHDOT 1 —L Nk

WHEM TR LNAETH D Z ENZWT=D, BIOATTNENE 7 4 —/b
FlizFERENET, ANAREEHR L TIELITE, BERZ V&4
7 Ch~tED £,

EEIRFICREIC n 74 LTV D EAIE, AR L & bITREHRSL bR
fFst, BE7 =/ FADBEEIZHARY EH TR RSNET,

468 A7V —=vITRER
A7 V== TREROTFIE, R 3IRLTWET,
£3: 20 ) —=L SfEROTE

A7 Y —= T
7B

=113
i

SRR
;
ki
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4.6.9 KRETHREDEILEH

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

Could not test

Invalid

R

4.6.10 BRE% DHIRI

View Tests (=]
16/12960-1510-00009

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

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

N

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

BEDOY v g TREICER LA EOBRERRIX. 17TOhH
ROFY o F—=T A ay BTN RFDTF =y 7 ~w— 0 PR S
. SO COHIRRGE L GRIRSNZREIZRY £9, &I
ZyFTHE BREMERCEET, HEISUT, VX NADOH
DR ZFIR L CHRT 2N TEETS,

UA N CHBEZELIZEEOREEEOWNT NN 1 DT PRI
NTWDEGE, MADHEDHRERERN 1207 ~VICEHR S E
T, 1 OOFIZR LT 2o EOBRENRIRIN TV DG, KM
BEARERIZMER D T ~VICHIRI S N E T,

B U FORMETIE, HIRY A 2 3RS EE A,

1. HearSIM O ET, KIKTOT~VHIRELIZT A ¥ LV ABELZEDIZLTWDIHEA
2. TVUH=BRIKEST Y 7 ENTHWRWES
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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 FI¥E®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
]
20 -
AT A R A FNEAFR S
Prepare the patient nE+
Select ear °
Place transducers
Quiet patient?
Start test
BRLEAR & BAHLGIE D HERR
&ML % T
RAORE AT R Y £
"
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4.7.2 ERIEFUEOMERR
G O HEFR
B FEICR RS ET (£5) .
BHIEFUEOMERA T L. RISHINE BB TRk L £,

# 5 ERHUEOHERR

. IR OB OO WML B ARG E A LY R TRRS N, IEHUE (kQ) 25T
T D O THEHEHLI A DRk L Tt (50 ko i) 1

fxék\

@
Hightingale, Sarah

Prepare Patient

& Impedance check AR DL O EH
; C ‘. - ) 9 ; Hightingale, Saral
Impedance check (o

—

g tingale, Sarah

1@ 0k 1kR

1Bk R &

—IRpfEs 1k FEBA AR &
S

BREHUEN B EOE EOHE, L TOFECEBIKHUESZ
o  HIEDIRHEZ 3K 2 7~ (E P 1 AR )Y 1
o EIEFUENSUE LA WS

VAY/EN
BRI A5 LWVEBA LR £,

BRI OTERM A, AEGUUEE LR E 49 60 BIHRIBT B &, ¥4 LT Y b A vt —VRER

SNET, AvE—VEMALL L, OMEEABERRINET,
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BRIt 4 &
FRLET,

TERRHRHUE D W2
RERLET,

ikt = FEMHEHUE R
4f

P = BT AR
B

FEARECH LRI KQHAL
TEREINET,

ERPUE OB 2
fEik LET,

EIRPUE OB 2
—ME Ll B LE
@’40

HENZIAE SN TS Z 2R L E,

. BREESN L. BREEE R 2 L TR R E DR RE A R 2
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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 |

NS EEE .., v

J A AR A R
FrzvI~—IfE )
A AR —

Tine W IRFfH] N —

1Bk R &

— IR RN 2

s
LT T

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
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£7,

FRAREE] DR 2 7% L
S35

MEEEEL, EiE
[R52T) & LET,

WA & — R Lk P B
LET.

ilﬁEB?&/f»@%@ﬁ%%éﬂiﬁoAﬁ%%ﬁﬁﬁﬁﬁ?wﬁUXA?
Fxy == BERENET, AJEEGH 7
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4731 KEN—

AT, BRI AN — R IRAEOETRIL A=, BAF Y TN T =2 BBFS DI > TR T E &
T, 180 % (343) MITHAHAND EEG Vo ARG END L, N—ITERITHEY | REIZHEH
IR T LET,

4.7.3.2 RESE T E®

BAENKT 2 & BBICET LIEREORRNSI SRS RREINET (RT7) . BRAHOBEIUR S 3 H
CHDT/ Y, FOFORERZERLIZY, FICHETHREZBRVIELER TS LET,

MEHOBRIRAR Y T, MAETICHE L EF TEMSNIZREOBREMRZUIVEZL L HTEET,

£ 7: HE) ABR AT 1

Done! @ (=]
Hightingale, $arah

BMENRET LI L%
ﬂﬂ_\‘ [/ij‘o
v v
————— e %) =G BIR L WE £
———— C_Ilightingale, Sarsh U8 FLET.
| W BAEEORIR 2 BEEZUY BT
Nightingale, Sarah 7;‘
firtifact 0 % ©°
Time 26 sec P N 4 = S =
P s e e v v WG R —, RERORE & B TR LI

5. FOMOMER R BAEERERLET,

firtifact 0 *

Time 26 sec
FAE ] 1k

PR 2 > T LR O B RS T
3‘0

BBV A MDOFRIRY Y By g CERLEZ
@ TRTORERERE Y
————— ANRRLET,

TV U —RREIT
TWHEAIE, HlRIAS
ATHE TV,

D-0125971-E — 2023/07 (=)
Sera - Bl M # - JA Interacoustics 42—



NALTEECHEREZHGT 2. UTOBEAFRINET,

fittention?

Ear(s) passed last test.
Retest?

Artifact 46 %
Time 10 58C
1ke@ 0k 1ke
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TXFE7,
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71 AR 0D Vi ]
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DAy E=VF, ZEOERASALTWSHZ EA@AL, [WMLHT

BRELERT 502 MR L TWET,

Fxy ) ~v—r KA ER L THRELZHITT 50, Fv AR
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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 FIHIETH®E

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

(=] o
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ISO 389-6:2007
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E)E UES12LCP-050160SPA (i H 5 8515473)
TEBEOEEL B | 100 - 240 V~. 50/60 Hz. 400 mA
Hh
5.0V DC, 1.6A fix K
EBIERIR YEBhIR B 5 ~ 40°C
0 | FERHREE 15 ~ 93% (fE#72 L)
I @ 4 oiPe 104164
et lid | <5
T4 —A7T v T 2L
ik - RERE REIRE 0° ~ 50°°C
IR -25 ~ 70°C
FEXHE BE K 93% (Fs@72 L)
EBh = B REEERE #E+k 2000 m
s IP~—71%, ERIZX HRES %%%Li# WA IRWE & IR DR AT 5
REOREZBE L9, ARy ;t L/LTOD IP~—7BMERENTHET,
P02 IP02 : FI=C7k 2 & B %ﬁ%u%a“zo 71 . WRERFTEICER Y v U — 7 — A& fE
IP20 MALTL IS,
IP20 : Zo~—7 1%, ®EOEMITIAT S TOET, SeiBimIEbikik#E S
TWRNWZ EERLET,
R - BEES. BIRT X X —, 7 L— RVFEBERERE CI3MEH L2V Tl
7230,

D-0125971-E — 2023/07
Sera - Bk E - JA

F¢ \N
A\ 4

Interacoustics

73—



2

A~ E 15.8x8.3x1.9cm
A EE 265 g
a—P—af ¥ —T=x BIUESY v F A7 Y=
— 2
B A X 95x56cm, T —, 272 x 480 fit& i
T — & @E TA Y LA (R
E1E B - 2400 ~ 2483.5 MHz
A . GFSK, =/4-DQPSK, 8DPSK
W& : 25mW (25 22)
S—F—T 41—y NEA E— 7 —
7
PN WEE, NAYVEE, AXA VEE, VT UAGE, A X VT
R, RNV NTNEE, AT HEE R—T 2 KiE, 7«
Y7V REE, V—~ =Tk, v U TR PERE. #E
. MLV aEE. VU =—FE. BAEE
NyTJ— B FERY T T LA ANy T U —44794 ; K :
3.7V/3850 mAh
it FA4E 3K HE 3FELLE (BEARBUC LV B 5)
AEU— 1GB (F K 2504, 14 5014)
i 120
IV T UTEERE 85¢g
VAN AR S 8.5x0.5x2.5¢cm
Y E—
BERESALVFY o2 — | HM-E200
(%)
e JAY LA ()
NyTJ— FEARY F T LARY~—, DC7.4V, 1300 mAh
KB AC 100 - 240V, ~50/60 Hz, 1.0 A
HE 234 g
FARK 1 — LA
JEENT ~ v — Lk (103 #0/1 o — 1)
FHHRRIE e — LA 58 mm  (1F)
JEET ~ L — L 0 56 mm x 60 mm (IE x & &)
IRl B R &K 100mm/s, HIRIRISGO 70 hac ko By £
7,
D-0125971-E — 2023/07 ()]

Sera - IR - JA Interacoustics 74—



H#) ABR

FITTS 1F% RV B — 7L 34K, 51 cm
74 v (FE) 72 dB
JEIR B R 0.5 ~ 5000 Hz
AR <25 nV/J/ Hz
CMR tt >100dB (100 Hz )
HoFL—h 22.05 kHz
BAKANA 7Ry VEE |25V
AN v E—F R 10 MQ/250 pF
DD OHAEEIR - ot IR
BXIEHEOHIE HIE BB 33 Hz
¥R R
B E BT 11.25 LA
& 05kQ ~50kQ + 10 %
WIS HIEE CE-Chirp® (200Hz ~11kHz) . 7V v 2 (200 Hz
~ 11 kHz)
FIBAE B 90 Hz
G VART a—Y— A Y — kA ¥AH2 (IP30) . EARturtle
(A IERE ) A% A >7 (IP30)
7 —=7 (OWA)
~7'v—7 (SnapPROBE)
W L~ 25,30 dB nHL, 35dB nHL, 40 dB nHL, 45 dB nHL
AT 22.05 kHz
Gk FEATREM 3%
A/D iRt & 24 bit
T—F 777 FRE Vo7 varlb~L (=7, &/PMRMS, K
RMS) . 7V vt/ (faF0)
FALRAT LA FNZ VAT a—H— REMREAA—, REEKROTE
(NA, UV T77—, RET) . RERH, 7—F 777
N, AU
BRERE THAIY XLRE (FI8 | > 99.99 %

FREOTT Fan)

FIRAAGEZR 7 bai, 7o b aliE., KE,
W FLEE I Z B9 A BRI DOV TCE, BRI E (3
B AR TLEE N,

D-0125971-E — 2023/07
Sera - Btk 135 - JA

Interacoustics

F¢ \N
A\ 4 .
75—



DPOAE

I E [Eba e ] 1500 - 6000 Hz
AFREI B f2
f2/f1 L 1.22
HIE L~ 50 ~ 65 dB SPL
FFURTF 2 —H— 7'v—7 (SnapPROBE) o H®EifrH, HEMWIE
T —T7F w7 (ZHLTTHE)
Tu—7OHaERN, BEKE
Ta—7F v (ZHLTTHE)
Gk FEATREM 60
AID {8 24 bit, 5.38 Hz fiff4 fE
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 KEJE
F4 AT A T UAT a—Y—, AR~ BRAKEORL S
(RARL V77—, RKET) . Tr—7%EMN, RER
M. 7—F 777 b
BRERBE TAIY) XLRE (18 | >99.6 %
BEDOST FaL)
FIFFIREZR 7 a2 R, 7'a b a LgkiE, RE,
R I BT B RS oW I, SRR E (3

R EZRL TS E SN,

A D DPOAE Tik, Bl L~ L OflEIFIENSGE S v, A G F TOHNEE2FHFHIZB W T
TERELZ LD EMICERTE 5L 912720 £ L7z, IEC 60645-6 HLk&k Ol AFIHIXIRIE., A EIZIRE X
NTWET, LEB->T, AL~ a2 SEIERNAFERE FRICHIR) I LTI Y EMICERTE 2
B YIRS 2 2 L AR L., —#Ho7a k3 /Zon Tl IEC 60645-6 O#iFASN T L 0 AFER 72

DPOAE ARIEFIEZE AT H Z L Z@INL £ L7,

AR IEC &7 v h a/W I3 _XT, fHESNZ IECORIEFEEZFEH L TWET,

D-0125971-E — 2023/07
Sera - Btk 135 - JA

Interacoustics

F¢ \N
A\ 4 .
76—



TEOAE

I JB) I F & P 1500 - 4000 Hz
FIE /) =7 (IEC 60645-3:2007 (ZjiE &)
HIEE L ~L 60 ~ 83 dB peSPL, tF'—7 E"—Z{XiE. AGC flf
I3 B 71/%
NIV RT a2 —H— 71 —7 (SnapPROBE) ®H®#i#iH ., HEMWIE
Fu—7F 7 (AR
Ta—7OHERH, BEHE
Fu—7F 7 (ZHATHE)
Foé% FEAT IR 60
B SRk AF H 2.5~ 14.1ms
A/D fRta & 24 bit
T—F 777 MREI X |55dB SPL
7 A
BREE S K&JE
BE/ AR HLE S 72 OAE BERIFEIC I 1T 5~ AHEEICHES L 4%
F 7 H— T O RMS i
BRERBE TAIY XLRE (918 | >99.6 %
REDOT 1 hajL)
FIRAREEZR2 7 b, 7a haL®RE., KE,
W HLEE 2 B9 BRI OV Tk, BRSO
FERR) AZBRL T EEN,
FTAARAT A T UAT a—Y—, AR~ BRAKREORL S

(AL V77— RET) . BEELENME, BAReRE,
T—=FT7 77 b

D-0125971-E — 2023/07
Sera - Btk 135 - JA

Interacoustics

F¢ \N
A\ 4

77—y
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7.3 IR IEEHEfE-CE-Chirp®FI¥ 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 VRT 2 —H— peRETSPL [dB re.20 pPa]

RadioEar IP30 (1 ¥ » 7'% L U EARturtle) 31.5dB SPL

RadioEar IP30 (- ¥4 v ) 58.5 dB SPL
OWA 7Yu—=7 35dB SPL
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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,

NG VAT 2 —HP— peRETSPL [dB re.20 pPa]
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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,

D-0125971-E — 2023/07 (=)
Sera - il # - JA Interacoustics 79—



BYETDOA L —T a— AT ¢ 7 AT, W& FOMREOWELZ BIE L. KW RE &k g,
FOED, HARIZTER LICEREINDZENRH Y £7,

B OMPERE SRR, FIZA1RILLEDO A T F U A E L L T DG EICOMRESNET, AT TR
1, BLESTLORB AT AEMOY—E R EENEL TSV,

fiEnid, AT 2HMOY —EAEENARICFH T HMERLT —E AV =27 V2R L TVET,

HrZEARERE 36 L ORI BT 2 B A EITLL T ORUETIZEHE L T 723V (HATIHRGEIRIE TSR L
TL7ZEW) &

Interacoustics A/S
Audiometer Allé 1
5500 Middelfart

Denmark

Tel: +45 6371 3555

E-mail: info@interacoustics.com

Web: www.diatec-diagnostics.com
D-0125971-E - 2023/07 &

Sera - Btk 135 - JA Interacoustics 80—


http://www.interacoustics.com/

7.5 f18% A : HIEE

HE) ABR O—#D 71 b =Tk, |EC 60645-3 Bk THUE ST 2 HIHE L I3BIoRIE 2 MEH S
TWET, CE-Chirp®FFIE 2L, M TRESNTWS 27 U v 7 RS & [/ U U =77 4R 8 5 BRr
WY ET, L, ZHITEBEEIRO 2o VKO E L TR SN TWET, A O
(T, RIS OB TY, FABEORBE LV~ RE LGS, FCY =7 IREFEEEEA GO E T,
2Ly KO RRARAEERE 2 BB T 57202, A Uy ORRDER S 2 AR DM AR AE G T
TESHRESNTWET, HilEeE o E G IE 200 Hz~11 kHz T,

Ve
D-0125971-E — 2023/07 W’

Sera - BR#IIE - JA Interacoustics 1=y



7.6 f16% B : ERAESE (EMC: Electromagnetic Compatibility)

AR, ERAEE OB E W, T O HF SRR B-R 5 KO MRI 2 27 A0 RF = LSO
JRbtds KX OERIRBREE C O HIZE L TVnET,

R s B O FEARMEREITELE TIC L > TUFO L Y ITHESN TV ET,
I, ZETERVWEEY 2725|2822 & ORWEARMEED KINE 7213 B HIFE L 8 A,
AL, BRRAY 22 I SN T T o T 72 &0,

ORI ITE W IREE TR ZHEHA L2045 &, REYREELS SRR _TBENNH LD, +
DEIBRIRMTHEHLRNTLEEZ, ZOL 9 RULTHEH LT ud7e b7 enigaid, £/ TE
WCEEL TWA Z L 2R LT ZE N,

fTEfE L0 —7 i3, "WaORE T K2 EE RSN OISR #EH T2 & "WAOEK ©
vV a VOERRERA I 2 =T A DRT b L, MEbREfEa2sl SEZdBEhrdH o £, B
B LT —7 4D X MZONTIE, AEZZRL TSN,

BT O RF W@ESE (T o T 7 —7 B LOSMIT T T Co iz ate) 12, 8o Lo
gy (BYETTPNRET D7 —7 N &EETe) I LTh, 30em L VESTTHERAT L2 Z 02 0L 5L T<
7ZEW, WSS, RO MENMETIT28FARH Y 7,

AHL 51T IEC60601-1-2:2014+AMD1:2020, it 7 7 A B 7 v—7 1 IZ@A L TWET,

ER : BNEAIRS KO LIRSS o@bliIdb » ¥ A,

HL: EMCICET a7 o4 T v AT 5720 WBERHAITT T, AEORA T ADFEIC
THENTWET, BHINTWBLANOFIEIZIARETT,

IEC 60601-1-2 {Z/E 8 H L7z EMC ZERFHA~ DA ZHERIZT D720, AT 5B IE LT O R o
HELTLIZENY,

4 5T i% hET IV
TIVT T Interacoustics
“r—=7 (OWA) RadioEar -
7'u—7 (SnapPROBE) RadioEar -
IP30 A7 LA IDA A (50 Q) RadioEar IP30
IP30 A7 LA IDA ¥ » 7 (50Q) | RadioEar IP30

ARBLL TR 2B INEEfe L1283, SFEDTELZF-> T, TOMAZ IEC 60601-1-2/i& (2 & S ¥ T
<TEEVW,

IEC 60601-1-2 |Z7E s H A7z EMC ZRFIHA~DH A 2 MEEICT 572010, 7 — 7V OfER LUR S 138
ToEEY ELTLEEN,

B EX (A—11) ARG )= r—T )
BRI 1.5 X

UA YL AREH (7 L—F)) - -

IP30 F 7 vV AT o2 —H— 0.25 O

“r—=7 (OWA. SnapPROBE) 0.50 —&

TVT T 1.15 —#

BB — 7 )L 0.51 X

MR P T VAT 2—%— F—T i, BELSIOBBEENT S L BEOTI v L ORKRA
L2=T A OEFEERSBEANRDH Y £ T,

Ve
D-0125971-E — 2023/07 W’

Sera - Hufhan Bl & - JA Interacoustics 82—



HAZ L ALBETRICEDES—ER-Iy Y a v

AREET, DUFICHET 52EMES COMMEZERH LIz b0 TY, #RF-CRERIL. ZORRTREZENT LI L2MR LT

<TEEW,

TIyvalRR b 518 BRERRE - VA ¥ 2

RF=Ivyvar» TN—71 AREL X, WEERED 72D 721 IC RF mx L F =M ST g

CISPR 11 T,
FDIzH, RF LI v a VFIEFITIKRLS . fHEOE TR & 15
T ORI NS VWEF X ET,

RF-Iviayw 7 AB ARG, PEEBREE. PERBREE. FHRE, ATREOVWThICE

CISPR 11 FAEAICHE L TWET,

ATy e v %Y

IEC 61000-3-2

BIEET, FEai H

TV h—x=Ivar

IEC 61000-3-3

BEA/ BEE D RF JEEMS & 87 L O OHESRsy BiEERRE

Bt A DL FIOR L E T,

AT, B REESHE S T ERERSE COMM ML BEX L b DTy, BRIEFELZD T2, i PR3,
o REEERGS (EEH) & BFE ORISR NRGEZRIEEEZ R > TR SV, EEERORICER H ) INTIES < HESE 5B

T YTy ——
— a‘g{n%@);m}z%t)go< 53 B BE
%j"tﬁvﬂfﬁ%ﬁ 150 kHz~80MHz 80 MHz~800 MHz 800 MHz~2.7 GHz
d=117VP d=117VP d=223/P

0.01 0.12 0.12 0.23

0.1 0.37 0.37 0.74

1 117 117 2.33

10 3.70 3.70 7.37

100 11.70 11.70 23.30

WKW A — I —IZ LD ARM) TT,

RO BRIER IR HS ERLICEE S L2 6 OHESESYBEERRE d (m) 13, R EHOEREEICIET 5 ERRoXTHE L T2
W, HRD P L, FEHRORKEREIES (W,
721 : 80 MHz 7> 800 MHz D355, i\ 5 O RS 2 M L £,
H2: AKHARITA L TIEIETERWGESH Y T3, ERBERIT, BO0mE,. MEICE 2N - AL SE T,

D-0125971-E — 2023/07
Sera - Btk 135 - JA

F¢ \N
A\ 4

Interacoustics

83—y




HAZ L ALBETRICEDES—ER-Iy Y a v

AR, DUFICHET 2 BB COMMEZBER LI b O T, HRFE-CHRAE L, JOBRECTHBELMHEN T2 L 2B LT

<TEEW,
A== RBR IEC 60601 3RER L~/ YEHL BRBRE A XA

i} i PREE. AM. 2o 7 U— k. F7-3F
¥ Hi B (ESD) +8 KV (Hfik) 8 kv (HeAR) &?»Jﬁ<;égmvﬁmwgi
IEC 61000-4-2 H5KV (ZEef) H5KV (Zif) BbR TR BB, AL 30% &

DENWZ ERFEMEE LTLIEEN,

RF fEHLEEH R & DT
BT BA L2 =7

AR v b 385~
5.785 MHz

RF SEHGEEHERRIL, BBOWD72 B0y

e £ 9 CEHEINTING LA F£OTERINZEY IEEET A Z ENBRNEIITERALTLE
2 W
JRE °
IEC 61000-4-3 VA
BEEXH T 7 —ANNT EEE S o ;
Vxu bR R 2RV (R7 AR R TIL, SUBA R T IR 0
N = s B E LT ZEN,
IECE1000-44 +1kV (A Z A1 U H) +1kvV (A Z7 14 U H)
Eand KV (R - T, A 7 R P 0
=i 33
IEC 61000-4-5 +2 KV (B hRg) AP e LTSRS,
0% UT (100% > « v 7 UT
)
0.5 %1 7 /LR, 0. 45,
90, 135, 180. 225,
270, 315°
BIRATIZ A ki o o = o p W, MR E I AEERER O
5 BT v B %ygﬂ?ﬁg4/7UT BRI LTS, (A b BB
5, BIXOEELE) ’ : 5 BN MLERIGA T, MMEEEREE S
o Ry 7 U =i KA EIRE BT %
40% UT (60% 51 » 7 UT -
IEC 61000-4-11 E0 4 CEEMELET,
70% UT (30% 5 v 7 UT
)25 A 7 L[
0% UT (100% 5 v 7 UT
#)250 41 2 /L
B — - ‘
EIFE B SR L, RR A pE & i
(50/60 Hz) 30 A/m 30 Aim EEREIC 5 B WA AR BT C OB L
LELTLES,
IEC 61000-4-8

LR - A 2 =
=7 4 AR

IEC 61000-4-39

9 kHz~13.56 MHz

LUR CrE#s S L7 8L
LrL, 255

AMD 1: 2020 % 11

AMD 1:2020 ®%# 11 T
EFSNIEY 2020

BB RS IBURR A R P i S 7 B 8
BEATWDEE, THEBNT, 11T
FBESNTOLRBRL V220D
T 2RERHY £,

VAR + UT B L~V & BT % 10 AC IREIE T

D-0125971-E — 2023/07
Sera - Btk 135 - JA

F¢ \N
A\ 4

Interacoustics

84—



HAZ LV ALBETICLDEE—EBRA I=2=2T 4
KRBT, TR ET A EMBETORRZEN LZbOTT, WaEohadit., JORECREZENTS 2 L 2R LT
<IEEW,
A32=F1RB IEC/EN 60601 SRER L~ /L WEtEL UL BRBRE- VA XX
HE A RF GEEHERIE. B0 L ORRSy
(r—7N%&EL) I LTH, HE#ED
JEW ATk 2 R TR U - HESE Ay BiERE
BEL VST TERT2Z 02N E DI
LTLEEN,

HEAR ST HEERAE -

{8 RF 3Vrms 3Vrms

IEC/EN 61000-4-6 150kHz~80MHz

3,5
Vrms

6Vrms 6Vrms d=

ISM #i (36 & OEEEHER
BCiE7 < F 2 7 i)
<,

it RF 3V/im 3V/m

3,5
IEC/EN 61000-4-3 80 MHz~2.7 GHz d = mVP  80MHz~800MHz

10V/m 10V/m

7
80MHz~2.7GHz TEEEROEA) d=;madﬁ 800MHz~2.7GHz
EEERBE OB A DK
KD 5B, P IR KRR S
J1 (W, SE{EH A — —ic L B A%
) ThY. o ITHIESEERE (m) <
¥+,

FERIROBMFFAEIC L > THEOND, BEE
RF B{EH0° D OBERILIRE 213, KWK

BT DA L LR & LT<
=Y AN

UTORENRER SN TV DR DI T
FRENEC D AR DY £7,

(@)
¥ 1 : 80 MHz 7> 800 MHz D5G1%. V5 O JEESEGRH # WH L £ 7,
H2: AHA RIFTA L TIEIHIETERWEE L H Y 9, ERRISIRIE, AWM. AR KD - K EA SR E T,
@ MR (. = — RLR) EEEOHE EBEEROHE, 7~ T 2 7R, AMIFM 7 VA ik, TV BEEEICHW D7 8o
[ E RF #5660 © OBRESRE 2 EMEIC TR 5 2 &, Bim ERATEE T, EE RF HEMIC K 2 RSS2 333 2 (2138
FEZRT LTS, BHFOMEREGHT CHRA L7ZBHREFREDN FRROXHE RF EEME L~V 2B 25615, BB E 8 E
THEI DR L TLIEIV, BELRBENRD SNTCHEIEL, BEONE R ES T 2K 2 578 & OBIRHE AL E 865
HYET,
P JE AP 28 150 kHz~80 MHz D354, BRI 3 VIm ARl & LT &,

D-0125971-E — 2023/07 (=)
Sera - Bl & - JA Interacoustics 85~0—



e Y
a4

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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