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2.7 KHSTHRGER Sera™it &
FAF Sera™BLa (KIEREIFRYY OWA PREF. 45 OWA PREFIE 2 B B W72

1) HESERRE (CCEH T HH RS
2) EIdETE MRS RS GEH T OAE F1H 3 ABR)

N A R Sera™BE & o A 1l 22 35 s R ED OWA FREF A AT B UK 2% 25 .
/_’lf TR IN

XE5E OWA PREHIE L/ AT BB ES i ik BRI RS Sera™ B a5 WA 1 A
I e NS, WG HAEANIEE . Sera™ Wik FH TR A Sk /AT B K
REFTINZIETRIALE

2.8 WHEBRSEZMEBAR
[593) ABR U 7 B BT BLROK g P 0 LKA v 5 7T L S T S A e

ijj /J\AB\

XE55 OWA R4t /Hi AN SHAL/ AL A B4 Sk 5 i B BOK 25 H G TR A B
ZRHEN . EAGEL, BHMEAEE . Sera™ Wit H T LG L/AT &
N AN NN A

Yo 4

2.9 CREAR ERATIE E AT B BORAS

IR A, KA [R5 2 0 A4 A 0 2 4 i B O 4%
THURR P R AR A7 PR 3K o 00N 3 0 5 A N A R R A K

W

L

&> preamplifier
by Interacoustics
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210 [FRHEEESENLL IP30 ##58 ((UEHTF ABRIS B &)

HPIIRAE) IP30 213 il 5 ABRIS B AL & A .
IP30 37447 ID B3 IP30 374475 ID B4l

IP30 4R ID BpL @ T & e 28 5 B 28 i A8 IP30 Sk ID HEAL A E &Rl gy 5 — I H
1R B “CaruETTH THAY” bR, B, RSB EE ‘CaRiETTHTER”
HIFRZS o

PG BAE LR, ENAREM Ykt (BESHR KRUAEREERES . B TR, R RS S EH
L

211 FEZE R E BRI S

|® o
Q ~— @
i S

ABRIS it for e il I T PPAG AR L A 5] A% JEads ) e B 1
IP30 SLAKFS ID HAL - R 85 (i 22 H 28 iU B 28 & O oA, 4 Nl I A 25 s g L .
IP30 SLAK 7S ID H-8 - R 8 (0 5 Sd i & ELEm Nl ke A s i £l

O B3 HEAT DI e 75 R L B A I A )

2.12 B R

Serar & I A I RFIR omnetics disk, KHMERE AT RAFAEHIZE /Hiiskrh (HAK D Feeds) o ety (
WAEr, mAREHEE) ATEEATHE Sera™5t &, M0 EHX 45 E BE& HBIME . Sera™ist & A B SR #44

T, A TID Fefeds T BURHE AR -
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2.13 Sera™f¥ 75 B M AL e

2.13.1 HM
AT AT S T (Lision) Rt E o JEIDRE SO AR AU i RS il oS HL s FE
AT B I BLT 5 206 it 7

o MEFIBRH ) USB ERAK AR ER B ALK PCo LAXFH 7 3078 i LU A I35 3t 78 Bt
o EIRFIL UL R B\ 2] Sera™ ) microUSB i 1A, HEFZ B B HLYE

Uhi s TR RIHAL B %, NIRRT ARG AT EEESRA. &
T S B AR R S A B, BOEAAHOC I s AR e (BN, 1T e MO IEC
60950-1 b, Pey7 A& ROEIE IEC 60601 RAIbRHE) o Ak, FrfEXFEmA
- BRITHRRARY - ENAT A R EORAEE 3 I 16 25 P BTRLE 19— Bthr ik IEC
60601-1. AEFTALRFE IEC 60601-1 i HL 23R 150 %% HONT B 2 Fr b IO EE o i, 37 2 /b a8 8 S8 3 S 20
1.5 K, il 7 B 8RR IR o RN B R RIS SR L 5T R B AR R SK DU I — AN BT
HARGN AN TT ARG G EOR . WA SR, TEBAR TR BOR N Rt AR . R A COE R
F PC AT WA/ —NRG) , HHIREERE PC N A &% .

¥

WARAXES DR R PC AT &I — N RGD » Ml BT HOR N SR YE IEC 60601 H i 22 4 Bl X 241
FAEGEAT VA

FER DS B0 USB IEEN B H E R B LG R EM .

ANTRLARG L T 36 Tt PT 2 0 S8 3 R v PR kRS FL A

EERR: WE AR RE B AR QB . AR BN S i i i i i i) 7o PHsE, ANE
77 i R PRAETE 2 A

2.13.2 HahAE F F vy K 70 FE R T

HER: il A I, SRR R 2R
ARE 4B A BT LRI 48 .

- HVRFEER, ORI AT

- UIZ0R ISR KGR, AN AR HR A2 A

- U120, B A2 A5 R

- Uik K .

- DI H bR B S R AR

- & Sera™R&AE TAM MM BITAMIERAE, BoEd USB EEEIFENL, KAk
AR PIR CRIGE

- RAMEH Sera™B & Ml I se HL &%

ARG, AR DR ST, Sera™iit & BB
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RAGHT BT ETTRA/PE (ct) o DU NMEERERE B& 7278 I R b TR BLRES .
LA TAF AT RIS R Cet) BRI,

#£1
CtiEITHuHA 90 Ctifid USB ( Ctilid USB (PC) Fiify
% PC) i 90% ik 90%
KA 6 9 35

2.13.3 Sera™z & EFIFRNAT
NRIVEAFZZAT Sera™ g i LED FR TR Rt (W & 2) .

xR 2
WERS: Rl FFHL BHEER L
. 2R E i 2R 2R E i 2R
FoHE RICH/HBER | KK W FRE RFLH
USB 78 H WAT ST KL KL AT INER SEAT KR
e WAT sk AT sk KAl KAl AT INER SEAT IN KR
RICH T FKL FKL KL ANiE SEAT KR
. ST 2 | SRR ST 5% . . GATAEAT | ST AT A
i, L . . KA KA R
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214 HearSIM™ {43

Tl USB 2% Sera™ %425 PC, LMELH HearSIM™ 54 H . HearSIM™ k{4 a] fdi FH 7 [ 2 X Sera™
WA E . PR 00k I X e s S5\ B HoAh B 2 R 4

BHREMER, EZ0 HearSIM™ F i,

2.15 YFAJAE

WS Sera™ AL I SEAEER A VF AT E . An SR A AR 1A B TR i A 2R 2. (47140 DPOAE 5k TEOAE
) VSR ARG R I STV ATE .

2.15.1 A Sera™ %N A UE

ISR AT E :

1. WRORIEINA BT A 1) Sera™ B AF£

2. M USB HidiE 4t Sera™ ¥ % i%EH: 2 PC.

3. 1847 Sera™ U # I “Tools” X fJH¥) FirmwareUpgradeSera.exe 3 1.

4. g AR R B A R R UL AT o X TR ORI R IS AT BT I R A . 5 U T RS B IH R AR
IRTVE AT AR

5. 1217 Sera™ U #i I Sera Tools 31k 1] ErisLicenseManager.exe 3£

6. FNFTIRGLAH AR, ARG A E AR A

7. B TFHEBORUR, RN Sera™ & 1] LU HIH (IR 4

216 FEHEMG
Interacoustics 4 W& 1 Sera™ BE4% MBI E . B 4 S0A AL A BH HO T FR LA, DA (R 1 4 1F 3 T4
o 25 [ R A -

1. fEXFREET, B X

2. HEET

3. WA LIEMARA S HE MCU 1 DSP 4% H #i—iit S

A

Dl

Eik - maiio] ik

WO IEIA ST hRA 1 Sera™ B 44

IS P USB il 4% Sera™ ¥ % %423 PC.

1217 Sera™ U # b “Tools” 143/ f#) FirmwareUpgradeSera.exe 14 -
R IR R S L AT R

PoODN~
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3 BT
3.1 — KPS
BB, RO B BB 3R

ii e B

1.
2.
3.

© N oM

HER:

w

ARBEEAN AT FH T AT e A 10 FH &

WAl AR B & L 118 — Ik MESanibel H-%E

EFAAR BN, BEICRHSHEE., WEKEENEN, DO k. ATEEEHEE., 1K
HZEMHEHL.

KRGIEEIEZA, VIZPBHRE NG, BSi0 8 EHiE.

EREHEMNGTE TRELEM N E .

HIPRIREF R LR BN & 1 7 N N B E B2, Dl HEZ 8. U0 H 3. AENHE%E,
Z08 ) Y5 o s R BB AT AR VB 2 N

B RAEAEH 2 AT AT e A 2, DA ORAR BES  TRSRRI/B 45 75 H 2 ABR. TEOAE #lI
DPOAE Il & 1E & T4k

SEWATE BRARET 4R, 850 B b R L A R s R

KU AT, BRAEE AR R . WORAF RS, WA BOR A B T A

Sera™B F AL LEFIAE FIZAT, BEARMBZ BISMFEE TI0. B2 A O A B I HOR BN DA
YRS, WA TR mhrETE. 1S0 82534REMI 2R 115 F e Wr 770 3k A5 3 B
PIZME R KIBBE e B 14058, A AL AR L F i s gl N B el

B G B 5 S S FE i . AR S A BA IR B S DL, R HL R (8] A 1 AT S A/ mA v
o ANELAE AT RE B AL o

W2, Sera™i# L EAE BTN 7RSS T IR I, 7T BE R R IR B A i R HERR T i
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3.2 Sera™BZZHIFFHLE R

| He TR, FTIF SeraBt. FelhRIMBEALIPIH, WIATXI Sera"i#
O . SeraMi & IFHUF 4 G S

BHER: Sera™REBIINFTE 5 Mob. [HHABRKHT, ME ST 1 28 SIS )5 SRV B %
» A BIET2.3.9

WA RS REY, MRS BREEE BB, hRE A
o RER ISR
o HREALIE

3.3 fEFRHEIEFR

an e R DLSCRFIIN, W2 Sera™ £330 i 78 HUIN AT I

2 Sera™ @it USB HdE £ E I B i) PC BRE I 5 HIRIE eI, thal BLgEATIut. 2RI, Wik
ARE AR E P OIS . SR A FFEINSH LRI LR Hik, AEEBSERD] PC o R
I BEAT I K

3.4 R RRSHERT

# Sera™AMHAEAMNL, HATRREERFA LA EMEIRSA 0. 35 i A2 DRI EAR L
» B B HBUVE, R F IR IR BT R EAR Y, IR Cil R EE . et R4k ul, M Ak
Sera™Bl % B TR, BOR AN USB &R THE L. FOBTH 3 Sera™it & n, R R AT E S, A
ARSI, Jo R BRI

Select Patient @§C$Sﬂﬂ&%%mﬁ,ﬁ%%ﬁ%ﬁ%%%@%ﬁﬁi%ﬁﬁ@ﬁﬁﬁ%%%
- SE.

Quick Test D

WZHE L TRRTRERE ERKE .

16718960-1510-000M

16718960-1510-00008
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R A RHREERE X
5 RERE
FEH
100%
75 %
50 %
25 %
10% CEBIMBARS A Z15)5R 30 7041
5% (iRt RORRFTHL)

3% CHFNFHL

J000G@EOM

3.5 Sera™i% Z#AE S AIMIR

3.51 Sera™&&ZREESER
Sera™k & — W% B F B g B

. . 1. BEEARA
Select Patient 1 E]

2 2. RE/EbRE
Quick Test D 3. Y=
16718960-1510-00011 D
4. HEIRRIT
16718960-1510-00008 B
i 5. it
O 1671896 0-1510-00006 G
6. AT DIREtREL IR IR
16718960-1510-00010 D
Bray
16718960-1510-00004 D
1671896 0-1510-00003 @
1671896 0-1510-00002
Schmuck, Constanze @
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=
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354 FRE

11:32

@ Mew Patient
@ Select Patient

Quick Test

3.5.5 HIN—LFEE.

@ New Patient

Enter Details

Patient ID
16718960-1610-00088
Last Name

First Name

Date of Birth

26-10-2016
Gender

Unspecified

Risk Factors

Press to edit
Other risk factor

Press to edit

(O Jl& | »]
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THRER)

S}

Cipt:bus
EE )

£ “H

W praianfis

Sera™ &I UG Bom EF . T M B REHEN Sera™i s 1%
4.

IR BEFENTRE R

W O EET , BAMEESIIAM. mAEEGEEE, A
Pk R A7 T8 e, SRELHEBA D R

BT CHE” REFRSPRENEEEBR. 2T - NMEETEE
HVEMP G iHE B A E B s ah .

R PSRN, AISrERIE, ERMAEREER. B <
HOR R WA RPN R, RS )E, AP R E
BHERRGE TR EEEAT, TEdmE “BHEE” L.
TP ESETIRESEH, WIERER “BEH P e, EH TR
P, M4FrH PR B SR AR, DLEESH .
PR B LU 1) ) LB %A Sera™ R AR BHIH . Hkik
B A HearSIM™ 347 5 4

“REE” P REGEETIMAE Sera™k#h. £k

BE” 1.

BT S, BRI AN BE 1T B DU A B AR

o RHTIFIE R B A E 7 30, s . WS SR BN AR . R
F R N T B RN T B R B

B ID CRLIETD
48

%

A H

el

R A 3R
FoAt KRS PR 2R

FE T BT it 5B T AN K

WL FBOF ML, BEEERIAEETFBAA.

WSS BB 5 T B DA ORA7 A Bk S0

Interacoustics

yify 26



Wmfwulmwnﬁ s

Enter Details & TR ENESMARS, IEHSRALHITMARS . HHmS
Patient ID: B AONH R + A, SMAD + S (A1 3] 655500 + %
FFHT . N EE RN, KE GRS .

Last Hame:

it HearSIM™ 5S¢ Sera™ FL &, PUEH H3H AR ID 5.

First Hame:

s

Date of Birth:

16-10-2015

Gender:

Unspecified -

Risk Factors:

Press to edit

(o] J&]»

N R TS W A F Do sl

3.5.6 BEHREMR

Enter Details €3 g S R M. R S AT g B N, W
BRI AE B BRI B A, K AR g S

‘“’_- S RUENIIE RN A e I

G- g

— ID already exists.

Cannot enter
qpv duplicate ID.
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3.5.7 MBHFIRTIERE
FERBE DI e PRy e R . RSP kB RE T 4R

b quLﬂlﬁﬁTfﬁJ%%qﬂ%ﬂaiUﬁﬁﬁ'% L
B BUNEL T 7S EAIPA L B B TR c oY o i T S S DRI K (ANt 3511

Mo BEm T BEMREUEE L TR EE . BHIRE
AT IR

o AT KB A _E B T 0T LR B R R A

o IEFPITEHITIEHFEIAM.

Quick Test
16718960-1510—-00011

16718960-1510-00008
Heyer

16718960-1510-00006

16718960-1510-00010
Bray

16718960-1910-00004

16718960-1510-00003

16712960-1510-00002
Schmuck, Constanze

o+ ¥

Mikese B Ja, I4ksE:
o HERERAILR
o XFEREFITIRA.

B@@DDDDDD

“CHFRRET IR, BEWEL/MSHANE DTN TTRARC AN R BURES (R 3D .

R 3 BEWARE

16718960-1510-00008 N S

e O B&h RS .

1671896071510-00003 W IR T R A ONRREGEE N 1 E 49)

P60 0-00008 B R R (50) . MR E R EE S TR,
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3.6 FEAfE B

3.6.1 HAMES - H3) ABR MK

TEE3) ABR AN, BiLBEER)L ) RRIEER B BRI T S RGN RES .
1T UL S AR 058 LT RS2 LIRS 5 T4, DRt R LU 7 B8 ) LR B S0l P RS S AT
Wate PR AT LE T LR S, SR B TG b, ] i e L.

TS KB R J A B T 5 B k-5 H b 2 R e fub e CRIMIRRHD o TE S, LBk B 0 R AL B 24570, i
B AR T4 o TXAE AT ORAIE — VR PTG S 2 MU 7 R Bk

PRI Sera™BL & I HEA5 8P 1 MRS T B AOHE &R IS RE S il 4L 5 ik %

5

&) =SS
FL 2R AT B B LRI 30 o

WS AR AL FARS F AR (T 3l R A

TE TE R I

3.6.2 BEMAEEZIE - 0AEMIK

OAE Wi SAK FL 55, R HRAT TR SO A 22 ) LA Iy BAR T i FRPIR S N AT el il ulIgIe], wrRe 22 L8 12
JURH, BeR L E TG B, e nT i HACEHEE L.

PEIL Sera™i & (M EAF B FM 1 T 83 e St e

3.6.3 HEMBUSFI®ERE
Sanibel B 98 y— kI 38, Al EEMH.  HNA AL SRR E 2 A 1958 UK.

MKHT, AU SRARBEHE & — N RAE SR ER A 5 B g BARR T HAE 5 H 200N IR
o NN SR T5 v R 7 R R A

. MRTFAETT, PR EEREBATE. 2 A B E S HERE IR, T
l. . . PUIAR R Al “EFHZh T (EH PR SEEAREND o “BHHF” ar
. PN A 2 T T4

BHER: SeraR&RAMA — KA MR HSanibel Supplyfillig. 7EMIAAE
W, ARG HBEMEHSanibel  Supplyfilid i — UM A o i SL0E R A — Vb
i FEOL A MERE SRS R A, BT AR e . Sanibel A2/ (1 —
UHE AN S AU 42K —HR — % s (DEHP) K XUEY A KE (BPA) , £ &8
AT AR A bR v

"2 WSera™ B & H BB TP “afig S IE N H 287 R
P il 22 1 Ml HE2E RS) L B 28 ik 3
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il

%: g:%»ﬁ@ °
DR LK B SRR GH /NI B T 82 LAREAS 2 377

3.6.4 HERKMHH

Sanibel™% JLH- S ™y — PRI, A E B . B H 0] S BUE B 2 ALK, IF T e
i) S5 - e A 3 I AR R T

MAHT, A0 R H R, MR RE A B ELE . WEELN, SRR A EOKIE T, BLRNEL
XL B R RT3

DAY, N OR FEHLE A 8 58 AN — M RRL . A EAS, TR
B 2RSSR MR B, AT S 2R

BER: Sera™¥ & RAKIAE —KMH H#H Sanibel Supply #li%. 7EMIKIE

i, ARG AR Sanibel Supply i3 i) — Ve o AL E S — Kk
\ HH b2 S EOR &R SIS R, FrUAHERE R HE M. Sanibel 457

B — R A S A A8 R — 5 Fls (DEHP) XUy SE ke (BPA) , FF
G OUAT A PIAR 2 R YE o

0

/

3.6.5 FFEEMR
AL AR LA 7 T 600 -

1. FNFEE R B S EAETT R .

New Patient

2. fE “EFEE” JIRPIEHEIEEE)E, @ CREERT S E s

Select Patient

Quick Test

1. BREIR (EEREELD .
BRI HearSIM™ 5 FH/ZE DRI AT e . W RAE ek BAEH
IO, W ERRE A BR “REINR” 12

TREPATIRA AR (H3) ABR 8 OAE) , LR FE#SHHIA .

s TR ek sk, I R R, R SRR R AT, AR B3t
B .
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3.6.6 EFEMAKAY
Select Test =)
Quick Test

TEOAE

(T00 1.5-4 kHz, 3/4, SHR 4 dB )

DPOAE

(D00 2-5 kHz, 3/, SNR 6 dB )

ABR

(A0O CE-Chirp 3 dB nHL )

v

3.6.7 SAHAARK BN

Edit Test Fields [E3)]

Screening Facility

Hospital Status

Outpatient -

Screener

Jessica Ramos

3.6.8 MELEREER

A KT B L RERRI 30 1

D-0112441-D - 2020/03
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]

4€'E

U s

ISR e RN R A B 3 ABR A1 OAE Thiig, i B FAFAE 2 A AH R BREHL f #
R B, PR £ EPAT It

FEMRZEAL (Ffn, TEOAE) R, #H 7 #lm &R,

BORAGR R TR RS . B, IR OCKR SR E LR Sera™, U H 3 ABR
piFeh . HTEBCR SRS 1 A AR A AR, LB H 3 ABR .

S

BHXRMNIELZER, 550 Sera™ [ hnfs &

Sera™ ] DL HearSIM™ BEATRCE, DAEAE ARG BN (R A7 LT

o

Eﬂﬂ‘

(S

o IHARELIK

o [EEBEIRE
AWEE LT RE, R BN BUR N S, T R B A TS Ok T
RTEE MIEH T BUE 2. AFEH X TR T BYE Bl A, hTd
feIhge, P 2R NG S & IR0 0 OE R 7w B B, 35 Bon (S IR,
PR E L e IR AT A

HR&ESE R PR ER, WA TR 5 RE, Jra7
Ha DLR BB QR R T BU N SR 1 -

bR L.
* 3IHELRER
= TEER
ai
v
%
2 RocHe
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3.6.9 ERIRAEIL. REARKAEEKRER

Select Stop Reason e EEL AT LT HearSIM™ J5 H Sera™ i Zhfg, LMESETF3h{F 1L
16718960 151000009 MK B8 Bos “EBFIRRE Y b, E RSNl R — 'R A
Could not test °

Invalid

B

3.6.10 W5 HIFTED

View Tests (=] CPRRTER” SIS BI R ) R S, A
16718960°71510°00009 PRATEDHLITERIREE S A AR I3 151 S otk 58 3 2 32 (0
v 9 16-10-2015 13:33:22 iR 5 2 .
TEOAE
v § 16-10-2015 133226 HTF P 7, A R o B BT S 94 B S 2 A R 1 3
iS5 POk N HEITEG R, o TG R, AT T LR L #E

— ARSI A TP AR N A AR AT IO SR RIS A
FURYE B S s AT AES 12 g L e A

H R — DA H LA H WA R AT ED, WRAE R —
AR EATEIX NS R . 25 [F— RE i b A5 4T B P it
2 U RIS SR 2 BT BT AN A bR A L

A
BHER: EULFERT, THERAS E/RE Sera™ |,

1. WRIE HearSIM™ 8% 75 % % L2 F AR 24T BN el C 268 (5
2. WRFRZITEINLM A S Sera™ Ftxd .
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l5] Iy JUr

3.7 H3h ABR JIIiR
7E A Z) ABR MR, B Bes (5 or Uk s AR 575 126 2 0 T ) 26 33
H4 A3 ABR ML EL(EE, 25 “Sera™ MHNEETM” .

3.7.1 H3Z) ABR ¥IIEIRFRE
Y6 H 3 ABR FEHG ER LR E B MU (& 4).
R 4: VIHHB) ABR B

@™
Hightingale, Sarah

Prepare Patient

: = N P )RR
: Nightingale, Sarah 4
‘. o] is N O ; N—
w H A B B DS =S
HNightingale, Sarah 25,
Prepare the patient p ARIRIFRAY B3R F LRI
Placietlsg:s?jau::ers ‘\ G e ) 9 ' 4%@%@1%1tﬁﬁﬁ
Quiet patient? G i EEIteRE (B
Start test B ORAYEIR L
) .
; ¥ P ’i
-
il

3e) -

AEDRE =R BRMEAE L E R
Prepare the patient

Select ear
Place transducers
Quiet patient?
Start test

VAR R BAR/GlIEEAR DA
IR [ g IR E B F—AN B
a |
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3.7.2 [HHURMIFAE

5E$‘1‘"1”J SR, %%)L%&*TLEI’JEEWIHK’}EEEZ%@iIﬁIEé [ e 5 I R P s LB iﬁﬁ kQ (%
o AHTEARMAIETUERSZ CNT 50 KOhms) , FFRFEEJUAD, FHHTRIASE A, H 3NN R

= 5: 47 ABR [HHH 7 BT

INI!]htII'I!]EIlP. Sarah - _

Prepare Patient
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« west:ln ear
» L

Prepare Patient

IR P!
Seal | v RS,
Stinulus B | v
Seal 1 | v Noise HEEEEE | v
Stimulus B | v
Hoise I | v ARG

EREF G AT, R AR BT 46 2 B 7 R O It o BUR
o HATRZAER R ER B R IR A HIE

SRR AR -
fEHN. Boheix
B

R TR I B
%o

LV NN EZS NN
&o EMBIHEZ
L2096 AL P A

IR

o TTRELLAL TN 2 (RS BUAL T IROIR S, A/ SR EHE It 42 i 00 X 5 v 3

D-0112441-D — 2020/03 o=
SeraBZF AP - TR Interacoustics

yity 40



,_,!'U‘]ﬁ 0_,-“\,5” 1 \iv:,;“U'KJJi_ _3

3.8.3 OAE WESH

OAE U JYIMa], X U DM S P AN R AR PR AR AR P S BRI G SR AN “alid 7 S5 R & . R 11) . HER
AR IEFNE AR, HEEE AR R e A, R EOT R BN )

FAN, BB RE R e e MR R KRR R k. A MR SIRE R E MR AT L2, AKCTROR
2550 L2

£ 1

Testing... =) _
Hightingale, $arah

S Testing... E3 RS R IR A T A 2
Nightingale, Saral
=G e BEER. P 0 .
¢ | Mightingale, Sarah

y 7 AR A AL eI A E
t— & R
et EA% A RN R A5
e —
————————
2 —_—
ES H] a []
Noise I = v LR R R TSI, TN T HEBZ [ e 75 A 1
L7 gaop =¥ RS N IKPFRES
Tine 1 N [ETp = 225 1 IR 1]

- 15 140 fFIEMNR; B e %
u m P14k S0 35 42 PSR & .

D-0112441-D — 2020/03 o
Sera™B ZFERA U - FEICK Interacoustics WL 41



Table 12: TEOAE measurement screen.
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4.4 WBEAEPEYEE RS (DPOAE) MR 2Bk
Sera™ il — N4 R E L BRI ERHMNEE, H T8 OAE AR M ZE SLy e,

PRICSEHEMENN AT R PR SL S MR R 25 R GUR ., AT 2 A, RAGEIRSR T A M el he A
TN N A 2 A FR B 1 IRAT

1. R 3mm LA HZE B Sera™ 22 LH-BHLL &b

2. fEEBER LGEFE CPENNR” RIS TR TEOAE M. ikillutiz

DPOAE TE'e HaFE k. AEFIE TR

(2-5kiz)
- 3. WHRELhREIEY (KF DP B R RM5) , wlbigkgzdtiT H ik
P-G -\:'a

4. BRAEECIE IR RIS R, B RS R — A A TE

View Detaile

= BB L7 BN T, R SK e B R I A A I i R S AR I )
WEECRE R, IR EDIEAT I WRESKIGE S SR, ) Sera™
p-C o ABEH TR EE . KRR A E SR USRI

Prabe Stablity
Brlifoct

=-§

AFRAER S AT RER R P R S SR HERR T 7%, 125 “Sera™ Iy infE B

HER: HRHBREASY (nEETHERRE L) , MATMRTEERRAE. R IR R TR 6k
o DRI P B ) B8 6 R4
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5 4i4n
51 BERH%PER

G T OVRIR SUET R AR S ORRF LR fE S 2k
1. EWEEMES BT R, BRA S SR YRR . N RS RA 4R T AT %
BITAE, DMEARIES S 4E2 B2
2. HPREIEBSE SR KM AGIR, BARKZAEME AN 7] 3B U 7.
3. NHARAEFFAXER ATEENE, @VGRIF REF (WRER— O XS WA QA A S AT . b
DA AR 51 o A BEUOS BH AT OAE TAKAT, RERENSCHERET S8 BVE MG, i ORI ST ThBE 1L

4. FEAEREE RIS BT, R A I T 0 R SR AU B IR AR IR i . TS A
SR WIT L PSOE BO RS, I R o A TV A E NSRS B Y

5. MEMATEE, NHHOREE MG . DA — R PE TR SR, D Z K
AP ARG o NAE U KGEAT I, A e MBI g, AT 8 A 2

PEIL Sera™r & I EAR S FM 1R T Bt S M iR AN 4Ed

5.2 BREFER

if R F I

o HURCHECHF AR AR I 2 B e, AT DU T EAT L B s AL 17 7R R I A K RO AT T

A5 FH 8355 it VA R AR R AR ) B AT Vs i T 5 /b e 2R T

DI A A FEAL/ Sk B H B A AR ) <5 i 1

TEZ)AAEAT RS S AT g K R B 2, R R NME AT A
VR 270 A5 FH AR A S A Bl 2 B 42 5 A 28 BB B A 2 A AT 47 0
TR AT, VI 23R R A i i) BB 1 5 T

AR o B ot EEALAR S g — U ASE P ) 1

B WHTHEENHSER:
o IR/KATEANM . AREE P VER R (L)
o DU BR MMM 70% )5 ARE
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5.3 JE¥ Sera™t4%
531 MR

A TC AT BT VT, AN, B TT AE A o A B S AT BB AR AT AR A ORIV Sera™it s
b 35 5% o

5.3.2 4h5%. FaR5H%.

if T

TR 2.
o JHVHHT, REMFEEE EIRT Sera™itfr, HEEKBIICLALHI B,

o UG Serai s M EDRHI A S TR, S Y EEAT IR LI ik 70 KV R SR AL A R P A

o CETEMMWEN, WNCRANERAN, BUVHACRIH RO E . EHKMERLRES, N
LRSI, R R A1 S 2R, 10 Sera™ e & ] FEIARRCHE 18] 1 1 A BB

SRl iR SR

5.3.3 —XHEFEHKY

HAEEH] Sera™Bst & RtiFf ) Sanibel Supply —KVEMIdh. F-2E. HAHLL MM RIARAGE —RVE e TS,
[ FEIX e H il o ToIR AT T 7

- PG R, SN AS SO R !
VE I
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5.4 BIEREHR

N ORI LG R A IEYE, NG A R ORFFRE RGNV . BIL, THERIREH R IE R MY CnBYm) i,
THRE DN ERESR.

TV, AR S A AN 2 R BRI =5 — 2248
G N E TR L 28

AR IGEAEREHA L, DIZ0EEE

IPRRIRELIE, I EHERE, MIREH A R T .

MR FBHG1 22 2R 5 L PREH R AP ) — 20T .

Rl L R B REN IS . T BB A R H2 I LR TR A B
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DNISERORIEIE, BATE UK 2 L - RIS, DTS W8 IE & vk

T ROGEIER, N AERET I A MBS 2], A0S vt ilaE . mI A A 4
BT IR . SRR R, R S Pl (] R A

FEREFRAE IR ET b, KR B 7 ] R

LR RIC AT IREHE b, U120 T IR

IR i 1 22 2 B IR B I A F N RS, IR R DRoRs -3 /e S 4
WEFR, MARK ARSI IXPRIE W] (RIS A 2 4008 . D21
LA E PREIE !

P Sera™B& K EAE BT 1 A RIRET TS -

5.5 i/ B

R, SRR B R A AR S R A B R BRATE B R S ISR & CLAEAETE {0k B i Sera™
BEREE) -

5.6 }<T4%f&

SEFFG R ANFAERT, E B 714 2258 CE ARic (A RV SO e 1224z wlSE 1 SV BE R R 4157 -

1. LRI R SE A RO § R AT, B okades,
2. RFFT 1R

3. MRBEAHEREMNEEEER, H
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e HEMRE, RSB, &P IR HE T IRBHRE H”HRE R
DGS Diagnostics Sp. z o.0.
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72-002 Doluje
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AR UCGR 8] [F BRUr JI IR AT IR — T, CHER, i ] T 8 sl R AR A0 T 8™ B 2 05 i i 22 1% L
SEXFMEOUR LR LR .

57 &

R R N /A EER

o [EPRHT XA A ALK Sera™ B & AT S — MW E Z HIE 24N AN, A B & 1 Al AR 55 1%
DU A2 B RS T 2wk

o [HERWT SR ECAF B SAT S H AN EE L Hl, 2Lt (900 RIIEIA, IEH M ALES LT
» FERARRL L T E R

3G B ORITIIA]D, AR dh T AT 4RSI, SRR 45 N5 A s [ By A28 24 w4 R B4V, D
EE GERBE T . EZHREF E Pl 72 o R4 s e, A7 BRI 4B 1 7 i, HIE
AL T A S B o ph g S KA E 7 3 1] R B g e ) 25 R A XL o

ZAES TR 76 7 4

TARATREDL, B BRI 77 #8AS 20 ] 55 0 5K A A AT L BT 07 o SR B A B« TRV A B PR 2 T
BRI

RN 5E A IE AW S o I ORIEANE F AR T JE R A P 80> A 3 . T HL, ORI AN E T HLE
BT 3 AN 2068 DR ) 5K A P A AT 1R By 0 A 38 23 ] 7 b T SR AR T8 2K 9150, A ik

o HIIRBUIE BRI J1 M55 AR Z AMAE AT N ZENZ 5

o DMEMIr AT 7RSIk, ARE E BRI J1 R0, 2Rz A E P B AT S

o RMBURBEEN, BULN. HREEGER VRS RS, B

o AEMEEPRUT XA R M AIRIEIR S, AR B A S L.

SEAHGR AT AR A SLEHAR, BRI B 0 S BRI A8 A 7] % T e LS SRR HE AR [ BRIT
TS 2 TR B B R R BT AR B e N AT B Bl 7 A8 24 7 A 5 AR 24 =) 77 il 8 A DR AT
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6 EHERAE
6.1 Sera™gEi - FEARMTE

EEJ7 CE #5E CE Fric 2 B E BRIT 74 7 R BT 88 lde 2 93/42/EEC & I EK .
. AT TUV FLEARRAE — RH15 0123
Sera™& & — M EIREIT ISk, HIBRKEERSTIE S 93/42/EEC, HET 11a %%
%K
bt 2. [EC 60601-1: 2012, WEHER. A B ALS B & BF
EMC: IEC 60601-1-2: 2014
IEC 60601-2-40: 2016
B IS0 389-2: 1994
IS0 389-6: 2007
WAES: IEC 60645-3: 2007
OAE: IEC 60645-6 2009, 23
ABR: IEC 60645-7 2009, 2 2%
Ein ZeE: IEC 60601-1: 2012, II %%
B B UEO8WCP-050160SPA 7~ 4 5 8029254
B B B R AR 100 - 240 VAC. 50/60 Hz. 400 mA
Eafip
5.0V DC, A 1.6A
BIE B 5 - 40C, + 41°F... 104°F
0 | FAHEE 15 - 93% (JEAED
/i/ T WA E: 98 kPa - 104 kPa
Ja Bl : iKF 5/
TR 18] : KT 1 2%
BRSMERERMF FERE: 0C -50C, - 4°F... 122°F
BHERE EF 25°C - 70°C, - 13°TF 158°F
SN AN 8 | &5 93% (JEAED
il
SREE BAT/EER : #2000 /6561 iR
Frid IP FRicA2—FdE AR FRIC . bR ICHLE T B7 LERORA TR IR 3 N IR ARAX
BEAEAFEW P Frid, EMEALLRERM:
IP02 IPO2: 4 1 R4 88 G0 52 W RIZK FOREIR,  (E I8 S B2 v B AR 2805 FH 448
IP20 IP20 SEARic ] DATEAL AR AF LR B, IR R 3 1% L5 T 7 /K AR 4

TR FEHLER. RIS AN TR SR SR AE I AR T
EE: AN BEREA TP 78 e 2 LA
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3%

Sera™& £ R ~f 15.8 X 8.3 X 1, 9em/6.2 X 6.2 X 0.7 H~f
Sera™ ZEE 265 g/0.5 1bs
F P 5 . P B 2 57
BN 9.5 X 5.6 cm. . 3PEE 272 X 480
HEEO: Tosk
R 2400 - 2483.5 MHz
PR GFSK. m/4-DQPSK F 8DPSK
HESTE. 25 mW (235
P R LRI A
ESRE: YUE | fEE . FHIETIE. BUE. BRFIE. #E T IE.
2248 WL, ZFEE. PO RWIE. BB, .
iR, LEHGE. IEUE.
FHLYth KA. BEESFHh 44794; 2. 3.7V/3850 mAh
WA B & Bk TR0 - @ 3 F
WA 1GB (FxZ fRA7 250 AN, BANERE 50 IR 158
)
EER Omnetics 12 41 &5
MERARER 85 g/0.19 1bs
BT B RBORE R T 8.5 X 0.5 X 2.5 cm/3.4 X 0.2 X 0.9 %~}
FTERHL
AT EIHL GERD) Eyin MLP2
N Tk
FEH: PRS-, B 7.4 V. 1500 mAh
T8 HL A% W 100 — 250 V, £950/60 Hz. 1.0 A
HE: 360 g/12.7 oz
FTENF 4K: gk
PEFRSS (B3 103 )
KR H T EHFTEINL, 57.5 + 0.5 mm (F5/%)
HATFRZATEINL, 57.5 + 0.5 mm X 60 mm (FEEF X
KD
FTENES 1] : F1EP IS TR) B A5 B R R ST
ABRIS
AT ERCORS BAEIE “/ANHRL. 5lems 207
W2 72 dB
IR L : 0.5 - 5000 Hz
I8 KT 25nV/ v Hz
CMR HEZR: 100 Hz &, /&1 100 dB
KL 22.05 kHz
BRMANAME R : 2.5V
N\ FE BT 10 MQ /170 pF
FHITHHKE: e 25 7 L R
AL BH B 2 BT R 33 Hz
W KT
BT BRI« 11.25 nA
JiFE 0.5kQ - 50 kQ + 10 %
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B HEEE: CE-Chirp® (200 Hz - 11 kHz) , "% (200 Hz - 11
kHz)
IR 90 Hz
1L KBS IP30 ik N ZRHHL
(AR ) IP30 H-HL
OWA #3k
55 30. 35. 40. 45dB nHL
HPE . 22. 05 kHz
xR S AT B 1]« 3 5 3 orib
A/D 4yHEE: 24 fr
HTIMARE: FESEg (. 5/ RMS. Bk RMS) K FRIE (vafn)s
)
BR RIS MR A, S RMS GEE/ZHIATE) |
TGRS (a] . A5 HARBE P .
NEREE HERBE (BRAHED | = 99.6 %
H ] FMAR M I P 30158 B DA S R R R
FURELZEE, 155 Sera™ [ infE L.
[ /=Ny 3
R PRI 1500 - 6000 Hz
FRARIE - £2
f2/1f1 thZ. 1.22
Vil 50 - 65 dB SPL
PR, OWA I5:3k ET b KN, 1 2
BEE SN
B PP 7 dB
o ST IRl 60
AID 7). 24 i, 5.38 Hz Z¥e%
g (BT MHRS: 30 dB SPL
50 AR il £ 7 6 dB
57N = DP-bin #il#% X ik [f] RMS P S (B < 2500 Hz ik 26 i, 45
# = 2500 Hz I8 60 i) .
WRE s
SR ks MG SRR, GRGS CRL/BHMA ) | ke,
TRES A, 1%
WEREE: BEREE (RN - 299.6 %

A RAT IS DU W ISR B DA B R AN A R B 2 A5
B, SR Sera™ M s R

17 DPOAE ff) Sera™ R Fl £id tdidk ORISR T Fii i, ol DUEERbAE AN R HSE CAELEIED
et E L . IEC 60645-6 ArifE A& HIE HRTIUR TN 25 Bk, v 7 EiFbikeSs T, NEFHE
EARM CRpl2 22 )LD SRELFEHER R ™ 5, JATIEFE0T DPOAE 1§ F B e AR HERE, XMEFEH 1 IEC

60645-6 I3 [l .

AR IEC BB A RS I 46 € 1 1EC KT
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TEOAE
IR PiEEHE: 1500 - 4000 Hz
FIBSKAL: e (R IEC 60645-3: 2007)
Sl & 60 - 83 dBpe SPL, UZUE{fkHE, AGC il
FBAE: 2dB
HEE, 71/
fEREE: OWA Rk FZKull. [ 3t
DEEpiSEN
il S AT ] 60 b
FEHEO: 25 - 141 ms
A/D SYHER.: 24 i1
g (BE) MERS: 55 dB SPL
WRES: 285
BARRE. FAMEFR RMS (E, 2T 58 X OAE IR i) & 11 i U7 i 24 8
WEAE B BEREE RO - 2996 %
g A ST PRI DR P IS5 B DA B % A A S B 2 4
B, &5 Sera™ s S .
B RIS MRS, RS GR/SHA ) « ke .
DRET 1A D15

6.2 A XRHA/fHEERIH T

BB

0 N O Ok WN -

- A
N -~ O

D-0112441-
Sera™B & MBI - R

HTFHL. siEBKEER Sera™ ABR/OAE

B8O

ik

W

BIE—. B

HE iz

et A/ PEHFE TR,

Fr A~ N/ P A AR S
Fr A+ N/ P L AU S

AT BSOS k. RS ED
ik

WIE .

WIE .

Kot

Pt A/ A TN

TR~ N/ R E S f A
Z A+ N/ E ST S A

HLYE+3/+5 R HLJE+3/+5
WIE . HIE . i
I . R I .
12C B 12C MHph

12C s 12C s
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b6 L IO ]

USB = A-B ifif4

USB 317 ¥ [

¥R EE L EER
EEFI)E . 12 3 4 ;
(&EEE
%L USB %0 5V/1. 6A
SERAME 44823k

A USB ¥ O ()

1.+ 5 VDC
—t2i 2. H Ml
E (mmmm % 3. H
4. F
5. F:ih

6.3 CE-Chirp® RIEHIBHESEAE

474 IEC 60318-4 ZER A HALIAGHE & SR BHEPR SEAHE AR SPL 1B,

FE R peRETSPL[dB re.20 u Pa]
7 B4 1 RadioEar IP30 31.5dB SPL

7 4 () RadioEar IP30 58.5 dB SPL

OWA #k 35 dB SPL

CE-Chirp® |34 2% {HR1 A Interacoustics FrifkfH -

6.4 MEFERBHIBRHESEE

5 IEC 60318-4 ZEK A HALEAZR# & 2R A HE LR SLAD i AT SPL B,

AR IR peRETSPL [dB re.20 u Pa]
7 H-A (1) RadioEar IP30 35 dB SPL
17 4 (1) RadioEar IP30 61.5 dB SPL
OWA #:3k 33.5 dB SPL
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6.5 HTRAERMHSHRE

ABRIS:

it N THAS & SRR ST SAE AN ORI BR R SPL M, N LHAS GBS IEC 60318-4 AR iIEK .
W 2R =M B 7S A 5t -

BRI LT AN L2 BLSPL ERZHE, SR TEC 711 HRIMas &4 (R TEC 603184 fili&) .
BESERE S RS

PRELHIBOA TS peSPL E R HE, KA TEC 711 HilB##A A48 (%I 1EC 60318-4 #lli&) .

6.6 XTHWEABEBRER

RIS HT 740 38 /8 FIHE 28 5% J7 038 1 B e i R MRS . DRI A IS AT B A TS TR, 20 R 34T 0

TR 4% B AT — R R GE D, IXREA TR & (O M S SRR S HOE . AT HARLE 4 11 26 17 3 3545
IR e 745 3% 20 7 (424

RIS A T BEAT AL BRI, [ PRl J7 A 35 28 =) L3R 1 PRI 4R S 4B T 0

ST EEWAL T AR 5, A 7] AR R & 07 0 R

E FRIT J1A 2R AT
Wi A3t Allé 1
K RIEHRF 5500

e
HHIA +45 6371 3555

feH. +45 6371 3522

FE IR AE - info@interacoustics. com
[RR) 35+ www. interacoustics. com

6.7 B A: HBIR

F—FASE Fhr1E IEC 60645-3 1 RIRE IO T 5224 5 3)) ABR B SR A FHIBEIRIE TEC 60645-3 AxifErf
fRE 85 . CE-Chirp® IS 1 e M J5k i A7 28 e 87 5 478 v Hh 48 8 B el RSO AR [F] o (R, st g
WA IR LIRS . R E RCE R . SRR SREEAR R, DR RT3 3[R 0 2 PR B R A R
ML, E 45 HEAE RIS () LR LR, B AEIR R 5% 7y B ARAL,  DASE iR R . BRI AR Ya B 200
Hz % 11 kHz.

6.8 f% B: HEBFHRAME (EMC)

o BRTHBATIRBREE M AT CIFEA IR HF SRR AR RBR R RS RF BEdlc= ) 2003
& T H A B AR

o NEBE AR At B A B A AR B A AR S i s R R, ST RE R BURIEA S . IR
PR, NG A G AN HA B4, IFAEATIE R TAE

o ARG IS R E BER PLAVBCOE . AR AR AN L S R] e S 0 I P S A A e A R R AT, OF
FEEREAS . B RGNS R T A 4R 2

o ARABMUES (WIEHNEREER R 30 FOK (12 Sk [y Bl oy A e Sl 5 e, L
B R AL GE AN R LSRN B o 75 LK RO MR A B 45 1R PE g
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3 PR T2 A AR A A PR BE U -

o IZAUERAAEEREARYERRER G FIE L, BUIE AV BE B AN 2318 BT AT AN ] 4252 1) B 3 AU
o AW LA PR EN I A L il
o TR P E AR IE TR &
o ZINEEFTE IEC60601-1-2:2014 55+ B 25 1 HAAIAH ST R
B
B B A o 38 TP v &
B
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HEAHIEREY — BB

Sera™if £ MAE PR BB H . & B P RB{R Sera™ R & FE MK FIET -

— Btk

R - 167

SR S5

FmZ iz 11

CISPR C[HEPBRrICL T

H1

Sera™i g H BEILIN AAE T A A DI AE -
BRI, HA U S ARG, T A 2 4R i T s i
JEAEAT T -

SR S5

FmZ iz 11

CISPR ([HEPBRrICLL T

W
s TR

HLUR SN /
INAZ St
IEC 61000-3-3

Sera™B &G T VI H . Tk, % A ETHE.

%X R BB XA PEE B &5 Sera™Be & I8 2 WIE BT BE &Y

Sera™B % NLTEST SR S T PR T 45 K AR T A o Sera™BE 4% 1% 7 BUR 7 ] 4 MR A5 465 20 % R 2l XA A
FHE CRIFHD M h®, WIRHS Sera™ii& 2 (8] 5: Wi lE B AL T idbrik, LA G R T8

RETERBUE R R | BURT R BMZE Y F S

HIhZ (m]

(W] 150 kHz % 80 MHz 80 MHz % 800 MHz 800 MHz % 2.5 GHz
d=117A d=117A d =223

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

X F I K R B AE LA R SHES, d RHEERIFE, LK (m) N,
AREEAH . PR R S 2% i e R A e i Tha, DATURE (W) N,
¥E 1: 7F 80MHz 1 800MHz B, EFBEKIMRTEH .
2 XEARFIHABHTHA BN, HRMEIEZ RS0 PR RSCR 5 52m

TG M T RS SR

HEK) RWER - ARTIIE

Sera™ i g NAE T b M E TP . 27 BT B fR Sera™ i s 7R MM T 1817,

IEC 61000-4-2

8 kV R

8 kV R

E7 R R oL IEC 60601 Jix — 220773
%5 I — BE
BELCE (ESD) +6 kV B +6 KV i MR N R . VR B B R

o AR FEE A MK, M
S N 2 /0 R 30%.

PR IS ok o T BN
/i

TEC61000-4-4

+2kV, fLEZk

+1kV, ¥/ fiH 2R

+2kV, fLEEZ

+1kV, ¥/ fH 2R

PR Y 4k R Dy S R P B
[REEZN:

CERTi

IEC 61000-4-5

+1 kV ZH

+2 KV L

+1 kVERL

+2 KV

PR Y 4k R I Dy S R P B
[REEZN:
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R YR B 2 b R TR R
BoE R i T i AT P T
gz

B¢ IEC 61000-4-11

<5% UT
(R[%>95% UT) , 0.5 J&
1

40%
(/% 60% UT) , 5 FE#H

5% UT (R[£>95% UT
)
a0, 5 &

40% UT (ZE[%60% UT)
FREE54N A

FEL YR A B R o iR 7 R B
ZE FH RS . 25 7E H YR AR T
PR, BWUE R A
[] BT R Y B R A Sera™ist A% 1t
H o

)

IEC 61000-4-8

70% Ut 70% UT (ZF%30% UT)
(FE[30% UT) , 25 JEHI | Frsz2s E
<5% UT <5% UT
(55[%>95% UT) , 5 b
FEJESIE (50/60 Hz | 3A/m 3A/m T A5URG 373 L AH 24 T 8 70 7 A B

B2 A5G 1 S R A7

. UT B SR RS A B S F R FEL I

ROl MRS R A ] — HEPTIE

Seral G g T T3k EREFR s (BT, %) BT/ L R fe B 05 1] SeralBe e,

EriiE7 N Rl

IEC/EN 60601
TS5

PRS2

HURAEE — f67

UIEIUESss
IEC/EN 61000-4-6

B S5 S AR
IEC/EN 61000-4-3

3 Vrms
150 kHz — 80 MHz

3V/m
800 MHz ] 2.5 GHz

3 Vrms

3V/m

i 495 2 B 2% 3l 20 A0 5 B %
AR, 5 Sera™i 4 (MAEAT
oy CRIEHLSE) 2 18] (¥ B
» AR T A IE A R AL
B i 25 AT S A 0
Er

T 0 R B

d=12/P
d=12/P

MHz

80 MHz Z 800

w 800 MHz

d=23JP

Horr, POy HI R A T R
PR R St e BUE B K gt DR

(AL W o, d AHEFERIRRBE
B (AL m) .

# 2.5 GHz

W I (), [
S AR SR % 1) B 32 58 AR T %
FTEE (b)) &R

FEIL B AT R FI bR AT 1B A i ap
RERAE T
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)

VE 1. Hi% 5 80 MHz A 800 MHz B, & THE i iuf .
VE2: IXELFR S HEAEH TITA TSI . HREAE RS2 B R . PR AN B R ISORT S 56 B 52
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Return Report - Form 001 Interacoustics
Opr. dato: af: Rev. dato: 2015-04-15 af: Rev. nr.:
2014-03-07 EC MSt 4
Address
Company: . .
DGS Diagnostics Sp. z 0.0.
ul. Sloneczny Sad 4d
Address: 72-002 Doluje
Polska
Phone:
Fax or 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 :

Date : Person:

Please provide e-mail address or fax No. 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)

1 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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