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Test summary

Average stimulus level -

Stimulus type -

Stimulus stability
No. of accepted sweeps

No. of rejected sweeps

Response reproducibility -
Total DAE -

A & Bmean -

A-Bdiff -

MEP -

No. of detected bands -

Band summary

Frequency TE level Noise
(kHz) (dB SPL) (dB SPL)
1.00 7.7 -5.3
1.50 7.3 -4.3
2.00 -2.8 -8.9
3.00 7.0 -6.0
4.00 6.2 -7.8
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4.6 fFRTEIMS
EATEN Srp, S8 nT DL RO [ ST ENRER, e Al LSS B B b i P il LB POEFTED . “FTER[ S Al L
LA A .
a.  WREARHNE— BRI FIEN, SUERIEBEREATITED: AiASEE | $TED | FTEI R - fLf1 1A OAE
Suite # A%< (DPOAE. TEOAE)
b. WA AR VR AR B BRI A AR SRR Rr B Vs AU SRR PSR e R kTR
(DPOAE. TEOAE) Gk E | wE | thilE. MR e kPR e i, RaEkfeEn
JHHIFT BN A 2

BLAEST BN e 7 1 47T I 2 s DA {5 B AN D RE -

Cateqaries Templates

= Templates |
i Factory defaults
User defined

- g Hidden

Loy My Favarites

Standard REM Paediatric REM Frequency compression

Audiometry Prink

| Preview | & e |

12b

1. AT LLE R TI2RR)

AR 557 BT AT FHASEAR

T BRIANE B B R ER R

P B U ER B 2 R

RERR 2. 7~ BB A A A

BRI IE AT 7R AR A WSTR[ A AR

2. FTIEZE50H a] B BR R TERRAR A Xk

3. T BRINERFRA B bR . AT RIS IR A PR ERAR, T R B H e SRR . (H, TSR
FHHT A PR EHARAT, W TEIRAR A NIRRT gndE . P 8 /B0 3 A vl LS B Rt (R R
B s ERA BRI A T R AR e R R B IS IEAH R PR, REIRES W T DU P
& SUBEAR H I B -

TN 3 FR OIS (AR AR A — AN T AR o AR S 0 211 FR R WACHRR & T DAL Id 25 7 5 FH IR BEAR o
2if it DPOAE 5 TEOAE & it NATEN ) S0, B in 21 Frade U S0 BEAR ol — AN A bid il

Y B AR AL AT — N ) B AR

R AP BRI L N R RREAR 4% 4 S SO A =

RPN DUE AR 4% T B BRARAR 1261 CAIBR T IR AR « R G0k 7R T A A2 75 I B A
RPN DUE AR 4% T RRBRAR 12 £ LA RSB BT IR AR XA 7R85 Tk 8 7 RaiReT, B4 &5
TNo WL BREUAR , BRI RS, A B T R BRSO IR BB RIEN .
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10. B ADBUEBOFZ TR FIBOBIAL HU BRARIC OS2 ES T L HERITBGRINT ,  DLE
A DABRIE SR B . ZEIN “ TGRSR M ER bR A T BRI, 5 IR 2RO 12 R
R A -

M EFFH A AMRAROF %N BRIEAZ HL ALE R AT BN TR -

12, ARV IR “ITERIA T 1907, AT RLER LT

a.  FTEILUE AL E PR EEAT 3T B B
b. BEFRRILE MR E T HEN “TENFS” KPR
13 ZLORH “ITENf G 1A £ B SO, 15 B0 »

ATBERTT R B 2 I — S PR, B R AT BRI B AT A

ew

[ ]

.-". Edi. e ———
= DP-Garam Repott
R
4 = | Delete

Readorty

Sat as default

Wiew 3

Hide

Add to Faveorites

Show hidden templates
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5 447
51 ERESEF
UG ST DUR R T ORFRANLES AU, (AR PR REAN 22 2 MR AT B DR 5 -
1. BBEFENER EDIAT KRR, DR RMHURIE RER IR H o XM B AR N 7
AT, PABROR IE W ZEE A LR %
2. WEHRIRLBIERSR LGN IR, I HRA 28 T 7 e S BRI R SRR U3
3. IR ES BT SEMEAR BIGES, AT UERAIE N 51 DB A 18] (RS (B 3nE R — ) X CREaE )
NGGEAT I XA NPT RERIRAE N 5
4. BRACER R B AR 2 25 e, W] U A UMKV VBRI Vi R SR ALLVA TR R A T v o T I
PR S5 b T USB 3R,  FFVER A TR HENACES BB A R
5. RO BB HATIOAE S, ORI AR R TT Y. ALY — TR P 0, DA R TR
IR A S5 G o UG s — B AR HEAT, B BTSRRI OL S, AT RERR BT 7 7).

5.2 WHREFRERF

AN

A AT, G2 R IR I BT IR RN .
U P 75 3 VR ) A T 4 T AT B R AR AN AR T

DI A Fefih OAE #R 3Kk A B &

DIV RS BEAT 1o s ¥ 3 BB A s B BC AR AR AT LA

D271 P M B B ) A PR35 45 S A AT 8 2 BRI 1

DIZIAENE W B Ak F A 1 WA B 4

FR L H 28 B R B 28 0 — U

Tl R S5 TR T AN S o A 28 AL AT S 1 P BRI A

BWHTHEE NS
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REFFE LT A, Interacoustics J5%) CE dREHIA R, Xl it mEEtEMPERERIR) it

rPODN~

it

IRECERE. PR EHTARE. SCREUBELRE RN b1 L ,
REFRFEEYEIE— K

RIS ) F 2R AT AL A R, BAJ

FZAUN A 1 1 4 1847 Interacoustics FTBf SCRY IR ZER .

FRAERAENER, 27 RER) S0IES “PBRIREG” .
FFURKGAN #2IR [F 45 Interacoustics, WM SEHMEZFET. (R A BB P 2 B 5240 Ty B30T 1Bt S
R B IEZFE ) o
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Interacoustics ££iiF :
e [ Interacoustics ¥ Lyra AT AV #E 2 HELH 24 NH W, fEIEH M MgEE 2 T4

A= A R T B
e H Interacoustics W EA A4 I W10 K 2 HEZ MLt (90) RN, TEIE®MEHMYEE 2 TA%
FEAER RN T R

WHRTELRAB I N A AT 7= 5 75 B e S, WS35 N H 5 2 Interacoustics R4S 0 BRR, DU EIE MM
EH#IZ . B Interacoustics AT 3 FH A& BE Bl 5E Hols MR RIS 203K 8 77 ZE4EAZ 197 i MO IR [F] 45
Interacoustics, FFiE4TZEAIEMTTUEH . AR IR[AIZ Interacoustics HIF= ihE BB R, 1 B I L
FRFE RS

X5 SLei A Interacoustics AL 7= 5 BT S 8T Bz R E P25 U2, Interacoustics Mk
N

MR RAGE TR L3, ANEH TZ7 AR G 82T & oA & . deah, o 5B e S el i A A AT 4]
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i

~
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ASFHARACE HoAh A B R B s [ AR9E LA % Interacoustics AT A 458 #4T. Interacoustics /B 1%
B A4S T 5% TAT (AR FE A\ B Al A\ LA Interacoustics [1142 Y& $H 54585 Interacoustics 7= kA Je ) HiAth
RIS .

Interacoustics i F HAh T A IR BB R A ORAE, A48 58 TR 8 H A El T 348 R 4 1 Bl A 1R A DR AIE

D-0119951-D — 2019/11 o>
Lyra - 1} 38] - ZH Iinteracoustics % 42 |



6 — EIRIS
6.1 Lyra 8#F - BRI

EJF CE fr& CE #r&EFRIRN Interacoustics A/S FF A RIT W& T84 93/42/EEC 3% 1l ZEK.
FEiR R3S T TOV Geill's 0123) fYINAT
LZn:3 T IEC 60601-1:2005, A1:2012 B 23 FH &tk
EMC: IEC 60601-1-2:2014
WkE 5 IEC 60645-1:2012 /ANSI S$3.6, IEC 60645-3: 2007
OAE: TEOAE |EC 60645-6:2009, 1 25f1 2 JKH /& 4t
DPOAE IEC 60645-6:2009, 2 JKH.F &4}
THERE BE: 15°-35°C
R 30-90%
B 98 kPa-104 kPa
FEHUER] : ST 2 F
FAHETA]: ST 2 F
BIRFEIR: TR E: 0°C-50°C
BHNRE: -20°-50 °C
HXHEE 10-95%
V] il USB 5V fitig
I 330 mA
J17H 420 mA
i 470 mA
PC ¥4l USB: HENLEE RN/ L. Lyra 5225 PC #4E.
R~F 8x 18 x 2 Kk (K 112 HX)
Lyra E# FrH AR HRL 165 7
DPOAE
¥ BEEHE: 500 - 10000 Hz
PRI f2
PR it 1Hz
F - 30 % 70 dB SPL (8 % 10 kHz i3y 30 % 65 dB SPL)
Bk 1dB
ioFE S HTE A (RE R )
A/D ¥ 24 {7, 5.38 Hz 4y #i%
TRWPH RS -30 % +30 dB SPL 5%
FIBAZE: 1% 10 dB Tl
{5 b bR 3 % 25 dB il
DP #rif: (G, f/NDP /K. DP AZE. FRARMES . sl 5. DP AT 5Elt
HLmEEH O, click 75 il iRk Rl Ak 256 s
DP MM - 4096 SR B
BRI DP-bin #i5% X /) RMS P (% < 2500 Hz i A 26 bin,
Bi% = 2500 Hz 4 60 bin) .
B3 HAobfg B HARAE CIRRAT/JE ) AR ] K
DP-Gram [ZEAB @B AR, Ml a®., SILEE
BRI Lyra OWA ##3Lk. 44 DPOAE #1 TEOAE OWA #:3k
QRSN

DPOAE LR 28 18 Bt R RISOK P42 5%, 7T DS HERGHBAE ) LB BN I BT BB 4R R e 19 . |IEC 60645-6 HrifE K& H]
PE R AR T A 28 Bk, A7 EaF RS T i, NEFEEER Rl )L SO MR RRIBoKT, FATLESEX DPOAE f#
M 2R R, XMEFEL T IEC 60645-6 HITEIH .

Bk T kM SRR, R T o ORISR T . G IEC60645-6 KiMETT A, HHUH LT IR E “H
P IEBURPE) AR T RAMET o
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TEOAE

Tl SR 500 - 5500 Hz
Bt 1Hz CHEEBD
ik el JELitE (R4 IEC 60645-3)
Sl & 30 % 90 dB peSPL, Wi, AGC il
Pk 1dB
click 4L 2, 43.5 5% 80 Hz
FIBAZ: 1% 3dB il
3% S AT ] 30 F0F) 30 4r4hEk 300 £ 30000 VT H
A/D SYHER.: 24 i1
THRAF R G 0 % +60 dB SPL
{5 b bR 5 % 25 dB il
TE #nif: B, BRI, /B OAE. &/ TE KF. JRIEk
B FUBRET R O - 218 click A BT, 128 A RIEHE RS —4 click .
FELREHO: I click 751 R HHEFE 4 256 TR I B
B e E O 4-23 ZF GekK) A I B i AFEA, KAEE 11025 Hz
SN - 256 AR, fra§h 43 Hz
BRI FAMEFAR RMS (H, 2T 58 X OAE IR ) & 11 i VU 37 i 2448
%N HiER: HARE FENRRZ AT AR 2 5 F SRS R il K
EABEHME. FFTHA. IRCak. RBIC A%
B Lyra OWA #:k. 44+ DPOAE #1 TEOAE OWA 453k
REESHAT N
& 1: DPOAE HISME MR EWE
Lyra 5k DPOAE
uPSI ch2
o e pes
s b bz
Hz] dB SPL] dB SPL]
500 BO B0
750 BO BO
1000 BO B0
1500 BO BO
2000 BO B0
3000 BO B0
4000 BO BO
6000 75 75
8000 55 55
10000 55 55
Lyra B X TEOAE /K-F
K TEOAE click 3% : 90 dB peSPL.
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A0\ P HE AR

PN pue it A R
I 110
USB “B” # USB USB i 15 i [l
6.2 RHEEME
CARAE AR R 5%
Bk RS TR AR 2 A AR AR IR Sk R Gi
KB — AR B AR ) 1) 345 0 AR R T AE 48 E PR UE TSR A 278
R Y 9 H. B AT R 11 08 25 B R 1 «
DPOAE 7K 1000 % 4000 Hz 5y 1.5dB, #BHJEHE X 3dB
click F ¥ 2 dB
TEOAE ## % BT B RBEET N 2 dB
B IR A 2R
DPOAE:

{F FIHR4E IEC 60318-4 #ili& 1) IEC 711 HARAL AL & 2% B iR Sk i3 L1 A1 L2 /) SPL fE.

TEOAE:

fi FIAR 4 1IEC 60318-4 #ili& i) IEC 711 HAURE & 25 B HELR LRI peSPL 4.

KT — BB

Interacoustics ANWIEL /)T 3 7= A= vk gE, BRI R a8, MABITIER.

RAERER DA IEAT — UEORYES, 7 REORIE DGR FPEREMIILRS o 457 TAE R Interacoustics AL IR

Interacoustics ¥ KR FAR %5 F- A28 B AL 44 A~ 7 Ab 3,
WA & TAREE A= S ), ESE R

Interacoustics A/S Phone: +45 63713555
Audiometer Allé 1 Fax: +45 63713522

5500 Middelfart E-mail: info@interacoustics.com
Denmark http: www.interacoustics.com
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6.3 HESRAME (EMC)
CAUTION

o BRTHMTIRERIIMTT CEA IR HF SARHF R B S MBIHR R RS RF BRlCERIL) %
ACER I H At R e A 5

o 3E G AE H A B R A P AR SR A A A S H A B R R, IR RE S BURIEA S, WX
OGRS, R A A AR B, FREIANEA R TAF

o AR VA I R A8 T B AL RO BC AR . A% BRI PR T e 2 I P R A PR AR A B ) FRL R B
P, JFSEEREA LS B LRSS RRZHR T AEA U P EMC Kb 3],

o ANEEEREMUEE (OIEHIERTHEE RS 30 HEK (12 385D H FE A A FASE 465 3 AI0d 45 e 4%
H il R RGN RR ZL AR AN B o 75 MR UM AS B 35 1 P

o HHHIE R E AR A BE A :
AACTEARERATATIEANE R, WAL FEUTATA AT 52 10 B2 KU

o RAVLWINIEAIETIRR AR . AW B B AR RS i

o RIXFFES IEC60601-1-2:2014, K& B 21 4H
R A2 PR AR A i

o JERE: TEARUHHM—M4EY T, LR R IE T EMC MSSHUE I BT LB . TE TR B

— DI -
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j”f AN 2 P

fEAEAMFEZ) A RF B AT e 20 theLyra R4t MAZIE A &A1 EMC {5 B R %23 MH#AE theLyras.
Thelyra EA/E N 2T EMC S FIHTHL IR . 15207 2 A B B0 &% (b 07 05 HoAth vl 7 v o 4
BRI T theLyra. RS ASEILBES MM, A DA IARCE 1EH

B 1 E BRI T B IR TC A & AR A, A SR T RLE VE I 2 AN RO BC A A iR A FL

CIESRUN & FE /N

FEATIE B AR B % 9 AT E AT 5T i IR RS AT &5 IEC 60601-1-2 it

A7 7 2 1A 55 B

TR A IE R S ] —— e R R

TheLyra NiFE FRITBHK B S H R . 2 808 - Mg R L RIF 5 ] theLyra.

KGR =R FLREERIE - 55

SEEARU U 4 1 ThelLyra {CE 5418 & F F N Dh g

CISPR 11 Rk, ISR FAEEAC, A48T 7% % i
AT

ST B % ThelLyra i&EHF—WIRH. Tk, B4 LA BT,

CISPR 11

RS ANiEH

IEC 61000-3-2

HAL 9% 3/ ANiEH

IRAR 2 55F

IEC 61000-3-3

XA RS &5 theLyra Z BB N FREEERE .

ThelLyra TiE H TS AU T P04 B0 B b . ThelLyra % 7 mlOR o n] AR 4 308 15 150 9% PR g s it 2
2, (TGS E RS RIS 5 theLyra Z A1 2/ REF R RME M 70 FREE &Y, DA S LT

.

RET 2 EUE BN H BT R B 23 428 1Y) 1) o i

&R [m]

[W] 150 kHz % 80 MHz 80 MHz % 800 MHz 800 MHz % 2.5 GHz
d=117PV d=117P\ d=223P

0.01 0.12 0.12 0.23

0.1 0.37 0.37 0.74

1 117 117 2.33

10 3.70 3.70 737

100 11.70 11.70 23.30

X F i K SR A R SRS, d REBUNIAIEE, LK (m) NRAL, $%M0RE T R S 8
MNP 2R S 2% 3 i e i KA i i Tha, DATURE (WD N,

¥E1: 7€ 80MHz 1 800MHz if, EHBE KR TEHE.
2. XEEREIFAEHTHERENR. HEEEZR S YRR R TROR SO R .

HE R FEEN - BETITE

TheLyra W £E R Tk (B E T i . 20 7 BT MR DR AE BESRFA B 4 thelyra.

LIt ENR IEC 60601 Mk &M 220773

FrE o (ESD) +6 KV il +6 KV Hfil HOAR N A TR R
ko FHR F7EH & AR,

IEC 61000-4-2 +8 kV 55, +8 kV £ AR E B %70 30% .

POE BB K RE | £2kV, Rk ANiEH PRt B A A SR 5 FH
2= FH R .

IEC61000-4-4 +1kV, N/ 2 +1kV, Hi N/ 2
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ERT +1 kV 2 ANiE A FEL YA b I iy L TR A
= FH G
IEC 61000-4-5 +2 KV g
HYRS 2k FHER | <5% UT ANiE FEL YA b I iy L TR
Ve, dmbghreg s | (SUT B 95% %K) B3R EE . 45 theLyra I/ %
W) s 0.5 MM 1 YR AP WA 4R 2, B
{5 FE AN i) W P 9058 B FL s Ay
IEC 61000-4-11 40% UT theLyra {it 1.
(UT ¥ 60%JE [%)
gk 5 AN
70% UT
(UT 1) 30%J% [%)
Frak 25 A A
<5% UT
UT 1 95% % %)
R 5 fhpd
HLJRATIZ (50/60 3 A/m 3 A/m AT 3 IR0 AH 24 T 3178 7 FH Bk

Hz)

IEC 61000-4-8

P2 A5G 1 S R

e UT B SR AT S R R e

15 91 A1 38 7 7 I —— r AP I

TheLyra e N Tk (R BEIAE TP T . %0 BRI BEAf DR AE BE 2R B3 A1 thelyra.

EAEARERIINZS

IEC / EN 60601
A SES

IR

Eizhs s

CERTAZNE

SR
IEC / EN 61000-4-6

SR S
IEC / EN 61000-4-3

3Vrms
150kHz - 80 MHz

3V/m
80 MHz % 2.5 MHz

3 Vrms

3V/m

At F A 4% 0] 4% B0 S 4
BEWAR, 5 theLyra
MR 73, ELARESE
Z AR RS, AT
A8 FHIE F T R O 2 e
5 T B I A
e B

P 1) o I
d=12/P
d=12P 80 MHz
% 800 MHz

d = 2’3\5 800 MHz
2] 2.5 GHz

Hrp, PR HUR S #
T SR AR A AU
RH A CRAL:
Lo W), d NHEFEIRIRE
PR AL KD .

T FE R I
(a) , [ S BRI A%
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FI R 8 S T 2
Wik (b) Ha R,

FEILEA LURARIL I
i AT RER LTI

()

VE 1. $iZ A 80 MHz F1 800 MHz i), & T4 m i 2 Ju il .

T 2. XEIESIIFAGEH TIrA I LR R4 0 . YRR AR SCRT S S RS

(g0 REEEARGBFO G, WHL (B Ed) Wil RbmE s T4, ARTLA, Al FELA AL, RS R, = am >
3 5 i z AM T FM T LA [ s U R S

a A RIS, N REREAT DL L A . R theLyra {f I3 s AT 37 5 LR 13 3 Y 1) S e
M, BIERME theLyra & fIaAT1EH . A 3 H R, AT A8 EERICE B 7 8 B B 25 it -

(b’ % 150kHz £ 80MHz WA EHE N, 58 BAET 3\//m-

MRBERBNKERB U THE, JHAERFS IEC 60601-1-24 FJEMCEK:

#ik KpE EE

OAEH1 45 2 K B

USBHZ; 2.0m et
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AN

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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