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4.7 FEFEEERF

ZZEX SRR K T B E RIS P B 4 /N T 2 S AL P Kk A PESRR

4.71 FERNTE
MEAE. pHIRAC. 5% BEMR. B MMANBELUEHE. 37 B AL BT EMP EE.

4.7.2 WERBRRKEB (EBRTWRITE
FEIV R SR FE 2 B, PR R AR KT i A B KA

FEANEKFE TN 2 THK, FFINAN 8 ZRRL (40ml) 5% MIBEER . B HahiE . BRIRIEBH T LB il
W, ARG B 05 T AR A B I B e NEURL, BB ED VIR DTAR Y . TGV ETEIE, X2
WO AR B A BRAT o SERAIEM R L1752 10 70 BRI (8] KV E RGN 10 708 A,
THIE S HE R CR T R ANEKHE T 2 R BN OB N KR Rt AT A 2

RIS AR K PR A EK AR . BEAh, FHZRIRK PP BRANERAS, DLREREESRE Y. [ Ah EKH EHE
A 600 mL Z&BHK, FFCRANEKAPRIK pH A 1817 =N REER ], DabdtiE R4 UK EY . £
55 3 EVE FIAE R, A EEEK A pH B W RWEHK ) pH A S AN EKF K pH EA B, 1 E
R REEEYS, EHEERH 47K pH {H-

4.7.3 WE&AH RIS
1. 3R b/ R TE) Sk g R A 1 B HE 2 B K
BUR FAHHES A K
KA FARAM A TR pEss . WSBRARNE, T AR .
] 40 B /K8 HR I IR 7K o

oD

4.8 FEHIEKE
IARETE, AL RO IR R . U, DR BT I, T LM E KA B 3B
WHE R B A SRR T <

AR VKGN BA IR, WA DU IR SR HE N8 7 BT, IR, ZENE

T, WP MERMEZNE T3/ NE, RERERNZET. WA 916 S MERRFSA FRFW T
o f o MEKEEM EROZA — AR, BORAKIRTT R — O TIE R RCRIE L U, AR I IE SR I HETE
S T DR — . HIRTITIF SRR A — M. W] DU AR 7 RO JE AR A R BRI eSS .
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49 RBE5kRE
4.9.1 PR ERIE

Interacoustics {#ilF :
e H Interacoustics ¥ Aqua Stim™ R AHRRFIEFEEZ HER 24 AN, TEIEF KAz
Z NN PR A RIS TR
e H Interacoustics WA A I KF 2 H /Lt (90) KW, TEIEH MM HMY4EE s FAE
FEA LA T R

WERTECRAE B N AR AT AL 75 B4, T e3E N H S M S R, DA e & 4 e 37 .
Interacoustics 24+ 9 FH A& B Bl R $oks R4 CRAZ 23K g o NORE R 2 4EAB 1 7= Sl IR IR [F] 45
Interacoustics, I Z ¥ AFEFTATHEE . WK [F%5 Interacoustics (7 i 2k BRAE A, F 6 SE &30
K. 0T 509 S8 A Interacoustics FOATAR] = i BT S BT AT B4 ()42 B0 P 12k PO 400 55
Interacoustics #E A 3. MWHHANGER T R LH

ANIE FH T2 AT J5 2 AT H e . Beah, an SRR el FH 4T Interacoustics 77 i ¥ & LA T 2%
SR SRR, BEAE I ARIE K, Interacoustics tHMEA 171 5 :

o HHIEFALH Interacoustics 4B AL,

o UATA[TE Interacoustics & KM = A e M B nT S 1 7 s AT 1 ks

o EANERZIGH. BABCEN, sSCR. W Edikr TR S it S 5L

o K%M Interacoustics Fifi B it B 47 IEAf 4E 30 BLAE T

ARFHARAR B HoAh B B 7= BRI 7 (I ARAIE LA % Interacoustics (3T X 4583 4/T . Interacoustics /B 3%
BRAELS T 1% T ARATACHE A 5 HoAf A LA Interacoustics [144 Y k30 54585 Interacoustics 7= 5 A o< ) HoAth 3%
fEZ R H70

Interacoustics i3 HAh BT A B/R 8RR I ORIE, B 46 T4 B A0 8 138 B 1 30E SV B PRALE

4.9.2 T 7= R 4B IR %
Interacoustics Xt CE #rEIE R, RG24t SRR 5.

o BRACEME. YR, EHEE. SCREUBEE AN R S
o BEFRRRREELRIR K
o SR AR R SN ER, B

FAUN AR Interacoustics Jifr B SCRY 225K A8 FH 15 4

BN R A AN R HIWT R S T BB Y, BRI . B CREARMZER ) BIERIR
LA 2715 2 Interacoustics BT K E/4EE N, HSBHIRE .

4.10 WHfE

PR R A, S R R . P DRI A S . R, R R B 5 A T B K
Bz, M BB .

5L 7 A S B AR S A SR TS S e, 0 ST I FLAR 25 25 1 P B G A R AR
BERATREZ NS B, BItfE R PE IR BPERRA . B DL R AT AT S A AR 55

T SR PR A FH A% % 251 S5 AT T E e B A, T B LR 4545 Interacoustics FT 4 HE [E 5 /H X 2
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5 —BBARMRE

5.1 W&

IR : 250MI/30 #» (J&l5E)

MENEE: +/- 15ml/30

WEVE ] - 30 > % 2 30 #) 15 7))

FEVEIRE - 30° C AiEE
44° C FRH#EE

ISHNEE +/- 1°C

T e P +/- 1°C

HNEIKFE K%y 3.5 FF (LHEHE 14 70

VNG i FL 1« USB 1.1 B 5tk

WA RS 35(w) x 32(d) x 22(h) cm/ 13.8(w) x 12.6(d) x 8.7(h) in.

KE CaJ4FRED - 3m (9.8 ft) K, WHBKRARY G

PE T E & 0.9kg (2 Ibs)

HUEEE (24K - 5.4 kg (11.9 Ibs)

A - 110-130 VAC B{ 220-240 VAC

Iy, 600 I

AR 22 R~} 110 -130VAC: 2x T8AH 250V f§[%: 4«
220 - 240VAC: 2x T4AH 250V {§.% 22

PN BRI 22« 220 - 240VAC: T2. 5AL 250V

CE #3rEFK B Interacoustics A/S 76 (BIT2uEMY  (WREE) 2017/745 FH4F 11 BFIEER.
AR RiEd TOV AE, #RiR%5 8 0123
MEHENR B (7 28t (EUD 2017/745 (F) lla 229058, %I asti)E T A VRS =7 77 i .

B

IEC 60601-1:2005+AMD1:2012+AMD2:2020 =57 LS B4 - 55 1 iB4r: SEAR 2 TR RE R — 2R
IEC 60601-1-2:2014/AMD1:2020 ZEJ7 /S % - 55 1-2 8B4 : FeAR 22 A IR A R () — MR EE SR —— [t b
WE: FRETIE
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5.2 HRHEAHE (EMC)
A4y ER T A AR Aqua Stim R4,

B 7RI TT CIE-A IR HF SMREF AR B MBIHR R RS0 RF -RREMRID A&
T AR BE A T2 35

TER: HfGEREE A B R AR
ABEARRALTIEANERE, A FPEUEMA A BRI
B 22 W AR 24 5 T 1 RN o

87 36 G £ A B2 ML A AR B, I AT RE S EURAE A Do W RA I LA YA B 2%, MAS 2 AR A8 A HL A
o FHINEANTIER TAE.

A5 P A B2 2% 1 36 P 415 A2 B (3t AR THC 4 A P 86 T 2 1 o PR A e PR (AR B 4% Y FE L, IR R BURAEA
E P VLR W IIES O RIRE N (IS Sk B

AR A (EIEHIER TS E MBS 30 ecm (12 FEf) BT B P F (5 U i 5 e &, b e R
L BN B R R AF AP e o DR SEMA A e BV RE, AT S EOAS 2 5.

KREEFFE IEC60601-1-2:2014, K4 B 2 1 HHE .

TR R w B BB BRI VR Ay fs VG

/i%‘ TEATL B B — e 0, T LAR B S sF EMC AR GRS I AT S B4y i B . C 75 KRB — 2
ﬂzﬁ?%ﬁ%ﬁ% IEC 60601-1-2 FiE i) EMC %E5K, 55 A (A FH A FH b W A 5 Do Y PR A«

AT NI A BRI B AL B, NS ST (RIE RGUFF 4 IEC 60601-1-2 Frift.

U AR A SR AR B AT & N SR RIRLE , 5 PRI IEC 60601-1-2 i) EMC Z3K:

ik KE CO Fille (BIT)
Lk <3 i
USB <3 =

Aqua Stim AR5 - A A &

D-0135837-D 2025/09 Interacoustics Ui 19



TRFAHE RS B - ER AT
48 (Aqua Stim) Beih 15 FIRHLE it AR B P B FH . A 1 SO ST (A B RS3E (E £ 38 «

Rl AR FEREIA R - 1R

RF 424t 14 LA T AT WA BETIE ] RF it

CISPR 11 I RE SRARAR, & SEEHE AT B& ™ AR T T3
RF 424t B % RABESEFTARA . Tk, VA EEfs FEA.

CISPR 11

R (e

IEC 61000-3-2 A%

HUR B ey

IN BRI

IEC 61000-3-3

FERMB IR RF S B EE KA AR
K A#§ (Aqua Stim) Brit il T RF §f THR2 it mpieh b . A% S P i (B R A 2R RF B R CRITER) MR
KA, AR B4 5 AR A (R DT B INALEE, DA Ll T4

TR R ST B AT A2 B[R] BE
Rt BRI HH TR [m]
W] 150 kHz & 80 MHz 80 MHz % 800 MHz 800 MHz £ 2.7 GHz
d=117VP d=117VP d=223VP

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

ot T4 A AR A BT A K0 ThER I R i o, TR S A iR SRR i 7 R A ST BE o CRO , Ferb PORZR SRR s R ALY
KRR B KA H IR BUEE (W)

Z¥E 1 80 MHz 1 800 MHZ i& FH & i (451X

BIE 2 X AT REIEARE R T T L. HURAL SR A0 . R A A S S R
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TR A RIS B - LI

AR (Aqua Stim) it T FIBHUE K AT (I . A2 sl L0 PR B SRS PR 85 v A s -

Bkt IEC 60601 RBH ApitE R - T
eI (ESD) +BKV il +BKV il ST RERACH . ISR . AT A
IEC 61000-4-2 +15KV %54 +15 KV %5 PMFHE R, SN 0%

X RF L&A B &40
kRN

i 1 385-5.785 MHz
9 HE SRR 5 24

g 9 e X

1 RF CLIE AN, AREEE A
(DEITas

IEC 61000-4-3

T sz IRy +2 kv OB 9 S 258 o
IEC61000-4-4 SN AR +1 KV SN LR +1 KV IR

o et RV A AR ST 5 S SR
IEC 61000-4-5 +2 KV Lkt +2 KV 2kl AR

YRR BRI LT R e J
B L AR A

IEC 61000-4-11

0% UT (UT F5F 100%)
0.5 4ME M, @ 0. 45. 90.
135. 180. 225, 270 f
315°

0% UT (UT F5F 100%)
1A

40% UT (UT F%F 60%)
5 R

70% UT (UT F%0% 30%)
25 />

0% UT (UT 2%k 100%)
250 AMJA

0% UT (UT %% 100%)
0.5 MM, @O0. 45.
90. 135, 180. 225. 270
1 315°

0% UT (UT F5F 100%)
1A

40% UT (UT F %/ 60%)
5 R

70% UT (UT F%f% 30%)
25 />

0% UT (UT T2k 100%)
250 A>JA

LT A MR B A B P A Y
YRIFI B R o R A P it LA W v 4R
HAE, BT AN ] T LY R Tt AL

ERPES
(50/60 Hz)

IEC 61000-4-8

30 A/m

30 A/m

PRI 37 0 S TR o P B B 3BT ST
o B OFFAES ] -

I BR ES R — BULREI
5

IEC 61000-4-39

9 kHz % 13.56 MHz
B KT AT T I
AMD 1: 2020, % 11

1 AMD 1: 2020 H#FR 11
prid

R A S HBoC B, WA R I
SRR R 11 dE AT

VERR: UT Bt s 7 Bl S8 i r R FL I
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TG R B - EE i
A A% (Aqua Stim) it TAE FIRHUE AT P . RAFN %) BT R PR AE LIRS A A 3%
B RR IEC/EN 60601 R¥Z% EREH FMIAE - 157
FEME PR 3020 RF 85 i, S5/
AEATAE CEREEIRL) EBERNA/N TAR
R 2 A% I P (1 A s 514 i

i) 2 .
fe e ] i
RF £ % 3 Vrms 3Vrms
IEC/EN 61000-4-6 150kHz 4 80 MHz as
6 Vrms 6 Vrms d= Vr;ns
16 ISM BB (DL RGE T HEE AR
TR A T2k A . D
RF 454 3V/m 3V/m
3,5
IEC/EN 61000-4-3 80 MHz % 2.7 GHz d= W—m\/ﬁ 80 MHz % 800 MHz
10 V/m 10 V/m
80 MHz % 2.7 GHz L2 R R 1) d= V/Lm\/F 800 MHz % 2,7 GHz
& F T R (g 385

ol P O9Z R S IE R RO A S 4 K
HTh e E (W), o AEHEEE CK .

[ 52 RF A5 % 037 3l i r i Bl D
E, 2 RARTEAMIBE ° SR .

B LU BRG] e S 7 AR TR
% 1 £E 80 MHz 1 800 MHz & P45 & F A B

(@)
Bk 2 RER S AT RIS T IS L. B RAEIR ST SR WA R R B S S
a [l e R A (PlinJosk (BEh/L) WiGMBEEEE T f. MR TELL . AM Fl FM JeZe )8 AL 3B R0 36D igsasEie & Teik
VR TR . BEPPAEAEAEE T RE A S (R, % p S B A I . 0 A P A A0 8 B 5 7wt b i@ i RF 4304
B, POEERAE B IRE IEH TIE, RO RIMERE R E, T HE T BRI B A ok i B AR A it
B) i1 B4 BE T 150 kHz % 80 MHz, %5 /M T 3 Vim.
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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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