Self- Truthfulness Declaration

Manufacturer:
Siemens Medical Solutions USA, Inc.

685 East Middlefield Road
Mountain View, CA 94043

As a responsible individual authorized to represent and act on behalf of Siemens
Medical Solutions USA, Inc. Ultrasound Business Unit, | hereby certify to the best of
my knowledge that the documents provided as below for the following product sold
and used in Russia is genuine, complete and valid:

ACUSON X600 User Manual

Signed in Mountain View, California - March 2, 2016

Shelly Pearce

Regulatory Affairs Siemens

Siemens Medical Solutions USA, Inc. Medical

Ultrasound Business Unit Solutions,
USA Inc >
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2 besonacHoe ucnonb3oBaHue KN yxopn

TexHuKa 6e30nacHOCTU Mpu aKcnyaTaumm m
OKpyXatollasa cpeaa

[lo Toro, kak NPUCTYNUTb K 3KCNAyaTaluuy CUCTeMbl YbTPa3BYKOBOro CKaHUPOBaHUS,
TWwaTtesbHO 03HAKOMbTECb CO CBEAEHUAMMN U NpeAnncaHnsIMN No TeXHUKe Ge30nacHocTH,
npuBefleHHbIMN B JaHHOM PYKOBOACTBE.

YcnoBHble 0603HaAYEeHNS

[lna ono3HaBaHWA BaXHblXx 0603HaYeHNi, pACNONOXEHHbIX HAa YNbTPa3BYKOBOIWA
AVAarHoCcTUYecKoi cucteme U gatymkax, cM. TabnuLy Huxe.

YcnoBHoe o603HayYeHune OnucaHune

MepemeHHbI TOK

V- VN CTOUYHMK HanpsaXeHns nepemMeHHoro Toka

OcTopoxHO! ONacHOCTb NopaXeHUss 3NeKTPUYECKUM TOKOM

Pasbem Tuna BF gns nojcoegvHeHMs nayveHTa ¢ 3awuToit ot
Bo3felicteua gecubpunnartopa

Hanaraemas yactb Tuna BF

Pasbem Tuna CF gna noagcoeguHeHnsa naumeHTa

J
W CM. pyKOBOACTBO MO 3KCnayatayum
0

Pa6ouune nHCTpyKunn — ob6asaTenbHoe geicTene

(cuHsas unnocTpayuns)

OcTopoXxHO!
(uepHas nnnocTpayms)

MpumeyaHne: B cnctemax v gatumkax, oTrpyXXeHHbIX ¢ 3aBoja
£0 1 okTAa6ps 2010 r., aTOT 3HaK 0603HavaeT «OcTOpOXHO! CM.
CONPOBOAUTENbHYIO JOKYMEHTaLMO».

Ob6uwee npegynpexaeHue
A (xentas u yepHaa unnwCcTpauna)

KHOMKa aKkpaHHOro MeHio
A KHONKa MeH MoHuTOpa, BBEpX (YyBENuYeHue)
T KHONKa MeHl MOHWUTOpa, BHU3 (YMEHLWeHue)

3HauY0oK 3KPAHHOIO0 MEHI0 M306paxeHuit

3HauYoK 3KPAHHOTO0 MEHI0 PYHKLMNI

1»

NHCTpyKUuMsa no akcnayartauuun 2-3
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2 bes3onacHoe ucnonb3oBaHue ”N yxopn

YcnoBHOe 0603HaYeHNe OnuvcaHve

3HA4Y0K 3KPAHHOTO MEHI
3HaAY0K BbIXOAA N3 IKPAHHOTO MEHI0

3asemsnieHune
CurHanbHoe 3asemsieHune

-© Bxog curHana

Bbixog curHana

Bupeopa3beM (MOHOXPOMHbIE BUAEOCUTHANDI)

3anyck (o6opynoBaHus)

n USB-pa3sbem
Pasbem Etheraet 10/100BaseT

JKBUNOTEHLMANbHOE COEAUHEHNE

Pa3bem npuHtepa

Pasbem u/6 npuHTEpa

VGA

@ Linchposoii Bugeonntepdeiic (DVI)

MepesaTynk HENOHN3UPYIOLLETO U3NYYEHNSA.

* MopT 3N1eKTPOHHOro MaTpUYHOro gaTymka

L] MopT faTtunka HenpepbIBHO-BO/THOBOTO Aonnnepa

2-4 WHCTpyKUMA no akcnayaTauum
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YcnoBHoe o603HaueHune

DO NOT LEAN

20 kg MAX
44 lbs MAX
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2 be3onacHoe ucnonb3oBaHuWeE U yXop

Onwucaxue

Pas6noknposaHo

3a6noknpoBaHo

Ayavo

He onupaiitecb Ha MOHUTOP

OrpaHuyeHne macchbl Mosaku

BKJ/1. ToNbKO AN BbiKAOYATENSA 3/EKTPONUTAHNA

BbIK/1. TOIbKO ANs BbIK/OYATENA 3/1EKTPONUTAHUSA

BblkntoyaTenb 3NeKTPONUTaHUa 4Ns NepeBoja B pexum
oxXungaHus

He3po OKI

3alwmnTta oT BO34eiCTBUSA Npu ANUTENLHOM MOTPYXEHUN B BOAY

He BckpblBaTb. O6CNYyXMBaHUE AOMKHO NPOBOANTLCA TONbKO
KBanMMULMPOBAHHbIM NEPCOHANIOM.

OMACHO! OnacHocTb B3pbiBa NPU MCNONb30BaHUN B6IU3N
roployYnx aHeCcTeTUKOB.

3asnBfeHne M3roToBUTENA O COOTBETCTBUMN U3LENNs AnpekTuBam
ESC n ynonHomouyeHHoro opraHa Eeponeiickoro Cot3sa

3aABneHne N3roToBUTeNA 0 COOTBETCTBUM U3gennsa
anpektusam E3C
CumBon UL gns KOMNOHEHTOB, YTBEPX/AEHHbIX K NPUMEHEHUI0 B

Kanapge n CWA

CumBon FOCT P o6o3HauaeT, 4To gaHHOe nsgenue
CoOTBETCTBYeT Tpe6GOBaHNAM NO TEXHUKe 6e30MacHOCTU COrnacHo
rocyfapcTBeHHbIM cTaHgaptam Poccun

(Installierte Volumen Komponente)

NpaeHTudKkaTop oTAENbHbIX KOMNOHEHTOB UK AeTanel cucTembl
ONS KOHTPO/IA 3a UCNONb30BaHWEM U3aenus

Cumson kateropuun UL gnsa KaHagbl n CoeaunHeHHbIX LWTaTtos
AmMepukn

W Tpux-kon

WHCTPYKLMUS No aKkcnayaTaumu
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2 be3onacHoe ucnosnb3oBaHWe U yxon

YcnoBHoe 0603HayeHme OnucaHve

MpepoxpaHuTens

WARNING OnacHocTb 3aleMaeHuns.
A FmeHPOVN. BHUMAHWE: MECTO 3AWEM/EHUSA
BEPETUTE PYKWU

LWapHup naHenu ynpasnieHus

PerynupoBaHune BbICOTbl NaHenu ynpasfieHus

¢+

SWL SW5 BHewHNit 600k npeo6paszoBatens Beoaa/sbiBoga

OFF DVI/D-SUB NTSC
ON  S-Video PAL

MHCTpYKLMA No akcnayaTtayum 2-7
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2 besonacHoe ucnonb3oBaHuWe U yxopn

Hakneikun

(<]

- 1 Hakneiika Ha MOHUTOP

Haknelika c npegynpexgeHuamMmu n uHdopmaunei
0 cepTUdNLUPOBAHUN NPOAYKTa

3 WNpgeHTudukaymoHHas Haknelika

=

= |
Pacnonaxenis Haxneex.

Siemens Medical Solutions USA, Inc.
MQdel(lU+"):KT-LM170SDS POWERINPUT(*!S):100-240V«2.0-1.0A 50-60Hz

ISCBRFM A IS theFCCRuin
OpeUsnis  toNer Me carkieon
(yiMtdntaungrnotau» kel irkerfewno.
MEDICALAPPUCATION tnd AJMsclevke mustocoeptonyinterfotence
rtenredatcluAl itnerferanothatmaychiss
indesuMoparatien

GTIUS L - .X
UM

(BB
Made in Korea (*1

Mpumep HakNelikn Ha MOHUT Ope.

MHCTpyKLMA No akcnayaTtauuu
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2 be3onacHoe ucnonb3oBaHWe U yxon

Warning: Risk ofcplosion ifused T thw

Aineitenza: RiscMo di espiosione. Nor usare in presenza di anestetid infiamnubii
WiLOBeinEreatzn(*tnbrGrrbwAnLLLLLE

' Adwtenda:i*deeiplo9dn. Noempiearenpresendadearest®
IS :AWANN

32:7)tf3 7Hi7f U@nsm fiM.

Wnng;l*dele(AMDond(ferLiteserwigtoi®
kfIM :® fistnAnfeb[AM bh

A Awertenza; Pericolo di scossa el ca. Non aprire. Riveigersia personale quaificalD.
WA2GiNe Ne MiesMNe al3ss9iSeteGeidM
Ad"tevk f'esgodedesaga efeba. Noatn
15:«C8fJ6J. Yl kW Mu'n. O'OSIWW flUnU.
Bas?a  t\HIAS  sgTiiipi aMbHi<A] §¥w
1S:1468. T LU

Note; See operating instructions.

Remanue: voir ies instructiors d'uSsation.
Nota: Consultare | marxjale deX uterrte.
Hinweis: Siehe Gebrauchsenweisungen.
Nota: Ver instrucdones de uso.

ii:AIBXHA3Alie}EAGI(H?4|A12,
a*:

Caution: Federal (U.S.) law restricts this device to sale by or
on the order of a physician.

r n

Upgrade
ABCDEFGHIJKLMNPRSTVW

ELEOUCAL EQUPVENT.
11O H ECTR(

VEDICAL
WITHRESPER ARE
AND MECHANICAL HAZARDSONLY
INACCORDANCEWTH CE
us UL60601-1IEC60601-2-37
AND CANCSA C22.2 N0.601.1 0123

Mpumep Haknelkyn ¢ NPeAYNPEXAEHUSAMU U MHPOPMaL el O cepTUPUUMPOBAHNN NPOAYKTA.

Diagnostic Ultrasound System
Model
Manufacture Date

1 HasBaHue usgenus
(1P)Model No. 2 system 2 Howmep cTatyca nsgenus
I/l WK 3 CepuiiHblit HOMEp
4 lUTpux-Ko4 cepuitHoro Homepa
i . Product Status Number *
(S)Seriat No roduct status Number 5 Homep mogenun
SI EM ENS 6 LUTpUX-KO4 HOMEpa Mogenu
Siemens Medical Solutbns USA, Inc. 7 [Mata nsrotosnexus
685 East MiddleHeld Road
Mountain View, CA 94043, USA )‘K O LLII
Made in Korea
Mpumep naeHTUULMPYOLWER HaKNekkn.
WNHCTPpYKUUA Mo skcnayatauum 2-9
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2 besonacHoe ucnonb3oBaHuWe K yxopn

MexaHn4Yeckuini u TennoBo MHOEKCbI

Cuctema otob6paxaeT MexaHWYeCKWUi i MHAEKC Npu BU3yannsayum B peasbHOM BpeMeHW, BO
BCEX pexumax msobpaxeHunsa. Cuctema otobpaxaeT TeNNOBOW UHAEKC NPpW Bu3lyanusauyuum B
peanbHOM BpeMEHMW, €C/K €ro 3HayeHne paBHO WnK npesbiwaeT 0,4.

MpumeyaHne: Bo BpemMsa nccnefoBaHuii ¢ NCNONb30BaHUEM BU3yann3aluuun ¢ KOHTPACTHLIM areHToMm
(CAl) cuctema Bcerga otob6paxaeT 3Ha4YeHUA mexaHuyeckoro nuaekca (MIl) u makcumanbHble
3HAaYeHUss MexaHU4yecKknx UHAEKCOB, KOTOpPble M3MEPSAITCSA B akKTUBHbIX 30HaX hokycupoBku (MIF).

ACUSONX700 14:26:34 Tb 08/0CX000K

rMxséwkro mRatiil-t liriutrf

Vimiucfi me.r TBO.71

T>-

PacnonoxeHne mexaHMYeCKNUX N TennoBblX NWHOEKCOB B OKHe BuU3yanusayunun.

NHaeKkch npeacTaBneHbl B BUAE COKpaAL|eHUA, NPUBEAEHHbBIX HUXE:

] MI: MexaHnuyeckuit nHpgekc

L] MIF: MakcuManbHble 3HAYEHUA MeXaHW4YeCKUX MHAEKCOB, KOTOpble U3MepsaTCca
B @aKTUBHbIX 30HaX (QOKYCMPOBKN (0TO6GpaxalTCA TONbKO BO BPEMSA UCCNefoBaHUiA
c npumeHeHnem dyHkuun CAl)

] TIB: KocTHbI TennoBoii nuaekc (o6cnegosaHue nnoga)
] TIS: TennoBoli MHAEKC MATKUX TKaHei

m  TIC: YepenHoli TennoBOW MHAEKC

2-12 MHCTpyKLMs No akcnayaTtauum
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2 besonacHoe ucnonb3oBaHuWe KN yxopn

OTo6paxeHne MOLLHOCTU nepeaaqn

[AvanasoH MOWHOCTM nepepayun coctasnaet oT 0.20 % go 100 %. Bui6op BennunHel 100 % B
cCoOYeTaHUM C APYIrMMK OpraHaMu ynpaBfeHUs WU PYHKULUAMKU CUCTEMbI 3agaeT
MaKCcMManbHYl0 UHTEHCUBHOCTb YNbTpa3Byka U MeXaHWuYeckuii MHAEKC KaxAoro gaTyuka, rae:

/sPTA3: S 720 mBT/cm®1n M < 1,9

MowHocTb (B %) MHTeHcuBHOCTb (A6) MouwHoCcTb (B % WHTeHcuBHOCTbL (A6
Jil
100% oab 4,0% -28 pb
79% -2 b 3,2% -30 b
63% -4 16 2,5% -32 pb
50% -6 a4b 2,0% -34 nb
40% -8 b 1,6% -36 b
32% -10 b 1,3% -38 gb
25% -12 nb 1.0% -40 nb
20% -14 pb 0,79% -42 nb
16% -16 b 0,63% -44 nb
13% -18ab 0,40% -46 pb
10% -20 pb 0,50% -48 nb
7,9% -22 pb 0,32% -50 ab
6,3% -24 pb 0,25% -52 nb
5,0% -26 b 0,20% -54 nb

ConocTasneHne UHTEHCUBHOCT M yNbTpas3syKa W MOLLHOCTMW.

Korga meHsieTcs ypoBeHb MOLWHOCTU, CUCTeMa NOACBeYMBAET 3HAUYEHUE MOLWHOCTK Ha
KOpOTKOe BpeMs, YTO6bl OTMETUTb NU3MEHEeHNeE.

U:26:34 M| 0«ONaXXXX

nse.7 Tie07

OTo6pa>keHe MOLLHOCTM B OKHe BU3yanusayum.

14 MHCTpyKLMs No akcnayaTtauuu
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HaCTpOVIKa MOHWNTOPa C NOMOLW b MEHIKO

MapaMeTpbl MOHMTOPA MOXHO M3MEHATbH C NOMOLLbIO MEHI0O MOHMUTOPA.

MyH

KTbl MEHIO MOHUTOpPa

Muktorpamma MeHto MyHKT MeHto

Picture (UW306paxeHune)

Brightness (AApkocTb)

Sharpness (Pe3kocTb)

Color Mode (LiBeToBOI pexum)

Exit (Bbixoa)

Function (Function)

Scale (Scale)

Information (Information)

Memory Recall (Memory Recall)

SBC (SBC)

Exit (Bbixoa)

OSD (OSD)

Language (A3blk)

OSD H-Position (FTopnsoHTanbHoe nonoxeHne OSD)
OSD V-Position (BepTukanbHoe nonoxenne OSD)
Half Tone (MonyToH)

Exit (Bbixoa)

Exit (Bbixoa)

3 HacTpoiika cuctembl

m
[ns HacTpPOWMKN MOHUTOPA U3 MEHIO MOHUTOPA;
1. Haxmute nygepxuaiite!® n ¥ Ha MOHUTOpPE OAHOBPEMEHHO, 4TOObLI BONTU B
MEHI MOHUTOpA.
2. Haxmute T unm A, 4ToGbl BbIAENUTb MYHKT.
3. Haxmwure 4T06bl BbIGPATL MUKTOrPamMMy MEHIO.
4. Haxmute T unu A, 4To6bl BbiGpPaTh NYHKT MEHI W HAXMUTE ,4TO6bl HACTPOUTH
napameTp.
5. Haxmute Y unu A, 4ytobbl M3MEHUTL NapameTp.
6. Bbibepute kHonky EXIT nnm Haxmute 4To6bl NOATBEPAUTL HACTPONKY M BO3BPATUTLCA
B OKHO F/1aBHOr0 MEHI0.
7. UYT06bl BbLIATM N3 MEHIO HACTPOEK MoHUTOpa, nogoxaute 10 ceKyHA MAWM HaXMuTe
Y unnn A, 4yto6bl BoiGpath EXIT, a 3aTemM HaxMmute euje pas.
CoobuweHns 06 ownbkax Ha MOHUTOpE
CoobuweHune NelictBne
NO SIGNAL MpoBepbTe CUTHaNbHbIW kabenb
OUT OF FREQUENCY Y6egutechb, 4uTo paboyan yactoTa COOTBETCTBYeT AManasoHy

MNHCTPYKLMUS MO aKcnayaTtauum
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3 HacTpoiika cucTemsl

O6uwmne HacTpPOIKN CUCTEMBI

Bbl MOXeTe U3MEHUTb 06LiMe HACTPOMKN CUCTeMbl (Hanpumep, oTo6paxeHue faTbl, BPEMEHU K
Ha3BaHWA MEAWLUHCKOTO YUYPEXAEHNs) C NOMOLWbIO CUCTEMHbLIX NPegnoYTeHUi . ITu
napameTpbl 0TO6GpaxakwTCcsA B OKHe BU3yanu3ayuu, a Takxe B OTYETax O nayueHTax,

nil General 1 > Organization > Hospital Name

M3meHeHe Ha3BaHNA MeLULUHCKOTO yupexgeHuns

ONs N3MeHeHUs Ha3BaHWA MeAMLWHCKOrOo YYpexxjeHus BBeJUTe HOBOE Ha3BaHUe B
npejBapuTeNbHO 3afaHHbIX HACTPOMKAX CUCTEMBI.

ONns N3MeHeHWs Ha3BaHWUA MELULUHCKOTO YUPeXAeHus:

1. HaxXmwuTte Ha KnaBumaType Knasuwy Presets.

2 Haxmute General 1.

3. BBeanTe Ha3BaHMe CBOero yupexpjeHus s none Hospital Name.
4

Haxmute Save.

HacTtpoiika gaTbl U BpeMeHHU

[ata oTo6paxaeTcs B BUAEe LU(pP B NpaBOM BepXHeM Yrny okHa Busyanusauumu. Bel MmoxeTe
BBECTW HOBYI AaTy M BpeMS, a TakXXe MOXeTe Bbi6paTb popmaT oTo6paXxeHna gatbl Ha
IKpaHe.

Ons BblGopa popmaTta gaTbl M YCTAaHOBKMW faTbl ¥ BPEMEHU UCMONb3YiATe NpeABapPUTENbHO
3aflaHHble HAaCTPOWKN CUCTEMBI.

H General 1> Format > Date Format

nil General 1> Format> Date & Time Settings

MpumMeyaHue: BO BpeMs NPOBEAEHUN UCCNEJ0BaHNSA faTa U BPEMS HE MOTYT 6blTb U3MEHEHbI.
Mpexpae 4eM U3MeHATb faTy W BpeMs, 3aKpoiiTe aKTUBHOE UCCNef0BaHME.
Ons Bol6Gopa popmaTa faTbl UNU BPEMEHMU:

1. HaxmuTe Ha KfaBuaTtype Knasuwy Presets.
2. Haxwmwute General 1.
3. Bblbepute hopmat gatel B pasgene Date Format n HaxMmute Save.

3-34 MHCTpyKLMa no akcnayaTtauuu
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4 OCHOBbI MccnegoBaHus

Mcnonb3oBaHne chopmbl [JaHHble nayneHTa

Bocnonb3yiiTecb CUCTEMHbLIMW NPeANOYTEHUAMU ANA BbiGOpa Nopsjka, B KOTOPOM knaBulla
Tabynsauun 6yaeT ocylwecTBNSATbL Nepexoj OT Nons K nont B popme [laHHble naumeHTa.

@ General 2> Patient ID > Customize Entry Order

dopma [laHHble naymeHTa coAepXUT o6y nHpopmaLunio N NHPopMaLnto, OTHOCAL Y CA K

KOHKPETHOMY MccnefoBaHuio.
3apgava

nepemMecTUTb TEKCTOBbI KypCcop K HayanbHOW
nosnuum cnejylolero nonis BeoAa

yAanuTb CUMBObI

COXpaHUTb HOBblE JlaHHble NayneHTa, BbliATu
13 pexuma npocmoTtpal/pefakTupoBaHus
(opMbl NaumeHTa 1 NOBTOPHO O0TOGPa3nTbL
OKHO BM3yanusayum

BbIATU M3 pexuma
npocmoTpal/pepakTupoBaHus QopMbl
nayveHTa 1 NOBTOPHO O0TOGPa3UTb OKHO
BM3yanusauun 6e3 coxpaHeHUs HOBbIX
[aHHbIX nayneHTa.

4 -4
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MopAfgoOK BbINONTHEHUSA

HaxmuTe Ha knaBmatype knasuwy Tab. Nnun
W enkHUTe No cnejyloleMy noso BBOAA.

HaxmuTe Ha knasmatype knasulwy Backspace.
BbiGepuTe 0AUH N3 CNeAyoLW X MeTo0B.

m llenkHnte OK.

® HaxmuTe Ha knasuaTtype knasuwy Enter.

m Haxmute 2D Ha naHenun ynpasieHuUs.

U enkHute no Cancel. nn Haxmute ESCAPE
Ha NnaHenu ynpabneHus.

WHCTPYKLMK NO akcnayaTtauum
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4 OCHOBbI UccnepoBaHus

NauneHT— chopmaT e-3anucb

MpumeyaHune: YTobbl nepemMecTuTb Kypcop, Haxmute knasuwy Tab Ha knaBuatype. Ans
noATBEPX/EeHUA BBEAEHHbIX AaHHbIX HaxmuTe knasuwy SET Ha naHenn ynpaBneHus. Unu HaxMmute
knaBuwy ynpasneHus 2D.

MccnepoBanusa OB (akywepckue), Early OB (paHHMe akywepckue), Fetal Echo
(axorpadgmsa nnoga) u EM (skcTpeHHas meguumMHCKast NoMOLLb)

MpumeyaHune: MpeagnonoxutensHas gata pogos (EDC) u rectaunoHHblii Bo3pacT oTo6paxatTcs
BBEPXY 3KpaHa Npu Bu3yanusauumn. 3TN 3HAYEHUS Takxe oTobpaxalTca B oTYeTe naymeHTa.

Mone sBofga OnucaHune

1D NaeHTUdKauMoHHbI Ko nayneHTa.

Ecnu ngeHTndukaymnoHHsli kog (ID) He BBeAeH, cuctemMa reHepupyeTt YHUKaNbHbI HOMep,
HauunHalwmniica ¢ Tekywel gaTbl 1 BDEMEHU CUCTEMBI.

Name damMunus u UM nayueHTa.
Age FecTaunoHHbIii Bo3pacT B Hegenax (W) v gusx (d).

Ecnun none AMM yxe cogepXuT 3HaYeHne, cucTtema aBToOMaTUUYeCKN BbIYNCANT U 0TO6pasnT
recTaluuoHHbIil BO3pacT B HEAENAX U JHAX.

LMP [laTa Hayana nocnegHero MeHcTpyanbHoro uukna (4MNM) naumeHTkn B hopmarte,
oTo6paxaemMoM Ha 3KpaHe.

Mpy BBOAE MU U3MEHEHWUN 3TOTO 3HAYEHUSA cCUCTEMA aBTOMATUYECKU BbIYMCAUT M 0TOGPa3nT
3HayeHue B xapaktepuctuk Age n EDC.

EDC MpegnonoxutensHas gata pogos (MAP) B dpopmaTte, oTo6paxaemMoM Ha 3KpaHe.

Cuctema aBTOMaTUYECKN BblUMcnaeT N oTobpaxaeT npeanonoxutenbHyto gaty pogos (MAP),
ecnu B none LNIP n/unn Afle yxe cogepXxuT BBeAeHHble faHHble.

Mpu BBOAE MU U3MEHEHWUN 3TOTO 3HAYEHUSA CUCTEeMa aBTOMATUYECKU BbIYMCAUT M 0TOGPa3nUT
3HayeHns xapaktepuctuk LMP un Ape.

[Opyrve nccnegoBaHus

Mone BBOAA OnucaHue
ID NpaeHTUdUKaLMoHHbIR Koa nauneHTa.

Ecnu naeHTudnkaynoHHblii kog (ID) He BBeAEH, cucTeMa reHepupyeT yHUKanbHbI HOMep,
HauuHatWwmniica ¢ Tekywel gatbl U BpEMEHU CUCTEMBI.

Name damMunna v UMs nayueHTa.
Birth [laTa poxAaeHua nauveHTa B (popmate, oTo6paxaeMoM Ha 3akpaHe.

Mpu BBOAE MU U3MEHEHWUN 3TOTO 3HAYEHUS, cUCTEMA aBTOMATUYECKU BbIYUCAUT M 0TOGPa3nNT
3HauyeHue xapaktepucTukn Ape.

Age Cuctema aBTOMaTUUYECKM BblUNCsieT 1 oTo6paxaeT BO3pacT nayneHTa Ha OCHOBE AaHHbIX
nons Date of Birth, ecnu oHn 6binn BBEAEHBI.

Sex Mon nayuneHTa.
Ecnwn He Bbi6paHo HU Male, Hu Female, cuctema yctraHasnusaet 3HauyeHne Unknown.

YT106bl BIGPATb MO/, HAXMUTE K/1ABULLY CO CTPEKO BNpaBo WU B/IeBO Ha knasuaTtype.

4 -6 WMHCTPYKUMKU No aKcnayaTaymu
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4 OCHOBbI MccnegoBaHus

VcTopusa (Bce ob6cnefoBaHuns)

MNone BBOgA OnuncaHune

Additional Info [lononHutenbHas nHopmauus.

MHcTtpymeHT KaneHgapb

WHcTpymeHT KaneHpapb B hopme [laHHble naymMeHTa MOXHO Bbi3BaTb Ha akpaH npwu
nposefeHnn cnepywuwmnx nccnegosannii: OB (akywepckue), Early OB (paHHue akywepckue),
Cyn (rnHekonormnyeckue) n EM (akcTpeHHasa mMeanLuMHCKAaA NOMOLb).

WHCcTpyMeHT KaneHpapb foCTyneH ANA nonei ¢ gatamu Ha naHenu History popmbl JaHHble

nayueHTa.

January, Year bl

Sun Mon Tub Wed Thu Fri Sat
28 29 30 31 1 2 3
4 5 6 7 8 9 10
11 12 13 14 15 16 17

T 19 20 21 22 23 24
25 26 27 28 29 30 31
1 2 3 4 5 & 7

mT)K “ Cancel

Mpumep MHCTpymMeHTa KaneHpgapsb

Mcnonb3oBaHne MHCTpyMeHTa KaneHpgapsb:

1. W enkHnTe no ctpenke BHKU3 (T) B none gatbl popMbl JaHHbIe NauMeHTa NS Bxoga B
KaneHgapb.

2. [Ana nponucTbiBaHWA MecsAueB KaneHAaps WenkHUTe nu6o no cTtpenke Hasag (<), nubo
no ctpenke snepepd (»).

3. LUlenkHnTe no farte B KaneHgape.
CucTemMa BbIXOAWUT U3 pexnuma paboTbl C KaneHfapeMm v noMmelwaeT Bbl6paHHy AaTty B

opme [laHHble nauneHTa.

4. [OnA Bbixoja U3 kaneHpaps 6e3 coxpaHeHWa U3MeHeHui, wenkHute no Cancel.

WHCTPYKUMM no akcnayatayuu
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4 OCHOBbI MccnenoBaHus

Busyanusauna B 2D- n M-pexunmax

MpuMep KOMMOHOBKK 3KpaHa

3 4 5 6
ACUSON X/1» I Th 0 JOUXXXX
ThuntbfulH j f — 7
14 -
DRMdB
UipD
TintO
Ulp*
Pim MIOM
Mpumep KOMNOHOBKM 3KpaHa npu Bu3yanusauum B 20/M-pexume.
1 OpueHTaumna n3obpaxeHna v MHAUKATOP aKTUBHOMO N306paxeHns
2 Kypcop M-pexuma
3 Lkana rny6uHbl
4 Mapkep GOKYCHOI 30HbI
5 Kpusas KYT
6 Lkana ceporo
7 TlaHenu, BKNOYas MUHW-U306paxeHNs, CBeieHUS 0 NnalMeHTe U pe3ynbTaTbl U3MEPEHUIA.
8 CocTosHue nzobpaxeHuns (rnybuHa B cM, macwTabupoBaHne 1M YacToTa Kajpos)
9 TlporpamMMmHble KHOMKN U UHAUKATOP CTPaHULLbl
10 CTpoka COCTOSIHMS. YKa3blBaloT Tekylwy yHkunto Tpekbona, perynatopa SELECT, knasuwu
UPDATE, knaBunwun ESCAPE
11 Bknagka-uHankatop. O603Ha4aeT peXxxum uam GyHKLMUI A4S NPOrpaMMHOI KHOMKY.
12 TMapameTpbl BU3yanusauunn (AMHaAMUYECKWiA Anana3oH, YyCUaeHne KOHTYpOB, pa3BepTka, kapTa u
OTTEHOK)
13 YacToTa farynka
14 YcuneHne
4 - 18 VMHCTpyKUMM no akcnayaTtaymm
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6 TpaHcasogareanbHblli gaTyuuk

Mpumep gaTuynka ¢ 0603HaYeHNEM 61OKMPOBAHHOI0/pa36bnoKMPOBAHHOTO NOMOXEHUS. TOpMO3
rm6Koro perynsirTopa ABUXEHUS BNeBO/BNPaBO B 3a6/10KMPOBAHHOM MOMIOXEHUU.

1 ToABWXKHbLIA perynsaTop ABMXeHWs BneBo/BNpaBo (TEMHO-CEpbIiA)
2 Topmo3 NOABWKHOIO perynstopa ABMXeHWUs BNeBO/BNPaBo (TEMHO-cepblit)

Mpumep gaTuynka 6e3 0603HaAYEeHNSA 61OKMPOBAHHOTr0/pa36/IOKMPOBAHHOTIO NOMOXeHNA. TOpmMoO3
NOABUXHOTO perynsTopa ABUXeHNS BieBO/BNPaBo B pa36/IOKNPOBAHHOM MOJIOXEHUN.

YT106bI 3a6/10KVIPOBaTb ABUXeHne aANCtTanbHOro HakoOHe4YHuKa BﬂeBO/BI‘lpaBOI

] HaxXMunTe BbINYKNbIA 0cA3aeMblii UHAUKATOP, PACNONOXEHHbIA Ha KHOMKe
COOTBeTCTBYlOL,€ro TopmMo3a.

YT106bI pa3bnokmpoBaTb TOPMO3:

m  HaxXMuTe NNOCKYI 4acTb KHOMKW COOTBETCTBYlOL €ro TopmMo3a.

6-8 WNHCTPYKUMUsi No akcnnyatayuuu
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MpunoxeHue B TlaHenb ynpassieHns

BykBeHHO-undposas knasumartypa

Mcnonb3yiiTe 6ykBeHHO-UMN( POBYIO KnaBuaTypy AN BBOAA AaHHbIX O nayumeHTe, Bblbopa Tuna

o6cnepoBaHUs, aHHOTUPOBAHNA KIMHNYECKUX M306paxeHunin n KoHpurypuposaHus
npeABapuTeNbHO 3a/aHHblX HACTPOEK CUCTEMbI.

KnaBuatypa noxoxa Ha CTaHfapTHY KOMNbIOTEPHYW knaBuaTtypy. OnucaHue
P YHKLMOHANbHbBIX KNaBULW W APYTUX CNelynanbHbiX KNaBuUll NPUBELEHO HUXE.

cP Q0 /
- E 11 « Ne % % & ? * o ( ) )
1 3 5 6 7 8 o
J \
i K E ] 1y 3
= R T | 0 p
S 2 AT oA Y —V u / J oy J A
K- LJove 2 MY Ly N |y
7 aw T T 7% r--' 'f :T.
Iy ¢ M mooT b1 <s >0
| :

g2 31X - C \ B IN Mojqo >V Jp'

ENG/
TextA i {Texts

curl NEW Alt ¥

Mpumep KNaBuaTypbl CACTEMBI.

KnaBuwwu 66ICTPOro goctyna

Cuctema nogfepxvBaeT «knaBulwy GbICTPOro gocTyna.

L. V..y

Ans mcnonb3oBaHWA kKNaBuaTypHOl KOMaHAbl HaAXMWUTE U yAepXuUTe NepByl KnaBuwy, a 3aTem
HaXMunTe BTOPYI knasBuwy. HanpuMmep, ANA NCNONb30BaHUA KlaBuaTypHoil komaHabl Ctrl+P,

HaxmMuTe nygepxute knasuwy Ctrl, a 3aTem HaxmunTe knasuwy P.

KnaBunatypHas komaHga

(Kom6uHauma knasuw) DyHKLMA

Ctrl+H CkpbiBaeT unn otobpaxaeT rpaHulbl CBEPXY U CfeBa Ha
M306paxeHnn BO BpeMs ero npocmoTpa.

Ctrl+P CkpbiBaeT unu otobpaxaeT nHPopmMaynio Ha aKkpaHe.

Ctrl+Q BbinonHAeT BbIXOA M3 MHTETPUPOBAHHON paboyeil cTaHuun

DIMAQ.
Ctrl+<—or — (C1rl+<~unm -*) O6ecneuynBaeT AOCTYN K NAHENN MUHU-N306PaKeHUA.

Mcnonb3yiiTe cucteMHble NpeanoyYTeHUs AN akTuBauum dyHKUnMin 6e3 ncnonb3oBaHna
KnaBuaTypHbIX KOMaHA (HELOCTYNHbI AN HEKOTOPbIX (PYHKLWIA).

Il General 1> Display

WNHCTPYyKUMUsi no akcnayartauum
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MpunoxeHne C 3ONeMeHTbl ynpaB/leHMA Ha 3KpaHe

MporpaMmHblie KHOMKK

MporpaMMHble KHONKM PacnofioXeHbl Ha 3KkpaHe; ¢ UX NOMOLb MOXHO ONTUMU3UPOBATH
n3o6paxeHne n Bbi3blBaTb OnpeAefieHHble PYHKUUMN. [TporpamMMHbie KHOMKW pasMelleHbl Ha
«CcTpaHULax» B 3aBUCUMOCTU OT pexuma unn yHKuUn. MHAMKaTOp akTUBHON BKNaaku
onpefensieT pexum Unu yHKUUIO ANSA AOCTYMNHbIX NPOrpaMMHbIX KHONOK. Ha6op KHOMOK
3aBUCUT OT pexnma unu yHKkLMmM, a Takxe oT Tuna Busyanusaunun (peasbHoe BpeMs uaun
cTton-kagp).

MpumMmeyaHne: gpyrue opraHbsl ynpaBneHus, npejHasHayeHHble AN ONTUMU3ALNN N306paXeHUs
1NN Bbl30Ba (PYHKLMIA, pacnofoXeHbl Ha NaHenn ynpasieHus.

Cwm. Takxel: MaHens ynpasnenusa. MNMpunoxenune B, MHCTpyKuuMa no akcnayatayum

VNHAMKaNIOp CTPpaHuLbl PACMOJIOXKEH NO LLEHTPY NPOrpaMMHbIX KHOMOK.

KonnuecTso [OCTYMHbIX «CTPaHWL» B KOHKPETHOM peXume unu beHKLMM onpeaenaeTca KonnM4yecTtsom
Bbl/IENIEHHbIX TOYEK HaJ «MHANKATOPOM CTPaHWUL».

TekyLme pexxum Unn GyHKUMUsS NporpaMMHON KHOMKM.
BblfeneHHast CeKLMA COOTBETCTBYET 0TOBPAKAEMON «CTPAHULLE» MPOrPaMMHbBIX KHOMOK.

2D PW

MHAnKaTOpbl BKNagok oTob6paxal T BHU3Y CTpaHuLbl NpOorpaMMHble KHOMNKU. BbligeneHHasn
BK/lafjka COOTBeTCTBYeT OoTOo6paxaeMoil BbIGpaHHOW NPOrpamMmMHON KHOMKe.

WHCTpyKLMs No akcnayaTtauum Cc-3
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MpunoxeHne C 3DneMeHTbl ynpaB/ieHUA Ha 3KpaHe

MyHKT OnucaHune HacTtpoiiku
THI BknovaeT pexum TKaHeBO rapMOHUKHA. On (Bkn.), Off (Bbikn.)

Pexum TkaHeBOl rapMmoHukn (THI) — dyHKLUA cucTemsl,
KoTOpas No3BONAET yNy4lWnTb KOHTPAcTHOe paspelleHune ¢
yeTkoli andpbdepeHumnaumein TkaHeih n cnocobeTeyeT
o6neryeHnto npolecca CKaAHNMPOBAHUSA «CNOXHbBIX»
naymeHToB.

Image Presets OnNTUMU3NPYIOT KOHUTypaLmno HacTpoek napamMeTpoB GEN, RES, PEN
(MpepycTaHOBNEHH M306paxeHns AN akTUBHOrO MccnefoBaHUA U AaTunka.
ble napameTpsbl

m GEN (O6wue) HacTpamBaeTCs C NOMOLW b 06 KX
n3obpaxeHuns)

HacTpoex.

m RES (Pa3peweHune) HacTpanBaeTca ¢ 60/1ee BbICOKOWA
yacTtoToli unu ¢ nomouwbio R/S (PaspeweHne/CKOpoCcTb).

m PEN (MpoHMKHOBEHME) HAacTpanBaeTCca C MeHblUel
4acToTOWA.

TGO Gain KoHTponupyeT nameHenune ycuneHms TGO ansa dyHKyun -5-5
Tekyl,ero pexuma ByXMepHOi BU3yanusayuu.

ClarifyVE Aktusupyet dyHkyuto Clarify VE. On (Bkn.), Off (Bbikn.)
(Ans cuctem, cHabxeHHbIX pyHKunenn Clarify VE.)

ClarifyVE Levels Mpwn akTuBMpoBaHHOW yHkuun Clarify VE BbiGupaeT ypoBeHb 1-7
notoka MHopmauum, fo6asnsemMoil K N306paxeHuto.

(Ana cuctem, cHabxeHHbIX pyHKunenn Clarify VE.)

Modify Map Korga cyHkumna ClarifyVE He akTuBupoBaHa, kHonka Modify
Map (M3MeHUTb KapTy) NO03BONAET U3MEHUTb hOPMY TekyL el
WwKanbl ceporo.

Clip Capture OTo6paxaeT BapuaHThl 3aNUCU CEepAEYHOro uukna.

DTO AKTUBUPYET DYHKLUMIO ANHAMUYECKOW ONTUMMU3ALNN TKaHU -
AN ypoBHell KoMNeHcaLumn ycuneHuns, BblGupaemMblx
nonb3oBaTtesnem.

LVO Contrast M3meHAeT cTeneHb KOHTPACTMPOBAHUSA M306paxeHUs neBoro
xenypouka (LVO).

DICE O6ecneunBaeT Andy3nio Kpaes 1 NnUpamnganbHyo O ff (Bblkn.), Low (Hu3k.),
06paboTKy curHana gNa CHUXEHWS 3epPHUCTOCTU © Med (Cpepu.), High (Bbicok.)
NOBbIWEHUS KOHTPACTHOCTH.

Rotate (BpaweHue) BpauwaeT usob6paxeHue Ha 90 rpagycoB no 4acoBoii cTpenke —
UMM NPOTWB YacOBOW CTPESKU.

EFW (flocTynHo Tonbko gna nccneposaHunii OB(J)) -

Bbluncnsaet npegnonaraemMslii Bec nnoga (EFW).

C-6 WNHCTpyKLMS No akcnnyaTtayum
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MpunoxeHne C 3ON1eMeHTbl ynpaB/ieHUA Ha 3KpaHe

MyHKT
Flow

Persist

(MepcuCcTeHTHOCTDL)

Dir Power
(HanpaBneHHas
aHeprus)

Fiiter (dunetp N3meHsieT 6anaHc Mexay YyBCTBUTENbCHOCTbIO K CNabbim 0,123
nynbcaymum) cUrHasam noTOKOB W NOAABNEHUEM BCMblLEK.
R/S YcTaHaBnmMBaeT NIMHelHY0 NNOTHOCTb N306paxeHus 0,1,2,3.4,5
(paspelweHne) B 3aBUCMMOCTM OT 4acTOThl kagpos. C
NOBbIWEHNEM NAOTHOCTU NUHUI yNydwaeT paspewerme u
CHUXAEeT 4acToTy Kajpos.
Map CnyxuT onsa Bol6opa KpMBO 06paboTkn, KoTopas HasHauvaeT A B,C,DEFGH
amMnAUTYAHbIE 3HAYEHUS IXOCUTHANOB KPOBOTOKA YPOBHAM
yseTa.
Priority PerynupyeT nopor aMninTyAHbIX 3Ha4eHUn n3o6paxeHuns 01234
9HEPreTMYeckoro gonnaepa.
Smooth PerynupyeT ypoBeHb NPOCTPAHCTBEHHOTO (aKCUManbHOro U 0,123
(CrnaxusaHue) natepanbHOro) ycpegHeHusa, KOTopoe UCnonb3yeTca Ans
CrnaxuBaHus pucyHka nortoka.
P MN3meHsieT MOLWHOCTL Nepegauu. 0.20%, 0.25%, 0.32%,
0.40%, 0.50%, 0.63%,
0.79%, 1%, 1.3%, 1.6%,
2%, 2.5%, 3.2%, 4.0%,
5.0%, 6.3%, 7.9%, 10%,
12%, 15%, 19%, 25%,
31%, 39%, 50%, 63%,
79%, 100%
Dispiay AKTUBUPYET 0TOGpPaXeHne AaHHbIX IHEPTETUYECKOTO pexuma B On (Bkn.), Off (Bbikn.)
obnacTtn nHTepeca.
4B BkNnouaeT pexum 4B, B KOTOPOM Ha 3KpaH OfJHOBPEMEHHO —
BbIBOAATCS YETbIPE OTAENLHO NOAYYEHHbIE U306PAXEHUS.
Clip Capture OTo6paxaeT BapMaHTbl 3aMMCU CEPAEYHOTo yukna. —
12 WHCTpYKLUMSA no akcnayaTtauuu

OnucaHne

OnTUMKU3NPYeT yCNOBUSA reMofnHamMuyeckoro notoka. Cucrema
BbINO/IHAET aBTOMATUYECKYl0 HaACTPOiiKy Taknx napamMeTpoB, Kak
PUALTP WYMOB OT CTEHOK M YacTOTa NOBTOPEHUS WMNY/bCOB
(UMW) B cooTBETCTBUN C BbIGPAHHLIM COCTOAHUEM KPOBOTOKA.

m Low — oGecneunBaeT MakCMManbHyl YyBCTBUTENbHOCTb K
MeANeHHbIM NOTOKaM. DTO foCTUraeTcs NyTeM COBMeELLeHUs
HaMMeHbLW X 3HaYeHNii napameTpa punbTpaynum 1 HU3KOMN
Urun. Mpu aTom MoxeT HabnwaaTbCca yBenyeHne 4actoTbl
MUraHus.

m Medium — yctaHaBnuBaeT oNnTUManbHblii 6anaHc Mexagy
nofasneHnem muraHua (aptedaktoB ABMXKEHURA) 1
MaKcUManbHOW YyBCTBUTENbHOCTbIO NYyTEM NPUMeEHEHUS
HacTpanBaeMoro unbTpa cUrHana ot CTEHOK COCY/0B.

m High — cnyxut gna ontumusauum pa6oTbl CUCTEMbI NPK
BbICOKOW CKOPOCTU apTepuanbHOro KPOBOTOKA, CBOMNCTBEHHON
ANS NYyNbCUPYIOLMUX N CTEHO3MPOBAHHbLIX COCYJ0B.

PerynupyeTt npoMexyTok BpeMeHU, yepes KOoTopblil
BbINO/IHAETCS 06paboTka 3HepPreTUYeCcKknx faHHblX BO BpeMs
paccuyeTa aMNANTYAHbIX 3HAYEHN N306paxeHns
3HepreTuyeckoro gonnnaepa.

BbiGupaeT kapTy ANA naeHTUdKaLum HanpaBneHns KpoBOTOKa
Mo OTHOLWEHMNI0 K AaTuuky.

PexunM HanpaBneHHO aHeprum onpepenseT U HasHavyaeT uBeT
HanpaBneHHOW 3Heprun, reHepupyemMon oTpaxeHunem
KpoBOTOKA.
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MpunoxeHne C 3neMeHTbl ynpaB/ieHWs Ha akpaHe

OkKHO BM3yanusauymu

lMprmeyaHune: B gpaHHoli rnase nogpasymMeBaeTCsi, YTO TEPMUH «OKHO BMU3yanu3auum» OTHOCUTCH K
OKHY B Gpay3sepe nayneHToB. B ocTanbHbIX rnaBax UHCTPYKLUUA No akcniyaTayuu noj «oKHOM
BM3yanusaynn» noHUMarwT TUNOBOE OKHO, B KOTOPOM M306paxeHns BbIBOASTCSH B peasibHOM
BPEMEHU N0 Mepe UX NONYyYeHUs.

B BepxHeil yacTu okHa BM3yanusauun ykasbiBaloTcs napametpbl Patient Name, Patient iD n

Date/Time gna nccnefoBaHns, cofepxawero nokasaHHble M306paxeHuns.

Ecnu Ha ynbTpa3BykoBOM ckaHepe ycTaHoBneHa yHkuna DICOM, To B 3TOM OKHe
NOABNATCSA AONONHNTENbHbIE 3N1EeMeHTbI.

B npaBOM BepxXxHeM yrny okHa ykasblBaeTcs HOMep Tekyljei cTpaHuubl 1M 06lee KONNYECTBO
cTpaHuy. Hanpumep, Hagnucb «1/2» o3HavyaeT, 4TO OTKPbITA NepBas cTpaHuua U3 ABYyX.

O/1eMEHTbl MEHIO OKHa
Busyanusaunun

Options

1x1,2x2, 3x 3,4x4, 5x5

B

BW Print
Color Print

Delete

Close Study
Procedure Screen
Study Screen
Live Screen

Previous
Next

Clip Edit (Npaska knuna)
Clip Speed

Q-+

WHCTpYKLUMSA no akcnayatauum
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OnuncaHue

O6ecneunBaeT 4OCTYN K 4NA/IOTOBOMY OKHY ANA BKIOYEHNS OAHOBPEMEHHOTO
BOCMPON3BEAEHUS N306paKeHUss U KOH(PUTypUpoBaHUSA nocnefoBaTebHOro
npocmoTpa (BO3MOXHOCTb cnaig-woy).

YkasbiBaeT hopMarT 3KkpaHa, KOTOpbIi onpefenseT KONUYeCTBO U3obpaxeHnin Ha
cTpaHuue.

Ecnu 3T0T chnaxok ycTaHOBNeH, BbiGpaHHbI hopmaT akpaHa 6nokupyetcsa Ao
OTK/IIOYEHUSA CUCTEMBI.

Ecnu aToT (pnaxok He ycTaHOBMeH, cMcTemMa onTUMU3MpyeT hopmat akpaHa
(hbopmat oTo6paxeHnsa) Tak, 4ToO6bl pa3mMecTUTb M306paxeHna, cogepxalwmnecs B
BblGpPAHHOM MccnefoBaHUN, Ha O4HON CTpaHuLe.

OTo6paxaeT guanorosoe okHo Select Printer.

Mepecbinaet BoiGpaHHoe U3o6paxeHne B KOMNoHOBLW UK cTpaHuusl DICOM BW
Printer Layout.

MepecbinaeTt BoiGpaHHOe M306paxeHne B KOMNOHOBL MK cTpanuybl DICOM Color
Printer Layout.

Ypanaet Bol6paHHOe n3obpaxeHue ¢ HocuTens.

3aBepllaeT Tekylee nccnesoBaHne n oTkpbiBaeT OKHO 06CcnefoBaHUS.
AKTUBUpPYeTCH, eCnun ycTaHoB/eH KoMnoHeHT DICOM MPPS.
OTKpbiBaeT OKHO 06C/iefjoBaHNA.

3akpbiBaeT OKHO BU3yanu3auuun n hyHKLNI0 NpocMoTpa M oTKpbiBaeT
OKHO BM3yanusauun B peasbHOM BpeMeHMU.

OTKpbIBAET NpeAblAyL Y0 CTpaHnLy n3obpaxeHuit 1 aBtomaTnyeckn Boibupaet
nocnepHee nsobpaxeHne Ha aTol cTpaHuue.

OTKpbIBaET CneAylolyo cTpaHuLy n3obpaxeHuii 1 aBTomaTnyeckn Bolbupaet
nepsoe n3obpaxeHue Ha 3TON cTpaHuLe.

Mo3BonsieT BbIGpaTh AUanasoH KajpoB ANs COXPAHEHUS B HOBOM Kaune.
BbiGrpaeT ckopocTb BOCNPOU3BEAEHNA BUAeOKAUNA.

MepemewaeTt BoI6paHHOE M306paxeHne Ha eaUHULY Bnepea.
MepemewaeTt BbIGpaHHOe n306paxeHne Ha egnHULY Hasag.

MepemeljaeT NON3YHKOBLIA perynatop. [lna BbiGopa kajgpa Takke MOXHO
W eNKHYTb N0 NOJI0CKE NOM3YHKOBOrO perynstopa.

C -25
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MpunoxeHne C DnemMeHTbl ynpaB/eHUss Ha 3kpaHe

Ouepegn nevatn 1 coxpaHeHus

B BepxHell cTpoke okHa DICOM pa3mewaTcsa BKNagku cneaywwmnx cTpanuy:
m  DICOM Print Queue

m  DICOM Store Queue

m  Retrieve Queue (BbirpysnTtb ouepeab)

Ona KaxAol 3anucu, NnoMel,eHHON B ouepedb Ha cTpaHuue ouyepean nedatun DICOM Print
Queue, ykasbiBalTCA caegylune napameTpbl:

MapameTp Onucanue

Patient Name Nma nauuneHTa.
Printer Nms npuHTepa.

No of Copies Konuuectso Konuii.
No of Sheets KonnuyecTsBo cTpaHuy,.

Ons kaxpoi no3vyuu, Nnomelw eHHon B ouepenb Ha cTpaHuue DICOM Store Queue,
yKa3blBalTCA cnegytooume napameTpbl:
MapameTp Onucaxve
Type Tun onepaynn:
m Store (coxpaHeHue)

m Commit (saBepweHne coxpaHeHus)

Patient Name Nma nayueHTa.
Server AE-3aronoBok cepsepa.
MBytes Ons onepauuii coxpaHeHus ykasbiBaeT pasmMep 3anucu.
State [ns onepauunii coxpaHeHns ykasbiBaeT cTaTyCc apxusa:
= None
m Stored

= Committed

Huxe npuBoanUTCA onucaHue 3/1€MEHTOB, AOCTYMHbIX HA CTpaHULax oyepeamn nevyartm u

coXxpaHeHus:
MyHKT Onucaxve
Delete Job YpanseT Bbl4€NEHHYI0 3aNnUCb B 04epeam.
MOXHO BbIAENUTbL U YAaNUTb HECKOMbKO MO3ULMIA ouepeau.
Back OTKpbiBAEeT OKHO 06CnefoBaHus.
Retry Job OcywecTBnsieT NONbITKY MOBTOPHOW OTNpaBKN BbiGpPaHHO no3uuun ovepeam.
Time Sent Bpems oTnpaBku 3anucu.
Status MNHankaTop crtatyca ovyepeau.
Details OonucaHue OWn6KM.

Onsa Kkax4ol 3anucu, noMeuw eHHol B ouepeab Ha cTpaHuue Retrieve Queue, ykasbiBaloTcs
cnepyloune napameTpsbl:

MapameTp OnucaHue
Patient Name (Mwms Nms nauveHTa.
nayueHTa)
Patient ID NOeHTUMKALMOHHBIA HOMep nauuneHTa.
(MpeHTUdUKaALNOHHBLIA HOMeEp
nayuneHTa)
Status (CocTosHue) MHpaukaTop cOCTOAHNA ovepeau.
C - 30 NHCTpyKUMA no akcnnayartauumu
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MpunoxeHne D OneMeHTbl ynpaBfeHUs AOMNONHUTENbHbIX (DYHKLWUIA

MporpamMmmHble KHOMKKM ans cépoca

MyHKT OnucaHune HacTtpolikn

Sync. (C6poc cuHxpoHuU3aumnm) BbipaBHMBaeT pa3meujeHne cpesa n o6bema. Ecnu BoibpaH
KBaJpaHT cpe3a, BbipaBHMBAET OpueHTaLMi0 KBajpaHTa o6bema c
KBajpaHTamu apyrux cpesos. Ecnn BeiGpaH kBajpaHT o6bema,
BbipaBHWBAET OPUEHTAaLNI0 BCeX KBaJpaHTOB CPe30B C
KBagpaHTom obbema.

Reset Ori. (C6poc BoccTtaHaBnuBaeT UCXOLHYI0 OpUWEHTaLMI0 BO BCEX KBaApaHTax.
opueHTaumu)
Reset All (C6pocutb BCe) BoccTaHaBnnBaeT opueHTaLuMio 1 hopmaT 0To6paxeHuns,

1ncnosb3yeMble No yMON4aHWo, ANA BCeX KBaLPAHTOB; Takxe
BOCCTaHaB/MMBaET NCMOJMib3yeMble MO yMONYaHuio (MN 3afaHHble
nonb3oBaTenem) HacTpoWku Apyrux napameTpoB ANA BCEX
KBagpaHToB. MoNb3oBaTenbckne HaACTPOUKM — 3TO HACTPOWKK,
KOTOpble NPUMEHSANNCL BO BPeMS NepBOro oTo6paxeHuns Tekylero

ob6bema.
Flip (Passopor) O6pauiaeT HanpasBaeHne PEKOHCTPYKLUN.
Back (Hasag) Bo3BpauiaeT B pexumMm Bulyanusauuu.

MporpamMmMHble kKHONKK Ansa pexuma 4D Cine

MyHKT OnucaxHne

4D Cine (YeTbipexmepHoe AKTUBUMpPYET nporpaMmmMHble kHonkn 4D CINE.
aHUMuUpoBaHHOe n3obpaxeHue)

Play/Stop (BocnpounssegeHue/ BknioyaeT nnu octaHaBnMBaeT BOCNpPOMN3BeeHNe faHHbIX B Bydepe KUHONaMATH.

OcTaHoBKa)

Edit Start (Pegaktuposatb OnpepenseT HOBYK HavanbHY TOYKY @aHUMUPOBAHHbIX AaHHbIX.
Havano)

Edit End (PegakTnpoBath OnpepfenseT HOBYIO KOHEYHYIO TOUKY aHUMUPOBAHHbIX AaHHbIX.

KOHeL,)

Edit Reset (C6poc BoccTtaHaBnuBaeT UCXOAHbIE MONOXEHNA HavyanbHOW U KOHEYHOWN Touek.
pefakTupoBaHus)

Rate (CkopocTb) N3MeHsieT CKOPOCTb NMPOCMOTPA B pPeXuMme aHuMauuu.

Back(Hasag) Bo3BpaljaeTt B pexuMm Busyanusauyuu.

npOFpaMMHble KHOMKN ONA pexnMa pegaktmpoBaHuA

MyHKT OnucaHune

Polygon (MHoroyronsHuk) CNnyXuT gns BblAeNeHns yyacTka HenpaBubHOU opMbl, a 3aTeM yganseT Bce
BOKCE/IM BHYTPU WIN CHapPYXu 3TOro yyacTka.

Trace (KoHTyp) CNnyXuT ANs BblfeNeHnsa yyacTka Npou3BoNbHON hopMmbl, a 3aTemM yaanseTt Bce
BOKCE/N BHYTPW UMM CHapyXU 3TOro yyacTka.

Parallel Cut (MapannenbHbiii Bbl6MpaeT N0CKOCTb (CNOA) BHYTpU o6bema u yaansieT BCe BOKCENU BHe

Bblpe3) BblGpaHHoOli nnockocTu. OTo6paxaeT kapkac Ha o6beme.

Niche (Huwa) Ypanset Bce Bokcenu u3 6nuxaiiwero yrna o6bema Ha 3afaHHylo rny6uHy.
AKTUBHO ans kBagpaHTta D.

Large Eraser (Bonbuwoii OTo6paxaeT 60nblWOI Kypcop «nacTuka» AnA pefakTUpoBaHus.

nacTuk)

Small Eraser (Manbiii nactuk) OTo6paxaeT ManeHbKUii Kypcop «nactuka» ANA pefakTupoBaHus.

Undo Last Edit (OTmeHunTs OTMeHsieT nocnegHee U3MeHeHMe.
nocnefH00 Npaeky)

Undo All Edits (OTMeHnTb Bce OTMeHAET BCe U3MEHEHUA.
npasku)

Back (Hasag) Bo3BpaliaeT B pexumMm Bu3yanusauuu.

D-6 NHCTpyKUMsa no akcnayartauumu
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Mpunoxenne D InemMeHTbl ynpaBneHUs AONONHUTENbHbLIX PYHKLNI

dnemMeHTbl yrnpaB/ieHUsa rnakeTta nporpaMmmHoro
obecneveHusn syngo Arterial Health Package (AHP)

JNeMeHTbl YNpaBNeHUs — 3TO IKPAHHbLIE BapuaHTbl Bbl6opa, KNaBuIW M 6YKBEHHO-LUGPOBOI
KNaBMaTypbl U KNaBUW MW CUCTEMHON NaHenu ynpasneHus.

OkpaH AHP — lMaHenb HaBurayunm

MaHenb HaBUrauuu oTo6paxkaeTcs B BepXHeil npaBoi yacTm akpaHa AHP.

3HayoK BapunaHT Bbl6oOpa (Noackaska)
CIMT Border (I'paHuya CIMT)

L Reports (OTyeThbl)

Setup (HacTpoiika)

X EXit (Bbixoa)

MaHenb KayecTBa M306paxeHus

OnuvcaHve

OTo6paxaeT 3KpaH TONLWUHbI MHTUMA-MeAUN COHHO apTepuu
(CIMT) ¢ naHenbio KavyecTBa M306paXxeHNa U NaHeNblo
NHCTPYMEHTOB pefakTupoBaHus CIMT.

OTobpaxaeT otyeT CIMT 1 napameTpbl OT4eTa.

OTo6GpaxaeT aKpaH HacTpoilku AHP.

Bbixoa 13 nporpammbl AHP.

MaHenb KauecTBa M306paxeHns oTo6paxaeTcs B MPaBoOi 4acTu aKpaHa.

3HauoK BapuraHT BbI6opa (noackaska)

M Prior (Mpeabiayunii)

I/I Run (3anyck)

stop (Cron)

I/I Next (Cneaytowmnii)
Zoom + (MacwTa6 +)
Zoom - (MacwTa6 -)
Pan (MaHopama)
Contrast (KoHTpacTHOCTb)

£ (non3yHok)

Brightness (ApkocTb)
(non3yHok)

D - 26
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OnvcaHve

OTo6GpaxaeT nNpeAblAyLW NI Kafp BUAEOKAMNA.

3anyckaeT BOCMPOM3BeeHMEe OTOGPAXKEHHOTO BUAEOKANNA.

OcTaHaBnMBaeT BOCNPOM3BeAeHME OTOGPAXEHHOTO BUAEOKANNA.

OTo6paxaeT cnefytowuit Kagp Bugeokanna.

YBenuumsaeT MaclyTab TeKywero BUAEOKNMNA UK Kagpa.

YMeHbllaeT MaclwTab TeKyWero BUAeoKANNa UNKU Kagpa.

Mo3ULMOHUPYET TeKyLW A BUACOKNUN UAN KAAP B OKHE.

PerynupyeT pasfimyme Mexay CBeT/bIMU U TEMHLIMUN OTTEHKaMW.

[AenaeT OTTEHKMU 6o0nee cBeTAbIMW UK 601€ee TEMHbIMU.

WHCTPYKUMSA no akcnayatauum
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MpunoxeHne F TMoco6ue no akycTUYeCKOW MOLLHOCTM

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: 4C1

o

Cgome

rgoogp8ie w

o™mg oo

o mg

°

#

Index Label

Maximum Value
FDA

Pr3

Wo

min of [W.3(zi),
lta3(zi)1

1

Z@Pl3m

fo

Dim. of Aaprt

PD

PRF

Pf@ Plimax
d,<” Plitax

Focal Length

I»3@ M L,
TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

This Index is not relevant to this operating mode,

Min. of [Pa(zZs),
Ja.a(za)]

Zs
Zbp
i
z @ max. lpia

de,(Zb)

fd

prr

P@ max. /pi
max. /pi

FLx

FLy

Ipa,a@ max. MI

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(psec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W/icm*)

Operating mode: 2D-Mode

Ml

2.09

2.22

0.81
23.46
3.06

543.34

60.00

Scan

81.35

3.64
1.62
1.40

4.00
4.80

40.00

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS TIB TIC
Non-scan Non-scan

At surface Below surface

303.19

1.82
2.00
1.40

1.89
400
4.80

40.00

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Transducer model: 4C1

A

O 65g o™ m- oo

os;ie8 ‘e w ofgpmes

» s
o o™

o

Index Label

Maximum Value
FDA

p.-3

Wo

minof[W 3(zi),
ltad(z,)1

Zi

Z@PIlI3™<
d,(z,)
fc

Dim. of Aprt

PD

PRF

Pf@ Plimax
deg@ Plimax
Focal Length

p3@ ML,
TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

This Index is not relevant to this operating mode,

Min. of (Po(z,).
a.a(za)]

Zs

Zbp

Zb

z @ max. /p.a
doqg(zb)

fd

prr

P~ max. /pi
de<,@ max. /pi
FLx

FLy

Ipa,a@ max. Ml

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
("sec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W/cm®)

Operating mode: Color/ Power

MI

0.77

5.10

2.22

1.68
1219.51
1.15

74.70
0
85.60
1219.51

Scan

102.27

3.08
4.44
1.40

18.27

480

182.70
122.69

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS TIB TIC
Non-scan Non-scan

At surface Below surface

550.41

222
6.11
1.40

3.30
28.75
4.80

287.50
122.69

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

WHCTPYKUMSA Nno akcnayaTtauum
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MpunoxeHne F TMoco6ue no akycTUYECKON MOLLHOCTM

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Operating mode: Pulsed Doppler

Transducer model: 4C1

Index Label

Maximum Value

FDA

p.-3
Wo

Ita3(zi)]
Al

Zbp

Zsp
Z@P11,3m.x

A oodngA<ow o-od m o

Dim. of Aaprt

PD
PRF
Pr@ Plimax

d«,@ Plimax
Focal Length

9 E n"’mdon

TX-Leve!

aw
>0

Focus

o

PRF(prr)

T

°

min of p/V3(Zi),

(dB)
(mm)

(Hz)

Min. of [Pa(Zs),
la.a(z,)]

Zs

25

Vi)

z @ max. /pia
deq(zb)

Awt

fd

prr

Pr@ max. /Ip
cleq@ max. /pi
FLx

FLy

Jpaa@ max. Ml

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(psec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(Wicm*)

This Index is not relevantto this operating mode,

Ml TIS
Scan Non-scan
At surface Below surface

0.91 1.49

1.36
140.95
4.00
3.42

4.00

2.22 2.22
291
1,40

1.68

152.59

1.84
12.18
4.80

103.17

0 0
100.00 121,80
152.99 1775.57

This transducer is notintended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

TIB

Non-scan

3.47

512.85

3.30
2.22
6.11
1.40

0
300.60
1395.09

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: 4C1

Index Label

Maximum Value

FDA

p,3
Wwp

Itad(zi)]
z,
Zp

Zsp
Z@PII,3m.x
deq(Zsp)

d/\suoém o

=

fc
Dim. of Aaprt

PD
PRF

o

Pf@ Plimax

-

d«,@ Plimax
Focal Length

0 g

Ipa3@MLax
TX-Level
Focus

PRF(prr)

a This Index is not relevantto this operating mode.

min of [W 3(Zi),

(dB)
(mm)

(Hz)

IEC

Pa

P

Min. of (Pp(Zs),
l.aa(zs)]

Zs

Zop

o

z @ max. /pi,o
deq(zb)

fanf

fd

prr

P,@ max. /pi
d«,@ max. /pi
FLx

FLy

Ipa,a@ max. Ml

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(uzec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(ww)

Operating mode: M-mode

Ml TIS
Scan Non-scan
At surface Below surface
1,35 0.57
2.01
53.92
4.00
3.53
3.60
2.22 2.22
3.10
1.40
0.85
384.00
2.65
8.00
4,80
335.42
0 0
40.00 80.00

b This transducer is not intended for transcranial or neonatal cephalic uses.

c This formulation for TIS is less than that for an alternate formulation in this mode.

TiB

Non-scan

69.50

2.08
2.22
2.43
1.40

60.00

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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TIC

604.53

2.22
6.11
1,40

3.30
30.00
4.80

0

300.00
1775.57

TIC

174,19

2.22
4.10
1.40

2.70
20.00
4.80

200.00

NHcTpyKumna no

akcnayaTtauuu
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Acoustic Output Reporting Tabie — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Transducer model: 6C2 Operating mode: 2D-Mode

Acoustic Output Reporting Tabie — Track 3, FDA 510(k) and iEC 60601-2-37
(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: 6C2 Operating mode: Color/ Power

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan

Atsurface Below surface

Maximum Value 1.32 1,21 - 2.98
(MPa)
a w. (mw)
min of [W 3(zi), (mw)
1tad(zi)]
(cm)
(cm)
(cm) -
I Z@P\y (cm) Ir, = ',I . i wemaaas t.. t L |
0 deq(Zsp) Ch(2b) (cm) [ -
n e (MHz) I 364 - 2.67
X(cm) - 0.34
Y (cm) ﬂ - - 1.20
(nsec)
PRF (Hz)
Pr@ PII* (MPa)
Film: (cm)
Focal Length (cm)
FLy (cm)
3@ MW\, (Wicm)
(dB)
Focus (mm)
PRF(prr) (Hz) 195.31 5580,36

This Index is not relevant to this operating mode.
This transducer is not intended for transcranial or neonatal cephalic uses.
This formulation for TIS is less than that for an alternate formulation in this mode

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

WNHCTPYKUMsE no akcnayaTtauum n
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MpunoxeHune F TMoco6ue no akycTU4YECKOW MOLLHOCTM

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)
Operating mode: Pulsed Doppler

Transducer model: 6C2

Index Label

Maximum Value
FDA

p..3

We

min of [W,3(Zi),
Ita.3(2i)]

2i

2pp

2sp
Z@PI.3m.x
deq(Zsp)

fc

Dim. of Aaprt

Ao PN 0w 00 nmeo

PD

PRF

Pf@ Plimax
deq@ Plimax
Focal Length

o ofmeee

Ipa3@ MLax
TX-Level (dB)

3~
o

Focus (mm)

PRF(prr) (Hz)

[e17)
>

This Index is not relevantto this operating mode.

IEC

Pra

P

Min. of [Pfl(Zs),
Ibl.a(2a)]

Zs

Zpp

2b

2 (g max. Ilpa

PIT

P,@max. Ipi
deg@ max. /pi
FLx

FLy

Ipa.d@ niax. MI

Units
(MPa)
(mw)
(mw)

(cu)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(ww)

MI TIS
Scan Non-scan
At surface Below surface
1.32 1.63
2.16
94.04
3.00
1.70
1.00
2.67 3.64
- 0.84
1.20
1.40
2741.23
2.37
- 3.52
7.00
133.05
0 0
11.80 35.20
2741.23 11160.70

This transducer is not intended for transcranial or neonatal cephalic uses.

This formulation for TIS is less than that for an alternate formulation in this mode.

TIB

Non-scan

3.02

88.58

111
2.67
0.81
1.20

0
34.30
14204.50

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Transducer model: 6C2

Index Label

Maximum Value
FDA

p.3

Wo

min of [W,3(Zi),
Ita.3(2i)]

Zi

Zp

Zsp

Z@PIlI3m«
deq(2sp)

c

Dim. of Aaprt

A oo s og Asow Uodj<

PD

PRF

Pr@ Plimax

deq@ Plimax
Focal Length

&

o Pmegeo

Ipa3@ MLox

TX-Level (dB)
Focus (mm)
(;(3 PRF(prr) (Hz)

S o
i)

#* 0o T

12

IEC

Pa

P

Min. of [Pa(Zs),
laa(Zs)

zs

Zp

o]

z @ max. pa
deq(Zb)

"auif

u
prr

P " max. fp
deq@ max. f
FLx

FLy

Ipa0@ ITiax. M1

Units

(MPa)
(mW)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(jisec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(W/cm*)

This Index is not relevant to this operating mode,
This transducer is not intended for transcranial or neonatal cephalic uses,

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Operating mode: M-mode

MI TIS
Scan Non-scan
Atsurface Below surface
1.27 0.51
2.01
25.44
4.10
2.34
4.10
2.50 4.21
- 1.59
- - 1.20
0.58
384.00
2.86
4.00
7.00
473.98
0 0
40.00 40.00

This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIB

Non-scan

0.69

93.12

1.92
2.50
2.40
1.20

60.00

TIC

360,74

2.67
3.99
1.20

2.47
20,46
7.00

0

204.60
3255.21

TIC

117.23

2.50
3.78
1.20

2.40
20.00
7.00

200,00

MNHCTpyKLNUs no

akcnayaTtayuu
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Acoustic Output Reporting Tabie — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: EC9-4w and MC9-4 Operating mode: 2D-Mode

Mi TIS TiB TIC
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 1.50 0.84 0,98
FDA IEC Units
Pr3 Pr. (MPa) 2.54
$ Wo P (mw) 24.26 17.05
E} min of [W 3(zi), Min. of (Po(zs), (MW)
@ tA3(z)] laa(z,)]
% rA zs (cm)
¥ 20p (em)
<z ) (em)
% z @ max, /pia (cm) 1.90
0 neq(zsp) (cm)
b fc fant (MHz) 2.86 7.27 7.27
) Dim, of Aaprt X(cm) 0.25 0,25
Y (cm) 0.60 0.60
PD fd (fisec) 0.76
S PRF prr (Hz) 46.50
[a Pr@ Plimax P,@ max, /pi (MPa) 3.06
£ d,@ Plimax d,(g max, ji  (cm) 0,43
ﬁb Focal Length FLx (cm) 0.50 0,50
o FLy (cm) 2,00 2.00
Ip«3@ Mimax max. Ml (W/crrf) 411,19
e TX-Level (dB) 0 0 0
Focus (mm) 20.00 5.00 5.00

PRF(prr) (Hz)

T

°

This Index is not relevant to this operating mode,

This transducer is notintended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

No data Is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Transducer model: EC9-4w and MC9-4 Operating mode: Color/ Power

Ml TIS TiB TIC

Index Label Scan Non-scan Non-scan

Maximum Value
FDA

P3

Wo

min of [W 3(z,),
lta 3(ZI)l

Zi

o0 men

Z@PIl.3max
4«(z,p)

fc

Dim. of Aaprt

00 Moow

PD

PRF

PU@ Plimax
dW® Plimax
Focal Length

o5 oM mﬁo

p.3@MI™,

ow
o

T

TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

This Index is not relevant to this operating nx)de

Min. of (Pa(Zs),
wa(z,)l

Zs

Zbp

b

z @ max. lpio

i (rb)

fd

prr

Pf@ max. /pi
d™@ max /pi
FLx

FLy

Ipa.o@ max. MI

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(lisec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W/cm')

1.55 0.61
3.10
24.03
1.30
4.00 5.33
0,35
0.60
0.95
781.25
3.71
141
2,00
490.24
0 0
12.00 14.10
781.25 4863.81

This transducer Is not intended for transcranial or neonatal cephalic uses,

Atsurface

This formulation for TIS is less than that for an alternate formulation in this mode.

Below surface

22.84

5.33
0.38
0.60

0.54
151
2.00

0
15.10
19531.25

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

WNHCTPYKUMsi no akcnayartauum
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MpunoxeHne F Tocob6ue no akycTUUYECKON MOLLHOCTHK

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds M| or Tl value of 1.0)

Operating mode: Pulsed Doppler

Transducer model: EC9-4wand MC9-4

oUzmmo @

00g o Noow

n

S o0 0°mg oo

T

°

#

Index Label

Maximum Value
FDA

p.3

Wo

min of (Wafzi),
ITA3(Zt)]

Zi

Zpp

Zsp
Z@PlIBm«
"eq(Zsp)

fc

Dim. of Aaprt

PD
PRF
Pr@ Plimax

deq@ Plimax
Focal Length

Ipa3@ M U .

TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

This Index is not relevant to this operating mode,

IEC
Pra
P

Min. of (Pa(Zs),
l.aa(zs)]

g

Zbp

il

z @ max. /pi,o
"eq(Zb)

"ant

i

prr

Pf@ max. /p
dog@ max. /pi
FLx

FLy

Ipa.p@ max. Ml

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHZz)
X(cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W/cm®)

MI

Scan

3.49

5.33

0.48
3906.25
4.04

786.50
0
10.50
3906.25

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

Non-scan

Below surface

0.77

30.34

1.80
1.50

5.33
1.30
0.60

13.55
2.00

0
135.50

4734.85

TIB

Non-scan

1.73

27.48

1.00
4.00
1.30
0.60

0
134.30

13020.80

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

30.34

5.33
1.30
0.60

1.00
13.95
2.00

0
139.50
4734.85

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Transducer model: EC9-4wand MC9-4

@ g othm

2 o0

® o

#* 0o o p

Index Label

Maximum Value
FDA

Pr3

Wo

min of [W 3(Zi),
1TA3(2)1

Zi

Zsp
Z@PIL.3m».
"eq(Zsp)

fc

Dim. of Aaprt

PD
PRF
Pr@ Plimax

deq@ Plim.x
Focal Length

Ip.3@ml,,
TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

This Index is not relevant to this operating mode

IEC

Pra

P

Min. of (Pa(Zg),

29

op

o

z @ max. [iQ
de,(Zb)

ta

prr

Pr@ max. /pi
deq(@ max. /pi
FLx

FLy

Ipa,0@ max. MI

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W w)

Operating mode: M-mode

MI

Scan

0.53
384.00
3.88

921.59

60.00

This transducer is not intended for transcranial or neonatal cephalic uses.

This formulation for TIS is less than that for an alternate formulation in this mode.

Non-scan

Below surface

0.10

1.80
1.30

7.27
0.99
0.60

6.00
2.00

60.00

TIB

Non-scan

0.18

3.46

0.87
7.27
0.99
0.60

60.00

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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TIC

7.27
1.02
0.60

0.88
8.00
2.00

80.00

NHcTpyKkumna no

akcnayaTtauuu
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: 4V1c

g3 Nsow oQgvmee

o o »

#

Index Label

Maximum Value

FDA IEC
Pr.3 Pra
Wo P
min of [Wafzi), Min. of [Po(z,),
ItA3(Zi )1 Ita(2,)l
Zi z,
Zop
Zb
2@P11,3™. z @ max. jpia
n "anf
Dim. of Aaprt
PD fd
PRF prr
Pf@ Plimax P.@ max. /pi
"eq@ Plimax cf,g@ max. Ip
Focal Length FLx
FLy
Ip3@ ML, fpa.o® max. MI

TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

Operating mode: 2D-Mode

Mi
Scan

1.50 0.97
Units
(MPa) 2.02
(mw) 111,92
(mw)
(cm)
(cm)
(cm)
(cm) 5.20
(cm)
(MHz) 1.82 1.82
X (cm) 1.63
Y (cm) 1.40
(nsec) 0.76
(Hz) 61.26
(MPa) 281
(cm)
(cm) 11.00
(cm) 6.90
(W/em®) 1655.35

0 0
70.00 110.00

This Index is not relevant to this operating mode,

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS

Non-scan

At surface

This formulation for TIS is less than that for an alternate formulation in this mode.

Below surface

TIB

Non-scan

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

268.87

1.82
1.63
1.40

171
11.00
6,90

110.00

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds M| or Tl value of 1.0)
Operating mode: Color/ Power

Transducer model: 4V1c

N RREOzv me &

oo g

A

o - P
og oMw 3 oo

T

0
fa b

Index Label

Maximum Value

FDA IEC
P.3 P-.
Wo P
min of (W 3(zi), Min. of (Po(z,),
1ta,3(Zi)] aa(z,)]
Zi z.
Zbp
Zsp b
2@P11.3™< z (g max. /pip
M Z jf)
fo fanf
Dim, of A,prt
PD d
PRF prr
PKS Plim, P~ max. /pi
PIL., d«j@ max. /it
Focal Length FLx
FLy
Ip.3@ I max. MI

TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

Mi
Scan

0.89 0.97
Units
(MPa) 1.26
(mw) 81.48
(mw)
(cm)
(cm)
(cm)
(cm) 5.40
(cm)
(MHz) 2.00 2.50
X (cm) 1.02
Y (cm) 1.40
(jisec) 1.89
(Hz) 3551.14
(MPa) 1.83
(cm)
(cm) 4.09
(cm) 6.90
(W arf) 650.58

0 0
70.00 40.90
3551.14 5580.36

This Index is not relevant to this operating mode,

This transducer is not intended for transcranial or neonatal c:ephalic uses,

TIS

Non-scan

Atsurface

This formulation for TIS is less than that for an alternate formulation in this m<xle.

Below surface

TIB

Non-scan

No data is provided for this operation (X>ndition since the maximum index value Is not reported for the reason listed.

WHCTpyKUMa no akcnayatayumu
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TIC

189.92

2.00
1.00
1.40

1.34
4,01
6.90

0
40.10
5580.36
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MpunoxeHne F TMoco6ue no akycTUYECKONW MOLLHOCTU

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Operating mode: Pulsed Doppler

Transducer model: 4V1c

Index Label

Maximum Value
FDA

Pr3

Wo

min of [W.3(Zi),
Ita3(zi)]

Z@PN.3m«
deq(Z3p)

A o agd/\sow m@z.mmew
>
g

fc
Dim. of Aaprt

PD

PRF

Pr@ Plimax
deq@ PVinax
Focal Length

Ul g ommegeo

lpa3@ MU,
2 o TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

T

°

IEC

Pra

P

Min. of (Po(Zs),
t.a.a(zs)]

Zj

Zpp

zb

z@ max. /pio
d.(zb)

awf

n

prr

P,@ max. fpi
deq@ max. /pi
FLx

FLy

Ipa,a@ max. MI

Units

(MPa)
(mwW)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(li.sec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(W/cm™)

This Index is notrelevant to this operating mode,

1

Mi TIS
Scan Non-scan
Atsurface Below surface
1.58 1.25
2.50
131.25
6.50
2.76
5.20
2.50 2.00
1.90
1.40
151
100.16
3.91
12.91
6.90
1505.48
0 0
78.00 129.10
100.16 19531.30

This transducer is not intended for transcranial or neonatal cephalic uses,
This formulation forTIS is less than that for an alternate formulation in this mode.

TiB

Non-scan

3.12

121.92

1.84
2.00
1,90
1.40

0
129.10

19531.30

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: 4V1c

Index Label

Maximum Value
FDA

p.3

wp

min of [Ws(zi),
1tA3(Zi)]

=<

zZ@PIl.3m.,
d«i(z.p)

fc

Dim. of Aaprt

o g8no

PD
o PRF
Pf@ PUmax
deq@ Plima.
Focal Length

0 g etm

Ip.3@Mmli,,
TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

T

IEC

Pra

P

Min. of [Pa(zs),
1.3a(zs)]

Zs

Zbp

zb

2 (g max. Ipa
req(zb)

fant

u

prr

P,@ max, /i
deq@ max. /pi
FLx

FLy

IpaQ@ max. MI

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
("sec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(Wicm?')

This Index is not relevant to this operating mode.

Operating mode: M-mode

Ml TIS
Scan Non-scan
At surface Below surface

1.50 0.64

2.12
73,85
5.20
2.56

5.20

2.00 1.82
1.63
1.40

0.72

480.00

3.04
7.00
6.90

2122.23
0 0
70.00 70.00

This transducer is not intended for transcranial or neonatal cephalic uses.

This formulation for TIS is less than that for an alternate formulation in this mode.

*
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TIB

Non-scan

1.65

59.73

171
1.82
1.63
1.40

70,00

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

260.19

2.00
1.90
1.40

1,84
12.96
6.90

0

129.60
19531.30

TIC

139.21

1.82
1,63
1.40

171
18.00
6.90

180.00

WNHCTpyKLuns no

akcnayaTtayuu
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1,0)

Transducer model: 4Vic Operating mode: SCW Doppler

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan
Atsurface Below surface
Maximum Value 0.07 1.92 1.92 6.00
FDA IEC Units
Pr. (MPa) 0.09
b wo P (mw) 24.61 442.26
‘% min of [W 3(Zi), Min. of [Pa(r»), (mW) 221.54
lta3(z )1 Iva(r,)]
% Zi Zs (cm) 2.30
8 Zbp ~bp (cm) 1.73
2 bi) (cm) 2.30
© z@ max. /pic (cm) 2.80
§) de,(za.) d«(2b) (cm) 115
A e vt (MHz) 1.82 1.82 1.82 1.82
: Dim. of Aaprt X (cm) 0.75 0.75 1.90
Y(cm) 1.40 1.40 1.40
PD (u3ec) 1.00
§  pre prr (Hz) 7812.50
g Pr@ Plima. Pr@ max. /pi (MPa) 0.11
£C d«.@ Plimax max. /pi (cm) 1.15 1.84
b Focal Length FLx (cm) 3.02 24.75
5 FLy (cm) 6.90 6.90
Ipa3@ MU ., Ip».a@ >tiax. Ml (w w ) 0.02
b TX-Level (dB) 0 0 0 0
< Focus (mm) 129.70 30.20 30.20 247.50
PRF(prr) (Hz) 7812.50 15625.00 15625.00 15625.00

a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37
(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Transducer model: VF10-5 Operating mode: 2D-Mode

Mi TIS TiB TIC
Index Label Scan Non-scan Non-scan
Atsurface Below surface
Maximum Value 1.37 1.08 2.32
FDA IEC Units
P.3 Pra (MPa) 2.97
$ We P (mw) 36.88 - 97.70
E min of (W 3(Zi), Min. of (Pe(Za), (mWw)
n lta3(z,)1 Itao(Za)]
3 oa z em)
D Zp Zop (cm)
<8 z*p b (cm)
B zepnams< z @ max. fpia  (cm) 1.50
g”} dei(Zb) (cm)
fe fiwt (MHz) 4.71 6.15 6.15
< Dim. of Aaprt X(cm) 1.74 1.74
Y (cm) 0.50 0.50
PD u (psec) 0.24
5§  PRE prr (Hz) 32.15
(ED P(@ Plimax P.@ max. /pi (MPa) 3.79
£ deg@ Plim., Paq@ nrax, /i (cm) 1.05
o Focal Length FLx (cm) 7.00 7.00
; FLy (cm) 2.00 2.00
,3@ MU. /nao@ max. Ml (W W ) 682.52
% TX-Level (dB) 0 0 0
Focus (mm) 20.00 70.00 70.00
PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode

o

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

*
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds M| or Tl value of 1.0)

Operating mode: Color/ Power

Transducer model: VF10-5

Index Label

Maximum Value
FDA

Pr.3

Wo

min of [W,3(zi),
Ita.3(Zi)]

Zi

Zop

Zsp

coggd Noow oOgnmoe o=

deq(Zsp)
fc
Dim. of Aapr,

A

PD

PRF

Pr@ Plimax

deq@ PM,,ax
Focal Length

¥

o™ mg oo

1pr.3@ MLax
TX-Level (dB)
(mm)

(Hz)

Focus

PRF(prr)

T

IEC

Pra

P

Min. of[Po(Zs),
Ita.a(z0]

Zs

Zop

Zh

Z @ max. /pi,o
deq(zb)

fawf

"

prr

P,@ max. fpi
deq@ max. /pi
FLx

FLy

Ipa,a@ max. MI

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(ww)

This Index is not relevant to this operating mode,

Ml TIS TIB
Scan Non-scan Non-scan
At surface Below surface
1.07 1.26
2.65
43.02
1.50
6.15 6.15
1.59 -
1.50
0.47
15625.00
3.65
4.75
2.00
751.83
0 0
18.70 47.50 -
15625.00 7812.50

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Pertransducer/mode that exceeds M| or Tl value of 1.0)
Operating mode: Pulsed Doppler

Transducer model: VF10-5

Ml TIS TIB
Index Label Scan Non-scan Non-scan
Atsurface Below surface
Maximum Value 1.22 3.11 3.11
FDA IEC Units
Pt3 Pra (MPa) 2.82
3] Wp P (mw) 106.20 123.16
E min of [W,3(zi), Min. of (Pa(zs), (mW)
E a3z La (za)l
So' Zi zs (cm)
3 2 Zbp (cm)
2 oz o) (cm) 1.30
?E) 2@ P11 3ma< z (g max. Ipia (cm) 1.30
‘9 d«(zp) d,(Zb) (cm) 1.14
- fc fawf (MHz) 5.33 6.15 - 6.15
Dim. of Aaprt X (cm) 2.04 2.04
Y (cm) 0.50 0.50
PD L (nsec) 0.52
f)D PRF prr (Hz) 100.16
E Pr@ PlLax P~ max. jpi (MPa) 3.58
Ec deq@ PlLax cleq@ max. /pi (cm) 1.14
;? Focal Length FLx (cm) 8.51
5 FLy (cm) 2.00 -
Ipa3@ MLax Ipa,a@ max. Ml (W/cm"') 700.06
2, é’ TX-Level (dB) 0 0 0
Focus (mm) 20.00 85.10 85.10
o PRF(prr) (Hz) 100.16 - 10416.70 - 10416.70
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c This formulation for TIS is less than that for an alternate formulation in this mode.
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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TIC

69.37

6.15
141
0.50

0.95
4.25
2.00

0
42.50
3125.00

TIC

121.39

6.15
2.37
0.50

1.23
9.94
2.00

0
99.40
8680.56
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: VF10-5

Index Label

Maximum Value
FDA

p.3

Wo

min of (W3(Zi),
tA3(Z)1

Zi

zZ@PI.3m.,

"eqZsn)
fc

M oopE8 N ow cPzgmnoo

Dim. of Agprt

PD
§ PRF

(S Pr@ Plim..

£ dm® PMm,
@ Focal Length
E

L,3@ ML,
& o TXlevel (dB)
5 H Focus (mm)

PRF(prr) (Hz)

0o oo

IEC

Pr.

p

Min, of (Po(r»),
J«o(z.)!

z.

Zp

2b

Z(g max. fpio
de,(Zb)

lanf

fd

prr

Pr@ max. Ip,
max. /d

FLx

FLy

/M@ max. M1

Operating mode: M-mode
TS

Ml
Scan

1.27 -
Units
(MPa) 3.15
(mw)
(mw)
(cm)
(cm)
(cm)
(cm) 1.20
(cm)
(MHz) 6.15 -
X(cm) -
Y (cm) -
(Msec) 0.22
(Hz) 384.00
(MPa) 4.06
(cm)
(cm)
(cm)
(Ww) 795.58

0
15.00 -

This Index is not relevant to this operating mode,

This transducer is not intended for transcranial or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

At surface Below surface

6,15

0.50

7.00

2.00

70.00

Non-scan

TIB TIC
Non-scan

0.20 0.17

16.85 7.16

1.40

1.05

6.15 6,15

1.74 1,74

0.50 0.50

1,05 1.05
7.00
2.00

0 0
70.00 70.00

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds MI or Tl value of 1.0)
Transducer model: VF12-4

Index Label

Maximum Value
FDA

P.3

Wo

min of [W 3(Z]),
HA3(Z)1

Zi

z@PII,3™.
d«i(z,)

fc

Dim. of Aaprt

oo 4= Mo ws  Pgomen

A

PD
PRF

B 00

Pr@ Plimax
d«.@ PWwax
Focal Length

Q@ g oth

ipa 3@ Mimax

TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

o am
O &o

# 0 T »

IEC

P-.

P

Min. of [Pc.(z,),
Iteo(Za)]

z,

Zmp

o]

z@ max. /pa
daq(Zb)

fanf

d

prr

P " max. fp
d,® max. /pi
FLx

FLy

Ipad® max. M1

Operating mode: 2D-Mode

M
Scan
0.98 3.99
Units
(MPa) 2.26
(mw) 73.31
(mw)
(cm)
(cm)
(cm)
(cm) 1.40
(cm)
(MHz) 5.33 11.43
X (cm) 3.20
Y (cm) 0.70
(Msec) 0.22
(Hz) 54.51
(MPa) 2.93
(cm)
(cm) 8.00
(cm) 2,50
(Wicm?) 321.38
0 0
20.00 80.00

This Index is not relevant to this operating mode,
This transducer is not intended for transcranial or neonatal cephalic uses,

WHCTPYKLUSi no akcnayatauuu
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TIS

At surface

This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Non-scan

Below surface

TIB TIC

Non-scan

405,67

- 11.43
- 3.20
- 0.70

- 1.69
8.00
2.50

80.00
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Perlransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: VF12-4

Operating mode: Color/ Power

M TIS
Index Label Scan Non-scan
Atsurface Below surface
Maximum Value 1.38 2.89
FDA IEC Units
p.3 Pra (MPa) 2.76
g Wo 3 (mw) 90.99
E) min of [W.3(2i), Min, of (Pp(Zs), (mW)
N lta3zi)] Jaa(zs))
% Zi Zs (cm)
D 2 2p (cm)
<8 zsp bai) (cm)
Q z @ max. /pio (cm) 1.10
;on deq(Zsp) eq(zb) (cm)
< fc “anf (MHz) 4.00 6,67
Dim. of Aaprt X (cm) 0.56
Y (cm) 0.70 - -
PD fd ((isec) 0.27
§ prr prr (Hz) 100.15
cED Pf@ Plirrax Pr@ max. /pi (MPa) 3.21
&  deq@ Plima. deq(g max. /o (cm)
o Focal Length FLx (cm) 1.48
5 FLy (cm) 2.50
lp.3@mML, Ipa,a@ max. Ml (W/cm*) 245,60
50 TX-Level (dB) 0 0
Focus (mm) 15,20 14.80
O ~ PRF(prr) (Hz) 100.15 3551.15
a This Index is notrelevantto this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

°

TIB TIC

Non-scan

147.64

- 6.67
0.43
0.70

0.62
1.24
2.50

0
12.40
3551.14

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: VF12-4

Operating mode: Pulsed Doppler

TIB TIC
Non-scan
2.41 2.49
60.84 109.75
2.60
1.09
4.00 4.00
1.34 1.36
0.70 0,70
1.09 1.10
5.77
2.50
0 0
56.50 57.70
1953.13 1953.13

Ml TIS
Index Label Scan Non-scan
At surface Below surface
Maximum Value 1.26 2.11
FDA IEC Units
Pr3 Pa (MPa) 2.52
g Wp P (mw)
E min of [W.3(Zi), Min. of [Pa(Z$), mw
& |ta.3(Z|)[] @ (i..(T.)I[ @, 110.78
z zZs (cm) 2.60
’8 Zep Zop (cm) 1,65
2 ) (cm)
% Z@PII3m.x z @ max. /o (cm) 1.20
g He@p) neq(zb) (em)
< fc fanf (MHz) 4,00 4.00
Dim. of Aaprt X (cm) 1.36
Y (cm) 0.70
PD i (nsec) 0.94
§  prF prr (Hz2) 100,16
E Pr@ PlUax P,@ max. /pi (MPa) 2,97
Ec dep@ Pvex dpg(g max. /i (cm)
iy Focal Length FLx (cm) 5.77
5 FLy (cm) 2.50
Ipa3@ M U, fpa,a@ max. Ml (W/cm?) 226.39
%0 TX-Level (dB) 0 0
Focus (mm) 20,10 57,70
o PRF(prr) (Hz) 100.16 1953,13
This Index is not relevant to this operating mode.
This transducer is not intended for transcranial or neonatal cephalic uses.
This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: VF12-4 Operating mode: M-mode

Ml TIS TIB TIC

Index Label Scan Non-scan Non-scan
At surface Below surface

Maximum Value 0.83 1.61 1.61 1.14
FDA IEC Units
p.3 Pa (MPa) 2.06
Wo P (mw) 29.58 13.32 77.08
E  min of [W3(zi), Min. of[PM . (mw)
§ s LM )
o 2 Zi (cm)
3 Zp (cm)
2 ') (cm) 0.80
D r@P11sr.. z @ max. fo  (cm) 1.50
g) (cm) 1.69
§1 u (MHz) 6.15 11.43 - 11.43 11.43
Dim. of Aaptt X(cm) 3.20 3.20 3.20
Y (cm) 0.70 0.70 0.70
PD fd (psec) 0.24
8 PRF prr (H2) 384.00
g Pf@ Pllmax Pr@ max. Ip (MPa) 2.83
£ 4,@ PH,. deq@ max. [i  (cm) 1.69 1.69
¢ Focal Length FLx (cm) - 8.00 - 8.00
£ FLy (cm) - 2.50 - 250
Ipa.o@ max. M1 (W/cm”) 295.57
gt: o TX-Level (dB) 0 - 0 - 0 0
) gb Focus (mm) 25.00 80.00 - 80.00 80.00

PRF(prr) (Hz)
This Index is not relevant to this operating mode.
This transducer is not intended for transcraniai or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.

* o T o

No data is provided for this operation condition sini» the maximum index vaiue is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds MI or Tl value of 1.0)
Transducer model: CW2 Operating mode: CW Doppler

Mi TIS TIB TIC

Index Label Scan Non-scan Non-scan
Atsurface Below surface

Maximum Value 0.04 0.85 0.85 2.28
FDA IEC Units
p.3 P3 (MPa) 0.06
®  wp P (mw) 23.73 89.96
E  min of {W.3(z,), Min. of [Pp(za), (mW) 89.25
©  Ita3(zil LM ]
w Z Zj (cm) 2.30
3 2p (cm) 1.48
2 ™ ') (cm) 2.30
)% Z@PII,3m.x Z @ max. fa  (cm) 2.80
o tw(Zw) (cm) 0.99
n f fanf (MHz) 2.00 - 2.00 2.00 2.00
Dim. of Aaprt X (cm) - 0.88 0.88 0.88
Y (cm) - 0.87 0.87 0.87
PD fd (uaec) 1.00
6§ PrF prr (H2) 5580.36
f Pr@ Plimax P,@ max. /o (MPa) 0.07
£ d«,@ Plimax max. /i (cm) 0.99 0.99
¢ Focal Length FLx (cm) - 10.00 10.00
6 FLy (cm) - 10.00 10.00
,3@ MU, /pao@ max. Ml (W/cm?) 0.05
2 o TX-Level (dB) 0 0 0 0
2b Focus (mm)
O "~ PRF(prm) (Hz) 5580.36 5680.36 5580.36 5580.36
a  This Index is not relevant to this operating mode.
b This transducer is not intended for transcraniai or neonatal cephalic uses.
¢ This formuiation for TIS is less than that for an alternate formulation in this mode.
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: CW5 Operating mode: CW Doppler

Ml TIS TIB TIC

Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 0.04 3.85 3.85 5.06
FDA IEC Units
p.3 Pra (MPa) 0.09
, Wo P (mw) 328.85 128.94
E min of [W 3(zi), i -(Zs),
R |ta.3(Z|)[] © ,A_Aal_na(zz)f] Potzo - (mw) 161.70
@ Zi (cm) 2.30
3 Zop Zbo (cm) 0.96
<8 2sp i) (cm) 2.30
"S  2@P1rat.x z @ max. fpia  (cm) 2.80
) deq(2b) (cm) 0.64
fe anf (MHz) 5.00 - 5.00 5.00 5.00
) Dim. of Aaprt X (cm) 0.59 0.59 0.59
Y (cm) 0.54 0.54 0.54
PD fd (jisec) 1.00
§  prF prr (Hz) 13020.80
S — P.@max. i (MPa) 0.15
Ec deg® Plimax deq@ max. /pi  (cm) 0.64 0.64
¢ Focal Length Fix (cm) - 9.00 9.00
5 FLy (cm) 9.00 9.00
»3@ML, Ipa.o® max. Mi  (W/ecm*®) 0.06
2.0 TX-Level (dB) 0 0 0 0
Focus (mm)
O~ PRF(prr) (Hz) 13020.80 - - 13020.80 13020.80 13020.80
a This Index is notrelevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,

c This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds MI or Tl value of 1.0)
Transducer model: C8-5 Operating mode: 2D-Mode

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 1.37 0.83 1.02
FDA IEC Units
p3 Pra (MPa) 2.67
Wo P (mw) 30.53 46.05
% min of [W3(z,), Min. OflPo(Za). (mWw)
1™ 3(z,)I z.)]
Q Zi zs (cm)
3 2w Zp (cm)
2 2 (em)
ﬁ zZ@PII,3™< z @ max. /pia  (cm) 1.20
o <k(@p) Paq("b) (cm)
fe faf (MHz) 3.81 5.71 - - 5.71
< Dim. of Aaprt X(cm) 2.00 2.00
Y (cm) 0.50 0.50
PD o (jisec) 0.46
rfa PRF prr (Hz) 57.23
E Pr@ Plimax P,@ max. /pi (MPa) 3.13
£ deq@ Plimax dag@ max. i (cm) 113
J|d Focal Length FLx (cm) 9.00 9.00
;Z FLy (cm) 1.90 1.90
lpa3@ ML, Ipa,a@ max. Ml (W/cm*”) 453.26
B o TX-Level (dB) 0 0 - 0
. Focus (mm) 20.00 90.00 - 90.00
D PRF(prr) (Hz)
a This Index is notrelevant to this operating mode

b This transducer is not intended for transcranial or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model; C8-5

Operating mode: Color/ Power

Ml TIS TiB TIC
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 1.35 0.77 0.97
FDA IEC Units
o P3 Pra (MPa) 2.77
% Wo P (mw) 32.34 39.56
E  minof [W 3(Zi), Min. of (Pa(Zs). (mW)
2 Az fa«(z.)]
% pa zs (cm)
3 Zop (cm)
8 » (em) -
B zeriamas 2@ max. o (cm) 1.20
de,(z.,) <r,(Zb) (cm)
T fe anf (MHz) 4.21 5.00 - 5.00
< Dim. of Ajprt X (cm) 1.63 - 1.63
Y (cm) 0.50 - 0.50
PD d (nsec) 0,85
8 PRF prr (Hz) 100.15
n P,@ Plima. max. (pi (MPa) 3.30
£ deq@ Plnax deg(@ max. /o (cm) 1.02
o Focal Length FLx (cm) 4.02 - 4.12
E FLy (cm) 1.90 - 1.90
1,3@ MIm, Ipa,o@ max. M! (W W ) 468.41
& o TX-Level (dB) 0 0 0
Focus (mm) 20,00 40.20 41.20
O™  PRF(prr) (Hz) 100.15 244.14 195.31

a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,

c This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the ma)dmum index value is not reported for Nee reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: C8-5

Operating mode: Pulsed Doppler

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 1.27 0.93 1.46 0.98
FDA IEC Units
.3 Pra (MPa) 2.61
£ Wp P (mW) 39.06 15.55 44.77
E min of [W 3(z,), Min. of [Pp(za), (mW)
fTA3(2)] l«d(Z,)!
n Zi z, (cm)
3 (cm)
8 i) (cm) 1,30
8 Z@PI.3m.» z@ max. /pic (cm) 1.30
ga d,(z.p) de,(z») (cm) 0.79
v fe (MHz) 4.21 5.20 4.21 5.00
Dim. of Aaprt X (cm) 2.05 0,98 2.05
Y (cm) 0.50 - 0.50 0.50
PD " (nsec) 0.86
§ PRF prr (Hz) 1562.50
€ b Pima, P.@ max. i (MPa) 3.15
£ deq@ Plima, d*o(g max. /pi (cm) 0.79 1.14
Focal Length FLx (cm) 12.11 7.32
6 FLy (cm) 1.90 1.90
1pad@ Mima, Ipa.a@ max. Ml (W/cm*) 483.94
R o TX-Level (dB) 0 - 0 0 0
EZz Focus (mm) 16.80 121.10 19.60 73.20
PRF(prr) (Hz) 1562,50 2441.41 1953.13 2441.41
a This Index is not relevantto this operating mode.
b This transducer is not intended for transcranial or neonatal cephalic uses.
This formulation for TIS is less than that for an alternate formulation in this mode.
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: C8-5 Operating mode: M-mode

Ml TIS TIB TIC

Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 1.50 0.41 0.52 0.49
FDA IEC Units
p.3 Pra (MPa) 3.08
$ Wo P (mW) 20.45 11.44 22.39
| min of W.a(zi), Min. of [Po(Zs), (mW)
6Q 1tA.3(Zi)] wz.)]
y 24 zs (cm) -
3 Zop (cm)
< 2p b (cm) 1.30
§  zoPismax z @ max. lja  (cm) 1.10
o deasn) (cm) 0.90
. P awt (MHz) 4.21 4.21 - 4.21 4.21
Dim. of Aaprt X (cm) - 2.05 - 1.26 2.05
Y (cm) 0.50 - 0.50 0.50
PD fd (nsec) 0.75
6 pre prr (Hz) 384.00
1 Pr@ Plimax P,@ max. Ig (MPa) 361
Ec deq@ Plimax Peq@ max. /pi (cm) 0.90 1.14
o  Focal Length FLx (cm) - 9.00 - 9.00
FLy (cm) 1.90 1.90
Ipa3@ Mlp,ax Ipa,a@ max. Ml (W/cm*) 529.53
TX-Level (dB) 0 0 0 0
?50_0 Focus (mm) 30.00 90.00 - 50.00 90.00

PRF(prr) (Hz)

This Index is not relevant to this operating mode,

»

This transducer is not intended for transcranial or neonatal cephalic uses,

o

This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: C8F3 Operating mode: 2D-Mode

M TIS TIB TIC
Index Label Scan Non-scan Non-scan

Atsurface Below surface

Maximum Value 1.39 0.66 1.47
FDA IEC Units
P.3 Pra (MPa) 2.07
b wo P (mw) 41.62 99.42
:% min of [W.3(z,), Min. of [Pa(zs), (mW) .
0 1ta.3(Zi)] T« (z)]
o Zi s (cm)
g Zbp Zbp (cm)
2 oz b (cm)
8 zermm., z @ max. jpip  (cm) 3.50
: deq(Zsp) Aeq(zb) (cm)
fe et (MHz) 2.22 3.33 - 3.33
- Dim. of Aaprt X (cm) 1.87 - 1.87
Y (cm) 1.20 1.20
PD W (nsec) 1.14
§ PRF prr (Hz) 14.58
‘EO Pr@ Plimax Pr@ max. fpi (MPa) 271
EC deq@ Plimax cleq@ max. i (cm) 1.69
) Focal Length FLx (cm) 6.00 - 8.00
i FLy (cm) 6.50 - 6.50
Ipa3@ MLax /paa@ max. Mi  (W/cm*) 277.00
2.0 TX-Level (dB) 0 0 - 0
Focus (mm) 40.00 60.00 - 80.00
1;)'00 PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c This formulation for TIS is less than that for an alternate formulation in this mode.
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: C8F3 Operating mode: Color/ Power

Mi TIS TiB TIC

Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 0.63 0,71 1.42
FDA IEC Units
P.3 Pra (MPa) 1.03
®  wo p (mw) 44.77 48.97
g min of [W,3(zi), Min. of [Pa(za). (mW)
§) 1ta,3(Zi)] fa.u(zay
C oz zj (cm)
¥ ap Zbp (cm)
8 b (cm)
';a 2@PV3w X 2@ max. o (cm) 1,10
o (cm)
o
fo Mu (MHz) 2.67 3.33 - - - 3,33
° oim. of Aaprt X (cm) 0.30 - 0.49
Y (cm) 1.20 - - 1.20
PD fd (Msec) 1.41
& pre prr (Hz) 100.15
(EQ Pr@ Plimax Pr@ max. /pi (MPa) 1.14
£ doo@ Plimax daq(g max. /i (cm) 086
v Focal Length FLx (cm) 1.25 2.01
8 FLy (cm) 6.50 6.50
Ip.3@ Mima, /pao@ max. Ml (W/cm*) 35.45
S0, TX-Level (dB) 0 0 - - 0
Focus (mm) 14,20 12.50 - - 20,10
O ~ PRF(prr) (Hz) 100.15 1562.50 - - 488.09

This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for Neis operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: C8F3 Operating mode: Pulsed Doppler

Ml TIS TIB TIC

Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 0,74 0.81 1.28 1.60
FDA IEC Units
y P3 Pra (MPa) 1.35
g Wo P (mw) 68.90 55.18
E  min of W3(Zi)i Min, of [Po(za), (mW) 51.08
éQ lta3(zi)] luo(Z.)]
u z z. (cm) 3.90
Zbp (cm) 2 rvi
? z*p Zb (cm) 4.10
1 z@PII,3.™, z @ max. /pio  (cm) 3.90
r: <I,za) (@) (cm) 0.86
h fank (MHz) 3.33 - - 3.33 3.33 3.33
< Dim, of Aaprt X (cm) - - 1.16 0.49 0.49
Y (cm) - 1.20 1.20 1.20
PD u (Msec) 1.12
5 PRF prr (Hz) 152.59
[Ea Pr@ PHm« Pr@ max. /pi (MPa) 2,11
£  d,@ Plimx dog® max, i (cm) 0.86 0.86
g, Focal Length FLx (cm) - 4.69 2.01
5 FLy (cm) - 6,50 6.50
Ip.3@MLa. Ipa.o® niax. Ml (W/cm") 46.40
s p TX-Level (dB) 0 - - 0 0 0
: : Focus (mm) 39.60 - 46.90 20.10 20.10
OO0  pRE(p) (Hz) 152.59 - - 976.56 19531,30 19531.30
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c This formulation for TIS Is less than that for an alternate formulation in this mode.
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: C8F3

T

°

#

Index Label

Maximum Value

FDA

Pr3

Wo

min of [W 3(zi),
1ta3(z )]

z

Zop

Zsp

Z@PI1.3m.x
"eq{Zsp)

fe

Dim. of Aaprt

PD

PRF

Pr@ Plimax

dpg@ Plimax
Focal Length
ip3@mL,
TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

This Index is not relevant to this operating mode,

IEC

Pra

P

Min. of [Pa(Zs),
fa.a(zs))

Zs

Zbp

Za

z @ max. lpic
“eq(Zb)

fawf

fd

PIT

P,@ max. /p
max. /,

FLx

FLy

Ipa.a@ max- MI

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(|Lsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W w)

Operating mode: M-mode

Ml TIS TIB
Scan Non-scan Non-scan
Atsurface Below surface
1.22 0.51 0.87
2,06
37.45 29.38
3.50
3.90
1.76
2.86 2.86 2,86
4.79 2.02
1.20 1,20
0.90
384.00
3.03
1.76
20.00
6.50
142.84
0 0 0
20.00 200.00 40.00

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

0,81

87.65

2.86
4.79
1.20

271
20,00
6,50

200.00

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: C6F2

2 oomgh

oo A oo agn o

orgen m

T ®

o

Index Label

Maximum Value
FDA

p.3

Wo

min of [W 3(Zi).
1ta.3(Zi)]

Zi

Zbp

Zsp

Z@PN,3m.,
d«,(z,,)

fc

Dim. of Aaprt

PD

PRF

Pr@ PNma,
dog@ PlLax
Focal Length

lpa3@ MLax
TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

This Index is not relevant to this operating mode,

Min. of [Pa(Zs),
La(zs)]

Zs

Zbp

Zb

z @ max. /pio
deq(zb)

Lvf

fd

prr

Pr@ max. /pj
de<,@ max. /pi
FLx

FLy

Ipa,a@ max. MI

Units
(MPa)
(mw)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(usec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(Wicm')

Operating mode: 2D-Mode

Ml TIS TiB
Scan Non-scan Non-scan
Atsurface Below surface
1.17 0.72
1.85
41.54
4.80
2.50 3,64
0.65
1.30
0.58
12.16
2.80
2,00
8.00
606.88
0 0
60.00 20.00

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

%
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TIC

1.73

152.96

2.50
2.95
1.30

2.21
16.00
8.00

160.00
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2- 37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: C6F2

Operating mode: Color/ Power

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 0.73 0.74 1.29
FDA IEC Units
P.3 Pra (MPa) 1.28
Wo P (mw) 50.45 143.28
% min of [W 3{zi), Min. of [PM, (mW)
Ita3(z )] fac(??)]
&g z. (cm)
3 2Zop (cm)
3 » (em)
B 2@p113m, z @ max. jpia  (cm) 1.80
s d,(zb) (cm)
fc ranf (MHz) 3.08 3.08 - 2.50
< Dim. of Aaprt X(cm) 0.51 - - 4.66
Y (cm) 1.30 1.30
PD fd (psec) 1.21
§  PRF prr (Hz) 100.15
(EQ Pf@ Plima* P~ max. /pi (MPa) 1.55
£ ga@ Pimsx max. /,  (cm) 2.78
g, Focal Length FLx (cm) 2.11 - 28.75
5 FLy (cm) 8.00 - - 8.00
Ip.j@ M1, Ipa,a@ niax. Ml (W/cm*) 58.26
%0 TX-Leve! (dB) 0 0 - 0
® Focus (mm) 258.70 21.10 - 287.50
°8 100.15 1953.13 - 1219.51

PRF(prr) (Hz)

o

°

This Index is not relevantto this operating mode,
This transducer is not intended for transcranial or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: C6F2 Operating mode: Pulsed Doppler
MI TIS TIB TIC
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 0.79 1.04 1.77 3.45
FDA IEC Units
ga P3 Pra (MPa) 1.25
$ Wo P (mw) 59.28 76.26
E i .
B o
g 1z zj (cm) 4.30
¥ Zop (cm) 1.94
E zp pi) (cm) 4.10
§ Z@PN.3m.< z @ max. Ipa  (cm) 4.00
d«|(*p) de.("b) (cm) 1.56
u (MHz) 2.50 - 3.08 2.50 2.50
° oim. of Aaprt X (cm) 1.01 1.48 0.18
Y (cm) 1.30 1.30 1.30
PD fd ("sec) 1.50
r? PRF prr (Hz) 152.59
g) Pr@ Plima. Pr@ max. /pi (MPa) 1.76
£ Plima. dag@ max. Ip (cm) 1.56 0.55
o Focal Length FLx (cm) 4.11 0.83
6 FLy (cm) 8.00 8.00
tp.3@MU, loaft@ max. Ml (W W ) 123.80
i I TX-Level (dB) 0 - 0 0 0
Focus (mm) 97.40 - 41.10 59.20 8.30
00  PRF(pm) (Hz) 152.59 - 12019.20 4734.85 6510.42

a This Index is notrelevant to this operating mode,

b This transducer is not intended for transcranial or neonatal cephalic uses,

c This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: C6F2

Index Label

Maximum Value

FDA
p.-3
¢ wo
®
E  min of [W 3(zi),
E a3z
Q.
o zi
D Zbp
i
< Zsp
=
2@P113™,
%2 dgq(zsp)
8 'gq(Zsp;
fc
<
Dim. of Aaprt
PD
O[a PRF
£ Pr@ Plimax
£
¢ deg@ Plimax
[ Focal Length
[¢]
Ipa.3@ MLax
B o TX-Level (dB)
a
Focus (mm)
0.0
PRF(prr) (Hz)

T

°

Min. of (Pa(zs),
Jtaa(z,)]

Zs

Zbp

Zb

z @ max. /pia
Cfeq(Zb)

Jawf

fd

prr

Pr@ max. /pi
cleq@ max. /pi
Fix

FLy

IpaQ@ max. MI

Operating mode: M-mode

Ml TIS TIB TIC
Scan Non-scan Non-scan
At surface Below surface

1.17 0.23 0.58 0.46
Units
(MPa) 1.85
(mw) 24.93 40.67
(mw) 19.32
(cm) 4.00
(cm) 3.32
(cm) 3.90
(cm) 3.90
(cm) 2.01
(MHz) 2.50 - 2.50 2.50 2.50
X (cm) 2.95 2.44 2.95
Y (cm) 1.30 1.30 1.30
(nsec) 0.58
(Hz) 384.02
(MPa) 2.59
(cm) 2.01 2.21
(cm) 8.00 16.00
(cm) 8.00 8.00
QNlcrr?) 606.88

0 0 0 0
60.00 80.00 60.00 160.00

This Index is not relevant to this operating mode,
This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: EV9F3

Index Label

Maximum Value
FDA

p.3

Wo

min of [W 3(Zi),
1ta.3(z )]

Zi

Zop

Zsp

Z@Plbm.,
deq(Zsp)

h

Dim. of Aaprt

A oom Aoow o 'OE mﬁ

PD

PRF

Pf@ Plimax
Plimax

Focal Length

Uiy o® meggor

Ipa3@ MUax

TX-Level (dB)

-]
o

Focus

PRF(prr)

(mm)

(H2)

Or

o

Min. of [Pp(Za),
a.o(zs)]

Zs

Zbp

Zh

z @ max. /pia
deq(2b)

fanf

fd

prr

P,@ max. fpi
deq(g max. /pi
FLx

FLy

Ipa.a@ max. MI

Operating mode: 2D-Mode

M TIS TIB TIC
Scan Non-scan Non-scan
At surface Below surface

1.43 4.71 4.54
Units
(MPa) 2.73
(mw) 123.64 149.73
(mw)
(cm)
(cm)
(cm)
(cm) 1.00
(cm)
(MHz) 3.64 8.00 8.00
X (cm) 0.94 0.90
Y (cm) 0.60 0.60
(fisec) 0.44
(Hz) 34.56
(MPa) 3.09
(cm) 0.82
(cm) 8.00 6.00
(cm) 3.50 3.50
(wWw) 400.14

0 0 0

15.00 80.00 60.00

This Index is not relevant to this operating mode,

b This transducer is not intended for transcranial or neonatal cephalic uses,

o

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1,0)

Transducer model: EV9F3

Index Label

Maximum Value

FDA IEC
p.3 Pra
®  wo P
®
E) min of [W 3(Z]), Min. of [Pe(Zs).
Ita3(zi)] /maa(zo)]
cL
Zi Zs
§ >
< op b
% z (g max. /pia
§A defl(Zsp) de,(Zb)
fc =Y
<
Dim. of Aaprt
PD u
5 PRF prr
la .
E Pr@ Pllmax Pr(g max. fpj
B 4@ Pim« max. I
B) Focal Length FLx
5 FLy
IpaQ@ max. Ml

TX-Level (dB)
Focus (mm)

O ™ PRF(prr) (Hz)

T ®

°

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(lisec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W w)

This Index is not relevantto this operating mode,

Operating mode: Color/ Power

Ml TIS
Scan Non-scan

Atsurface Below surface

0.58 1.30
1.34
51.22
1.50
5.33 5.33
1.30
0.60
0.71
781.25
1.76
7.00
3.50
115.95
0 0 -
140.00 70.00
781.25 867.45

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode

TIB

Non-scan

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: EV9F3

Index Label

Maximum Value
FDA

p.,3

Wo

min of [Wafz,),
Ita3(z,)]

Zi

Zbp

Zsp

Z@PIL.3r,.x
4«,(z,j.)

cog Asow x'.Omz meiv

fc

A

Dim. of Aaprt

PD

PRF

Pf@ Plima*
d«.(g PlUa,
Focal Length

 op ommmﬁn

Ip.3@MUx
s TX-Level (dB)
ra

Focus (mm)

oo PRF(prr) (Hz)

a This Index is not relevant to this operating mode,

IEC

Pra

p

Min. of [Po(za),
l.ao(Z,)d

zs

Zbp

b

z @ max. /pa
Cleq(zb)

fanf

d

prr

P,@ max. /pi
daq@ max. /pi
FLx

FLy

Ipar.@ max. M|

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W/cm*)

Operating mode: Pulsed Doppler

Ml TIS
Scan Non-scan
At surface Below surface
0.97 2.29
1.94
90.23
1.60
1.47
1.60
4.00 - 5.33
1.28
0.60
0.93
100.16
2.42
5.81
3.50
240.49
0 - 0
33.30 - - 58.10
100.16 - 9765.63

b This transducer is not intended for transcranial or neonatal cephalic uses,

c This formulation for TIS is less than that for an alternate formulation in this mode.

TIC

53.73

4.00
0.78
0.60

0.77
3.00
3.50

0
30.00
1562.50

TIB TIC
Non-scan
2.29 2.92
360.31 133.90
1.60
0.98
5.33 4.00
1.28 1.73
0.60 0.60
0.98 1.15
8.12
3.50
0 0
58.10 81.20
9765.63 7102.27

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: EVOF3 Operating mode: M-mode

Mi TIS TIB TIC
Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 1.18 0.97 0.97 0.94
FDA IEC Units
Pr3 Pra (MPa) 2.56
. We P (mw) 8.07 34.58
e min of [W,3(zi), Min. of [Pa(zs), (mW)
% 1ta.3(Zi)] J.aa(Zs)] 33.12
[en
Zi Zs (cm) 1.50
% Zbp Zbp (cm) 1.38
S oz zb (cm) 1.50
.Pt) Z@PI1,3m.x z @max. Ipia (cm) 1.10
8 <heq(Zsp) d«,(Zb) (cm) 0.92
fc fawt (MHz) 4.71 - 6.15 6.15 6.15
) Dim. of Aaprt X(cm) 1.12 1.12 1.12
Y (cm) 0.60 0.60 0.60
PD fd (u$ec) 0.41
50 PRF prr (H2) 384.00
£ PI@ Pimax P@max. i (MPa) 3.06
Ec deq@ Plimax max. /i (cm) 0.92 0.92
T Focal Length FLx (cm) 8.00 8.00
g FLy (cm) 3.50 3.50
Ipa3@MImax /paa@ max. M1 (W/cm*") 359.98
B, Tx-Level (dB) 0 0 0 0
Focus (mm) 25.00 - - 80.00 80.00 80.00
1;(00 PRF(prr) (Hz)
a This Index is not relevantto this operating mode,

b This transducer is not intended for transcraniai or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

#* o

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: P8-4 Operating mode: 2D-Mode

Mi TIS TiB TIC
Index Label Scan Non-scan Non-scan

Atsurface Below surface

Maximum Value 0.79 2.41 2.40
FDA IEC Units
p.-3 Pra (MPa) 1.39
‘D Wo P (mW) 75.88 94.95
E  minof [W3(z), Min. of [PaZa), (mW)
S ma) lap@u] -
- zs (cm) -
g p (cm) -
2z b} (cm)
B Z@PIlI3m., z @ max. Ip,a (cm) 2.90
o da@p) d«i(Zb) (cm)
fc Aanif (MHz) 3.08 6.67 6.67
: Dim. of Aaprt X (cm) 0.96 - 0.96
Y (cm) 0.80 - 0.80
PD d (nsec) 0.71
8 PRF prr (Hz) 55.73
£ Pr@ Plimax P.@ max. fpj (MPa) 1.89
B deqfg Plimax dog@ max. i (cm) 0.09
o Focal Length FLx (cm) 7.00 - 7.00
'50 FLy (cm) 5.00 - 5.00
Ipa3@ Mimax Ipa,a@ max. M1 (W/cm?) 166.45
2“) ° TX-Level (dB) 0 0 - - 0
Focus (mm) 50.00 70.00 - 70.00
0.0 PRF(prr) (Hz)
a This Index is notrelevant to this operating mode,
b This transducer is not intended for transcraniai or neonatal cephalic uses,
c This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: P8-4

$ Mo vg s O mo o

oo

A

Othg oth m&gee

o » 0 zo
> @o

°

#

Index Label

Maximum Value
FDA

Pr3

Wo

min of [W 3(Zi),
Ita3(z )]

Zsp
2Z(8PII.3max

Dim. of Aaprt

PD
PRF
P,@ Plimax

do4@ Plima.
Focal Length

Ip.3@MU.

TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

IEC

Pri#

p

Min. of [Pa(r»),
l.aa(r0]

Zs

"bp

o

z @ max, /pie
deq("b)

fawf

fd

prr

P,@ max. /pi
d,@ max. /pi
FLx

Fly

Inao(® max. MI

Operating mode: Color/ Power

Mi
Scan

068 131
Units
(MPa) 1.43
(mw) 61.96
(mw)
(cm)
(cm)
(cm)
(cm) 2.40
(cm)
(MHz) 4.44 4.44
X(cm) 0.96
Y (cm) 0.80
(psec) 0.62
(Hz) 2441.41
(MPa) 2.07
(cm)
(cm) 12.52
(cm) 5,00
(W/em*) 146.20

0 0
70.00 125.20
2441.41 1099.38

This Index is not relevant to this operating nxide.

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS

Non-scan

Atsurface Below surface

This formulation for TIS is less than that for an alternate formulation in this mode,

TIB

Non-scan

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

67.26

4.44
0.96
0.80

0.99
6.96
5.00

0
69.60
1953.13

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: P8-4

o Aw eFcPapmoss

A

@ g oha w oo

o
o

#* 0o T o

Index Label

Maximum Value
FDA

p.,3

Wo

min of (W3(Zi),
13 (2,)1

Zi

Zbp

Zsp

r@P113™<
<1«,(Zsb)

fc

Dim. of Aaprt

PD

PRF

P.@ PIL.,
deq@ Plim.x
Focal Length

Ipa.3@ Mimax
TX-Level (dB)
Focus (mm)

PRF(prr) (Hz)

Min. of [Pa(za),
lta.a(z,)]

Za

Zop

Vi)

z@ max. fa
d,(z9)

firrf

fd

prr

Pf@ max. /pi
max /it

FLx

FLy

Ip»0> max. MI

Operating mode: Pulsed Doppler

Mi
Scan
1.10
Units
(MPa) 2.10
(mw)
(mw)
(cm)
(cm)
(cm)
(cm) 2.40
(cm)
(MHz) 3.64
X (cm)
Y (cm)
((-see) 0.75
(Hz) 610.35
(MPa) 2.84
(cm)
(cm)
(cm)
(Wicm®) 310.18
0
60.40
610.35

This Index is not relevantto this operating mode,

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS

Non-scan

At surface Below surface

1.32

62.43

2.40
1.48

4.44
0.96
0.80

14.07
5.00

0
140.70
3004.81

This formulation for TIS is less than that for an alternate formulation in this mode.

TIB

Non-scan

1.32

78.32

0.99
4.44
0.96
0.80

0
140.70
3004.81

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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TIC

66.47

4.44
0.96
0,80

0.99
6.37
5.00

0
63.70
2604.17
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2- 37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: P8-4

Operating mode: M-mode

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 1.50 0.79 0.87 1.10
FDA IEC Units
Pra Pra (MPa) 2.93
& wo P (mw) 47.68 4352
:% min of [W3(2i), Min. of [Pa(zs), (mW) 4354
lta3(z,)1 haa(z,)]
b zs (cm) 2.00 1
8 2op Zbp (cm) 1.48
< 79 7 (cm) 1.60
K] z @ max. /pia  (cm) 1.80
g) d,(z.p) req(zb) (cm) 0.99 1
fc anf (MHz) 381 3.81 3.81 3.81
: Dim. of Aaprt X(cm) 0.96 0.96 0.96
Y (cm) 0.80 0.80 0.80
PD fd (uzec) 0.57
§  PRF prr (Hz) 384.00
(g Pr@ Plimax Pr@ niax. /o (MPa) 3.71
£ d«@ Plimax deq@ max. i (cm) 0.99 0.99
o Focal Length FLx (cm) 9.00 3.00
5 FLy (cm) 5.00 5.00
Ipa3@ MLax /paQ@ max. Ml (Wfem’) 439.99
TX-Level (dB) 0 0 0 0
%0 g Focus (mm) 40.00 90.00 30.00 30.00
s PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: P8-4

At surface

Ml
Index Label Scan
Maximum Value 0.03
FDA IEC Units
p.3 Pra (MPa) 0.06
$ Wp P (mw)
E min of [W.3(Zi), Min. of [Pa(zs), (mW)
€ A3@) Jtap{za)]
Q 7 Zj (cm)
é Zbp Zop (cm)
S e » (em)
¥ Z@PI3m.x Z @ max. fpa  (cm) 2.30
o ded(zn) Peq(2b) (cm)
fc fawf (MHz) 3.64
< Dim. of Aaprt X (cm)
Y (cm)
PD fd (psec) 1
§ PRF prr (Hz) 12019.20
E  Pr@ PHmax P.@ max. /i (MPa) 0.08
% deq@ Plimax d,@ max. o (cm)
Q Focal Length FLx (cm) -
5 FLy (cm)
Ipa.3@ MLax Ipa,0@ max. Ml (W/cm*”) 0.77
TX-Level (dB) 0 -
Focus (mm) 46.50 -
PRF(prr) (Hz)
a This Index is not relevantto this operating mode,
b This transducer is notintended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

Operating mode: SCW-mode

Non-scan

TIB TIC
Non-scan
Below surface
4.09 4.09 6.00
586.86 237.39
235.96
2.30
1.48
2.30
0.99
3.64 3.64 3.64
0.96 0.96 0.96
0.80 0.80 0.80
0.99 0.99
4.65 4.65
5.00 5.00
0 0 0
46.50 46.50 46.50

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Operating mode: 2D-Mode

Transducer model: VF16-5

Index Label

Maximum Value

FDA IEC
Pr3 Pr.
2 wo P
®
b minof w3zi), Min. of [Pa(z»).
n o tA3@)1 haa(Zs)]
cy?' pa z,
[ Zop
g >
= .
V. 2@P113wx z (g max, jpia
o dedzsp)
M fe ranf
<
Dim. of Aaprt
PD u
c
6 PRF prr
<0
E P.@ Plma, max. I
£ d,@ PlLax deq@ max. /pi
b Focal Length FLx
£
o FLy
Ipa3@ Mimax Mmn@ max. MI
& TX-Level (dB)
nb
Focus (mm)

~  PRF(prr) (Hz)

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(psec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(Wicm’)

[¢]
a This Index is notrelevant to this operating mode
b

Ml

90.42

4.39

670.58

15.00

Scan

16.54

8.00
0.50
0.30

1.50
1.50

15.00

This transducer is not intended for transcranial or neonatal cephalic uses,

c This formulation for TIS is less than that for an alternate formulation in this mode,

TIS TIB TIC

Non-scan Non-scan

At surface Below surface

44.81

- 8.00
1.33
0.30

400

1.50

40.00

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: VF16-5

Index Label

Maximum Value

FDA IEC
p.-3 Pra
®  wo P
®
I'E‘> min of [W 3(Zi), Min. of (Pa(z,),
(3 Ita.3(Zi)] lup(Za)]
U zi z.
§ 2p
< Iy pa)
@ 2@PIl.3m., z (g max. /pit,
<0
0 d«,(z,)
gl fc n
<
Dim. of Ajprt
PD d
'% PRF prr
¢ Pr@ Pllmax P.(g max. /o
£ doq@ Plimax <i«@ max. fpi
%) Focal Length FLx
6 FLy
Ip.3@ Mimax Im <) max. MI

% ° TX-Level (dB)
6 b
Focus (mm)

PRF(prr) (Hz)

a This Index is not relevant to this operating mode

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(ycec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(W/cm*)

Operating mode: Color/ Power

M

0.43
100,15
2,85

282.39

22.60
100.15

Scan

26.79

5.33
0.50
0.30

2.15
1,50

0
21.50
488.09

b This transducer is not intended for transcranial or neonatal cephalic uses,

#* o
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TIS TIB TIC
Non-scan Non-scan

At surface Below surface

20.01

5.33
0.50
0.30

0.44
2.15
1,50

21.50
488.09

This formulation for TIS Is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: VF16-5

Index Label

Maximum Value

FDA

p.3
Wo

1tA3(Z,)]
Zi

Z@Pl3m.»
<heq(Zsp)

fc

A <o50d Asows, 0O 5

Dim. of Aaprt

PD

PRF

Pr@ Plimax
deq@ Plimax
Focal Length

omg oMLy o

Ipa3@ MLax
%0 o TX-Level
Focus

o ~ PRF(pm)

T ®

°

min of [W 3(Zi),

(dB)
(mm)

(Hz)

Min. of [Pa(zs),
Je.u(Zs)]

Zs

Zbp

Zh

z@ max. /pia
d.(Zb)

wf

u

prr

Pf(g max. /pi
d.,@ max. /pi
FLx

FLy

Irm@ max. Ml

Operating mode: Pulsed Doppler

Ml
1.17
Units
(MPa) 2.70
(mw)
(mw)
(cm)
(cm)
(cm)
(cm) 0.70
(cm)
(MHz) 5.33
X (cm)
Y (cm)
(psec) 0.70
(Hz2) 1220.70
(MPa) 3.07
(cm)
(cm)
(cm)
(W/ecm*) 415.84
0
19.00
1220.70

This Index is not relevant to this operating mode,

TIS

Scan

At surface

1.30

51.22

- 5.33
1.42
0.30

6.01
1.50

0
60.10

Non-scan

1220.70

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

Below surface

TIB

Non-scan

29.75

0.41
5.33
0.45
0.30

0
19.30

1953.13

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)
Transducer model: VF16-5

Index Label

Maximum Value

FDA
Pr.3
Wo

Itad(zi)]
I

Zop

Z@PII3m.x
deq(Zsp)

o a.; Noow _Oﬁgmee

fc
Dim. of Aaprt

A

PD

PRF

Pr@ Plimax
d,@ PIL,
Focal Length

9 %g ommegoo

Ipa.3@ Mirtax
TX-Level
(¥4

Focus

PRF(prr)

T

°

min of [W.3(Zi),

(dB)
(mm)

(Hz)

Min. of (Po(Zs).
Itaa(Za)]

Zs

Zbp

Zh

z @ max. lpia
Peq(Zb)

fanf

u

prr

P,@ max. /pi
Peg® max. /pi
FLx

FLy

Ipar.® max. M|

Operating mode: M-mode

mi
1.28
Units
(MPa) 3.62
(mw)
(mw)
(cm)
(cm)
(cm)
(cm) 0.70
(cm)
(MHz) 8.00
X (cm)
Y (cm)
(fisec) 0.25
(Hz) 384.00
(MPa) 4.39
(cm)
(cm)
(cm)
(W/em~) 670.58
0
15.00

This Index is not relevant to this operating mode,

TIS

Scan

At surface

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mexJe.

Non-scan

0.22

1.10
1.07

8.00
1.33
0.30

4.00
1.50

40.00

Below surface

TIB

Non-scan

0.22

0.71
8.00
1.33
0.30

40.00

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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TIC

35.00

5.33
0.45
0.30

0.41
1.93
1.50

0
19.30
1953.13

TIC

8.00
1.33
0.30

0.71
4.00
1.50

40.00

WMHcTpyKumsa no
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds Ml or Tl value of 1,0)
Operating mode: 2D-Mode

Transducer model: CH5-2

Index Label

Maximum Value

FDA
in 3
B We
a
E  min of [W 3(zi),
gg A3
o zi
3
Q
0
<
B 2@Pmam
© deazen)
leq(Zsp;
n
u
<
Dim. of A,prt
PD
Cc
G PRF
©
Pr@ Plima.
EC d.®@ PM,,
® Focal Length
g
o
N TX-Level (dB)
©8
Focus (mm)
KO0
PRF(prr) (Hz)
a

o

IEC
Pra
P

Min. of [Po(Zs),

z,

Zb

z @ max. /pia
"eq(Zb)

ranf

fd

prr

Pr@ max. /pi
Clea@ ntax, /pi
FLx

FLy

Jos max. Ml

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y(cm)
(uSec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(Wicm?)

This Index is not relevantto this operating mode,

M

0.70
13.63
2.95

382.54

60.00

Scan

1.83

173.11

222
2.86
1.40

8.00
5.00

80.00

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS TIB TIC
Non-scan Non-scan

Atsurface Below surface

- 504.47

2.22
3.63
1.40

2.54
- - 10.00
5.00

- 100.00

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the mawmum index value is not reported for Uie reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: CH5-2

Index Label

Maximum Value

FDA
o P3
.% Wp
E) min of (WsfZt),
o Itad@idl
@ Zi
<
;L Z@PIL3r,,
Q d.(z,)
% fc
<
Dim. of Aaprt
PD
c
P PRF
©
E Pf@ Plim».
£ dws PiLa,
J’? Focal Length
5
Ip.3@
11 TX-Leve! (dB)
LI Focus (mm)
PRF(prr) (Hz)
a
b
c
#

IEC
Pra

=)

Min. of [Pp(z,),
Na,c(Z.)!
Zj

Zh
z (g max. /pia

d,(zi,)

prr

P.@ max. /pi
max. /p,

FLx

FLy

Ire max. Ml

Units

(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(psec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(Wicm*)

This Index is not relevant to this operating mode,

WHCTPYKUMsA Nno akcnayaTauuu
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Operating mode: Color/ Power

Ml

100.15
1.97

147.21

130.00

100.15

Scan

171.46

2.67
0.72
1.40

2.92
5.00

0
29.20
1953.13

This transducer is not intended for transcranial or neonatal cephalic uses,

TIS TIB TIC
Non-scan Non-scan

At surface Below surface

207.79

2.00
0.52
1.40

0.97
2.17
5.00

0
21.70

5580.36

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: CH5-2 Operating mode: Pulsed Doppler

MI TIS TIB TIC

Index Label Scan Non-scan Non-scan
At surface Below surface

Maximum Value 1.03 3.35 6.00 6.00
FDA IEC Units
P3 Pra (MPa) 1.46
z Wo P (mw) - 341.77 442.72
E] min of [W,3(Zi). Min. of [Pa(zs), (MW) 263.48
(5? 1tA3(Zi)] hao(zs)]
U Zi zj (cm) 2.20
30 Zpp Zbp (cm) 2.05
< 2sp b (cm) 4.20
k3 Z@PI1,3m.x z @ max. /pio  (cm) 4.20
éQ " eq(zsp) deq("b) (cm) 1.87
fc fawf (MHz) 2.00 - 2.67 2.00 2.00
) Dim. of Aaprt X (cm) - 1.05 1.96 1.91
Y (cm) - 1.40 1.40 1.40
PD fd (lisec) 1.87
8 PRF prr (Hz) 152.59
E(D Pr@ Plimax P.@ max. /d (MPa) 1.95
% deg@ Plimax deq@ max. i (cm) 1.87 1.84
® Focal Length FLx (cm) 4.19 7.56
o FLy (cm) - 5.00 5.00
lpa3@MU. IpaQ@ max. M1 (W/cm?) 136.71
2(0 g TX-Level {dB) 0 - 0 0 0
Focus (mm) 131.20 - 41.90 78.00 75.60
PRF(prr) (Hz) 152.59 3906.25 1953.13 2170.14

This Index is not relevant to this operating mode.

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: CH5-2 Operating mode: M-mode
mi TIS TIB TIC

#* 0 T o

Index Label Scan Non-scan Non-scan

Atsurface Below surface

Maximum Value 1.48 0.38 0.98 1.45
FDA IEC Units
Pr3 Pra (MPa) 2.21
$ Wo P (mw) - 130.16 189.13
E  min of [W.3(Zi), Min. of [Pp(Za). (mW)
E a3 ffaq(rs)] 3595
o z. Zs (cm) 4.40
$ Zpp (cm) 4.38
<8 25p 20 (cm) 4.40
]Eb Z@PI1.3m.x z @ max. /pia  (cm) 3.80
9 deq(Zsp) ~eq(2b) (cm) 2.92
e ranf (MHz) 2.22 2.22 2.22 2.22
< Dim. of Aaprt X (cm) 4.77 4.77 5.96
Y (cm) 1.40 1.40 1.40
PD u (y3ec) 0.70
,8 PRF prr (Hz) 384.00
é) Pr@ Plimax P.@ max. /i (MPa) 2.95
Zc deq@ Plimax deg@ max. /pi (cm) 2.92 3.26
® Focal Length FLx (cm) - 13.00 16.00
'ﬁn FLy (cm) 5.00 5.00
ipa3@ MLax /pa,g@ max. Ml (W W) 382.54
5 0 TX-Level (dB) 0 0 0 0
° Focus (mm) 60.00 130.00 130.00 160.00

S-5 PRF(prr) (Hz)

a  This Index is not relevant to this operating mode,

b This transducer is not intended for transcranial or neonatal cephalic uses,

¢ This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Per transducer/mode that exceeds MI or Tl value of 1.0)
Transducer model: C6-2 Operating mode: 2D-Mode

Mi TIS TIB TIC
Index Label Scan Non-scan Non-scan

At surface Below surface

Maximum Value 1.38 2.58 - 6.00
FDA IEC Units

@ p.3 Pra (MPa) 2.18

8 We P (mW) 175.91 - 414.44

E min of [W.3(zi), Min. of [Po(z,). (mW)

% tTA3@) 1.aa(Z9)]

% 2i 23 (cm)

3 2p (cm)

4 » em

Ej Z@PI1.30,.« z (g max. fia  (cm) 4.60

g d«(@2p) dag|(2b) (cm)

91 fe (MHz) 2.50 3.08 - 3.08

= Dim. of Aaprt X(cm) 2.13 - - - 2.13

Y (cm) 1.10 - - - 1.10

PD d (nsec) 0.88

§ PrF prr (Hz) 29.02

&’ Pr@ Plimax max. /g (MPa) 3.25

£ deq@ Plimax da®max. /i (cm) . 173

b Focal Length FLx (cm) 6.00 6.00

£ FLy (cm) 6.20 6.20
Ip.3@ML, Ipa,a@ niaX. Ml (W/cm?) 228.44

& o TX-Level (dB) 0 0 0

Focus (mm) 60.00 60.00 60.00

O ~ PRF(prr) (Hz)
This Index is notrelevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37
(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: C6-2 Operating mode: Color/ Power

Ml TIS TIB TIC
Index Label Scan Non-scan Non-scan

Atsurface Below surface

Maximum Value 0.88 2.58 3.63
FDA IEC Units
p.3 Pra (MPa) 1.39
We P (mw) 162.70 - - 374.61
g min of [W 3(Zi), Min. of [Pa(Z), (mw)
2 Ita3@)] ap(za)]
S z| zZ, (cm)
3 (cm)
< m (em)
§ Z@PIIL.3™, z (@ max. /pa  (cm) 4.90
g d«(Zb) (cm)
fe fanf (MHz) 2.50 3.33 3.33
° bim. of Apr, X (cm) 1.48 - 4.75
Y (cm) 1.10 - 1.10
PD u (nsec) 1.48
5 PRF prr (Hz) 100.15
@ b.@ Pllrax Pi@ max. i (MPa) 2.12
éé d«,@ Plimax «,@ max. /pi (cm) - 2.58
o Focal Length Fix (cm) 5.98 - 25.43
5 FLy (cm) 6.20 6.20
Ipa3@ Mimax Ipa,a@ max. Ml (W/cm*) 207.16
s o TX-Level (dB) 0 0 - 0
Focus (mm) 100.00 59.80 254.30
s-o PRF(prr) (Hz) 100.15 195.31 100.15
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c This formulation for TIS is less than that for an alternate formulation in this mode
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: C6-2

Index Label

Maximum Value

FDA IEC
Pr3 Pra
Wo P
®
EI min of [W,3(zi), Min. of [Pa(Zs),
@ tA3@)] Aaa(z,)]
Q
O 1z z
§ Zpp Zop
< Zsp b
% Z@PIl.3maK 2 @ max. /pio
o ded(zsn) eq(2Zb)
u fanf
<
Dim. of Aaprt
PD fd
c
6 PRF prr
© .
E Pr@ Plimax max. /pj
£
deq@ Plimax max. /,
Focal Length Fix
o FLy
Ipa3@ Ipa,a@ max. M|
% o TX-Level (dB)
0 b e
® o ocus (mm)

0 0 PRF(prr) (Hz)

a This Index is notrelevant to this operating mode.

Units
(MPa)
(mw)
(mw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)

(ww)

Operating mode: Pulsed Doppler

Ml TIS TIB TIC
Scan Non-scan Non-scan
At surface Below surface
0.88 3.54 3.54 6.00
1.39
350.99 123,84
223.24
4.00
1.99
4.00
3.60
1.33
2.50 - 3,33 3.33 3.33
1.25 1.25 0.19
1.10 1,10 1.10
1,45
152.59
1.90
1.33 0.52
5.11 0,83
6.20 6.20
129.45
0 - 0 0 0
92.60 51.10 51.10 8.30
152.59 3255,21 3255,21 3255.21

b This transducer is not intended for transcranial or neonatal cephalic uses.

This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: C6-2

Index Label

Maximum Value

Operating mode: M-mode

Mi TIS TIB TIC
Scan Non-scan Non-scan
Atsurface Below surface
1,17 0.62 0.72 1.70
1.85
94,08 171,17
52,08
3.40
2.59
3.40
3.20
2.24
2.50 - - 2.50 2.50 2.00
2.13 3,57 4.52
1.10 1.10 1.10
0.68
384.00
2.44
2.24 2.52
- - 6.00 20.00
6.20 6,20
333.08
0 0 0 0
40.00 60.00 100.00 200.00

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

FDA IEC Units
p.3 Pa (MPa)
2 wo P (mw)
FD min of [W,3(Zi), Min, of [Po(Zs). (mW)
&) Ita.3(Zi)L facz(za))
p Zi Zj (cm)
3 Zp (em)
< ) (em)
8 Z@PN,3m.K z (g max. /p.a (cm)
o Clea@sn) d«,(Zb) (cm)
. ou Jank (MHz)
Dim. of Aaprt X (cm)
Y (cm)
PD fd (nsec)
g PRF prr (Hz)
CED Pr@ Plimax Pi(@ max. /pi (MPa)
20 deg@ Plimax <dag@ max. /pi (cm)
éD Focal Length FLx (cm)
6 FLy (cm)
Ipa3@ MU, Ipa0@ ITiaX. Ml (W/cm*®)
%) o TX-Level (dB)
* Focus (mm)
PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: AcuNav 8F, SoundStar eco 8F

Index Label

Maximum Value

FDA
P.3
@ wo
)
E  min of [WsfzZi),
2 1mae)
cL
o zZ,
3
o
n
<
W zapusm,
n
o
ot
<
Dim. of Aprt
PD
§  PRF
© Pr@ Plim«
£ Plim..
® Focal Length
£
o
p3@ ML,
& o TX-Level (dB)
2 Focus (mm)
O™  PRF(prr) (H2)

# o0 ow

IEC

Pra

P

Min. of (Pe(z»).
Nac(Zs)]

zs

Zp

i)

z@ max. /pio

Cleq(Zt)

Jp*n(® max. Ml

Units
(MPa)
(mW)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(fisec)
(H2)
(MPa)
(cm)
(cm)
(cm)
(ww)

This Index is not relevant to this operating mode,

MI
Scan
0.74 1.25
1.65
52.50
1.40
5.00 5.00
0.70
0.20
0.36
40.00
211
6.00
1.00
113.15
0 0
20.00 60.00

This transducer is not intended for transcranial or neonatal cephalic uses,

Operating mode: 20-Mode
TIS TIB TIC
Non-scan Non-scan
Atsurface Below surface
- - 2.69

- 45.57

- - 5,00
- - 0.70
- - 0.20

- 0.42
- 6.00
- 1.00

60.00

This formulation for TIS is less than that for an alternate formulation in this mode
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: AcuNav 8F, SoundStar eco 8F

Index Label

Maximum Value
FDA

Pr3

Wo

min of [W3(Zi),
lta3(z,)1

Zi

Z@PlI3m.<
“eq(Zsp)

fe

Dim. of Aaprt

AgPOLil Ao wr o Sgomg

PD

PRF

Pr@ Plimax
d«™ PHm«
Focal Length

Gog P gRoo

Ip.3@MImax
TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

o o o

IEC

Pra

3

Min. of [Po(z.),
luAz.)]

Zs

7

z @ max, /pia
Peq(Zb)

Lx

fd

prr

P.@ max. fo
deq@ max. /fpi
FLx

FLy

Ina,*. max. Ml

Units
(MPa)
(mW)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(Msec)
(H2)
(MPa)
(cm)
(cm)
(cm)
(Wicm*)

This Index is not relevant to this operating rrx)de.

Operating mode: Color/ Power

MI TIS TIB TIC
Scan Non-scan Non-scan
Atsurface Below surface
0.60 1.08 - - 2.47
1.34
45.36 41.84
1.20
5.00 5.00 - - 5.00
0.70 - - 0.70
0.20 - - 0.20
0,73
100.15
1.65
- 0.42
9.46 - 9.46
1.00 1.00
32.35
0 0 0
50,00 94.60 94.60
100.15 6250.00 6250.00

This transducer is not intended for transcranial or neonatal cephalic uses,

This formulation for TIS is less than that for an alternate formulation in this mode.

# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

WNHCTPYKUMUsi no akcnayartauum

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

F - 39



Mpunoxenne F TMoco6ue no akycTU4eCKOW MOLLHOCTU

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: AcuNav 8F, SoundStar eco 8F Operating mode: Pulsed Doppler
Mi TIS TIB
Index Label Scan Non-scan Non-scan
At surface Below surface
Maximum Value 0.59 - 1.65 3,15
FDA IEC Units
p.3 Pra (MPa) 1.32
®  wo p (mw) 97.56
F‘B min of [W.3(Zi), Min.of(p v .,  (mW) 69.30
Q ItA3(Zi)] l.aa(Zs)]
u z Yis) (cm) 1.20
3 Zp (cm) 0.64
2 2 (cm) 1.10
% Z@PII3m.x Zo max. fpio  (cm) 1.20
deq(Zsp) d«.(Zb) (cm) 0,41
n f ranf (MHz) 5.00 - - 5.00 4.00
Dim. of Aaprt X(cm) - 0.70 0.65
Y (cm) - 0.20 0.20
PD ta (psec) 0.73
6 PRF brr +2) 100.16
EIO Pr@ Plimax P.@ max. fi (MPa) 1.62
£ deq@ Pllma* c/«,@ max. fpi (cm) 0.41
[D Focal Length FLx (cm) - 1.53
5 FLy (cm) - 1.00
Ipa3@ MLax Ipa,a@ max. m 1 (Wicm*) 32.88
0. 0 TX-Level (dB) 0 - - 0 0
Focus (mm) 20.00 - - 15.30 13.00
o PRF(prr) (Hz) 100.16 - - 17361.10 19531.30

This Index is not relevant to this operating mode
This transducer is not intended for transcranial or neonatal cephalic uses.
This formulation for TIS is less than that for an alternate formulation in this mode.

* o o ®

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

3.86

58.94

5.00
0.57
0.20

0.38
1.15
1.00

0
11.50
19531.30

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: AcuNav 8F, SoundStar eco 8F Operating mode: M-mode
M TIS TIB
Index Label Scan Non-scan Non-scan
Atsurface Below surface
Maximum Value 0.74 0,94 0.94
FDA IEC Units
Pr3 Pra (MPa) 1,65
B wo , (mw) 5.84
E min of [W3(zi), Min. of [Pq(Zs), (mW) 39.48
HA3(Zi)] Jtaa(Zs)]
o Z 79 (cm) 1,00
g Zop (cm) 0.64
2 Zsp i) (cm) 1.00
1D r@rPl1z™< z@ max. fpia (cm) 1.40
8 dee(Zsp) (cm) 0.42
oot fanf (MHz) 5.00 - - 5.00 5.00
Dim. of Aaprt X (cm) - 0.70 0.70
Y (cm) 0.20 0.20
PD f (psec) 0.36
§  PRF prr (Hz) 384.00
[EO Pf@ Plimax Pf(g max. /pi (MPa) 2,11
EC dog@ PlLax deq@ max. /pi (cm) 0.42
[CO Focal Length Flx (cm) 6.00
6 Fly (cm) - 1.00
Ip,3@MLa. lpa.a@ max. M1 (W W) 113.15
s 0 TX-Level (dB) 0 - 0 0
o Focus (mm) 20.00 - - 60.00 60.00
PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
¢ This formulation for TIS is less than that for an alternate formulation in this mode
# No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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TIC

2.02

34.22

5.00
0.70
0.20

0.42
6.00
1.00

60.00
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: V5Ms

Index Label

Maximum Value
FDA

P.3

Wo

min of (W 3(Zi),
11A3(Z,)]

Zi

XNy cO=amee

Dim. of Aaprt

PD

PRF

Pf@ Plimax
dec® PILax
Focal Length

Og o™ mz=tpe

TX-Level (dB)
Focus (mm)
PRF(prr) (Hz)

o~
oo

* o T »

IEC

3
Min. of [Pa(").
luc(Z.)]

Zs

Zp

7o

z @ max. /oia
d«(Zb)

fent

fa

prr

P,® max. fp.
d,c@ max, /pi
FLx

FLy

Ipa,0@ max. m |

Units

(MPa)
(mW)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(nsec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(Wicm’)

This Index is not relevant to this operating mode,

This transducer is not intended for transcraniai or neonatai cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Operating mode: 2D-Mode

MI

<1

2+

Scan

<1

TIS

TIB TIC

Non-scan Non-scan

Atsurface

Below surface

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: V5Ms

Index Label

Maximum Value
FDA

p3

Wo

min of [W3(Zi),
lta3(z,)1

Zi

Zp

4«(z,p)
fo

Dim. of Aaprt

Ao 36 Ao gFO® NMEeT

PD

PRF

Pr@ PYwax
deq@ Pllmax
Focal Length

@ 68 o m5To

Ipa3@ Mimax

TX-Level (dB)
Focus (mm)
O ~ PRF(prr) (Hz)

o™
To

#* o o ®

Min. of [Pp(Zs),
l.aa(Za)]

zs

Zp

i)

z @ max. /fpia
dei(Zb)

u

prr

p.@ max. fpi
max. /i

FLx

FLy

Ip» 35>, Max. M |

Units

(MPa)
(mW)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
(u3ec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(W/cm’)

This Index is not relevant to this operating mode.

This transducer is not intended for transcraniai or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Operating mode: Color/ Power

MI

<1

L

Scan

<1

TIS

TIB TIC

Non-scan Non-scan

Atsurface

Below surface
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)

Transducer model: V5Ms

Atsurface

MI
Index Label Scan
Maximum Value 0.52
FDA IEC Units
P.3 Pra (MPa) 0.99
o Wo P (mw)
E  min of [W.3(zi), Min. of [Pa(2s), (MW)
B Ita3ei)] o
% 2i Zj (cm)
9 “tp (em)
< s} (cm)
ﬁ Z@PI1.3m.x z@ max. jpia  (cm) 2.00
"eq(2sp) Cleq(Z) (cm)
8 fc fanf (MHz) 3.64
: Dim. of Aaprt X(cm)
Y (cm)
PD d (psec) 1.04
8 PRF prT (Hz) 8680.56
1 Pr@ Plirrax Pr@ max. /i (MPa) 1.28
Ec dog@ PlLax deq@ max. fpi (cm)
¢  Focal Length FLx (cm)
‘0 FLy (cm)
lL.3@ ML, /paq@ max. M1 (W/cm') 42.43
s o TX-Level (dB) 0
R Focus (mm) 19.00
PRF(prr) (Hz) 8680.56

This Index is not relevant to this operating mode,
This transducer is not intended for transcranial or neonatal cephalic uses,

* o o o

This formulation for TIS is less than that for an alternate formulation in this mode.

Operating mode: Pulsed Doppler

Non-scan
Below surface

0.47

27,12

3.40
1.46

3.64
0.96
0.77

6.06
6.00

0
60,60

8680.56

TIB

Non-scan

1.47

36.06

0.97
3,64
0,96
0.77

0
19.60

9191.18

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

29.24

3.64
0.81
0,77

0,89
1,63
6.00

0
16.30

10416.70

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)

Transducer model: V5Ms

Atsurface

MI
Index Label Scan
Maximum Value 118
FDA IEC Units
Pr3 Pra (MPa) 2.36
g Wo P (mw)
cED min of [W3(zt), Min. of[Po(Zs). (mW)
Q HA3(2i)] leaq(zs)]
o Z (cm)
zp (em)
ﬁ b (cm)
B zeriama 2 (g max. fpia  (cm) 0.90
én deq(Zsp) “eq(Zb) (cm)
H fawf (MHz) 4.00 -
h Dim. of Aaprt X (cm) -
Y (cm) -
PD fd (psec) 0.45
g PRF prr (H2) 384.00
1 Pr@ Plimax Pf@ max. /i (MPa) 2.67
% dog@ Plimax Cleg@ max. /pi (cm)
C}; Focal Length FLx (cm) -
6 Fly (cm) -
1pa3@ MLax /pa,0@ max. m 1 (W/cm') 254,42
s o TX-Level (dB) 0 -
® Eocus (mm) 10.00 -
PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
¢ This formulation for TIS is less than that for an alternate formulation in this mode.
#
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Operating mode: M-mode

Non-scan

Below surface

0.11

5.78

3.00
1.46

4.00
0.96
0.77

5.00
6.00

50,00

TIB

Non-scan

0.24

1.79

1.90

0.97

4.00

0.96
0.77

0.97

20.00

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

TIC

0.16

6.21

4.00
0.96
0.77

0.97
5.00
6.00

50,00
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Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Per transducer/mode that exceeds MI or Tl value of 1.0)
Transducer model: AcuNav 10F, SoundStar 10F & eco 10F

Index Label

Maximum Value

Mi

0.74

1.65

1.40

5.00

0.36

40.00
211

113.15

20.00

Scan

52.50

5.00
0.70
0.20

6.00
1.00

60.00

FDA IEC Units
p.3 Pr. (MPa)
®  Wo 3 (mW)
g min of [Wsfzi), Min. of (¢ (mw)
& HA3(Z)L
o zi z, (cm)
D (cm)
<8 2 (cm)
® r @ max. /pj0  (cm)
§ d.(zb) (cm)
Yfe (MHz)
’ Dim. of Aprt X(cm)
Y (cm)
PD N (nsec)
5 PRF o (Hz)
‘EO Pr@ Pllmax ».e max. fpi (MPa)
£ 4@ Plma d.(g max. i (cm)
o  Focal Length FLx (cm)
£O FLy (cm)
Ip3@MU, /pa.o@ max. M1 (W/cm?)
so TX-Level (dB)
Focus (mm)
.« o  PRF(prr) (Hz)
a This Index is not relevant to this operating mode
b This transducer is not intended for transcranial or neonatal cephalic uses,
c
#

Operating mode: 2D-Mode
TIS TIB TIC
Non-scan Non-scan
Atsurface Below surface
2.69

- 45.57

- 5.00
- - 0.70
- - 0.20

0.42
6.00
1.00

- 60.00

This formulation for TIS is less than that for an alternate formulation in this mode.
No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and |IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1,0)
Transducer model: AcuNav 10F, SoundStar 10F & eco 10F

Index Label

Maximum Value

MI

1.20

0.73
100.15
1.65

32.35

50.00
100.15

Scan

45.36

5.00
0.70
0.20

9.46
1.00

0

94.60

6250.00

This formulation for TIS is less than that for an alternate formulation in this mode

FDA IEC Units
P.3 P-. (MPa)
$ Wo P (mw)
En min of [W3(Zi), Min. of (Pa(z,), (mW)
- IadEzi)] M ]
[
Zi 23 (cm)
3 Zbo (cm)
i
< b (cm)
§ Z@PI1,3™, Ze max. fpo  (cm)
g deq(zsp) de,(Zb) (cm)
fc (MHz)
<
Dim. of Aprt X(cm)
Y (cm)
PD d ("sec)
8 PrF ore (Hz)
? P,@ Plimax P.@ max. 1, (MPa)
& deq@ Plim.. d*.@ max. fi  (cm)
g] Focal Length FLx (cm)
5 FLy (cm)
Ip.3@Ml,,, « Ip*.0@ max. m1  (W/cm')
0 TX-Level (dB)
B¢
Focus (mm)
0.0
PRF(prr) (Hz)
a This Index is not relevant to this operating mode,
b This transducer is not intended for transcranial or neonatal cephalic uses,
c
#

WHCTpyKUMa no akcnayartauyumu
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Operating mode: Color/ Power
TIS TIB TIC
Non-scan Non-scan

Atsurface Below surface

- 41.84

- 5.00
- 0.70
- 0.20

- 0.42
- 9.46
- 1.00

. 0

- 94.60
- 6250.00

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.
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Acoustic Output Reporting Tabie — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: AcuNav 10F, SoundStar 10F & eco 10F

Index Label

Maximum Value
FDA

p.3

Wo

min of [W 3(Zi),
lta,3z,)1

Zi

Zsp
Z®PII,3m.x
deq(Zsp)

fc

Dim. of Aaprt

Ny coToN Asow ©Pagn oo

PD

PRF

Pr@ PlUax
deq@ Ptimax
Focal Length

D og o mg oo

Ipa3@ MI,3X
TX-Level (dB)
Focus (mm)
~  PRF(prr) (Hz)

B
go

# o oo O

IEC

Pra

[=]

Min. of [Pa(Z,),
laa(z,)]

zs

Zmp

o]

z @ max. fpio
*eq(2b)

Tanf

B3

prr

Pr@ max. /pi
c/,@ max /o
FLx

FLy

Ipa,0@ max. M|

Units
(MPa)
(mWw)
(mWw)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X(cm)
Y (cm)
("sec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(Ww)

This Index is not relevant to this operating mode,

MI

Scan

0.59

1.32

0.73
100.16
1.62

32.88
0
20.00
100.16

This transducer is not intended for transcranial or neonatal cephalic uses,
This formulation for TIS is less than that for an alternate formulation in this mode.

Operating mode: Pulsed Doppler

TIS
Non-scan
At surface
- 1.65

69.30

1.20
0.64

- 5.00
- 0.70
- 0.20

- 1.53
1.00

- 0
15.30

17361.10

Below surface

TIB TIC
Non-scan
3.15 3.86
97.56 58.94
1.10
0.41
4.00 5.00
0.65 0.57
0.20 0.20
0.41 0.38
1.15
1.00
0 0
13.00 11.50
19531.30 19531.30

No data is provided for this operation condition since the maximum index value is not reported for the reason listed.

Acoustic Output Reporting Table — Track 3, FDA 510(k) and IEC 60601-2-37

(Pertransducer/mode that exceeds Ml or Tl value of 1.0)
Transducer model: AcuNav 10F, SoundStar 10F & eco 10F

Index Label

Maximum Value
FDA

p.3

Wo

min of [W.3(Zi),
[ta.3(Zi)]

Zi

Zbp

zsp

Z@PIl.3m.<
tl«,(z.p)

fc

Dim. of Aaprt

AN o E;b/\oow :Pm;m&’

PD

PRF

Pr@ Plimax
daq® Plimax
Focal Length

U'I"E oth m Eoo

,.3@ Mim,

TX-Level (dB)

Focus (mm)
[e] PRF(prr) (Hz)

This Index is not relevant to this operating mode.
This transducer is not intended for transcranial or neonatal cephalic uses.

Min. of [Pp(z,),
tau(z,)]

zs

Zp

zb

z @ max. fpa
Y ,bl

~awt

fd

prr

Pf@ max. /o
max. /it

FLx

FLy

Ip».a@ max. M|

Units
(MPa)
(mW)
(mW)

(cm)
(cm)
(cm)
(cm)
(cm)
(MHz)
X (cm)
Y (cm)
(uaec)
(Hz)
(MPa)
(cm)
(cm)
(cm)
(Wicm?)

MI

Scan

0.74

1.65

1.40

5.00

0.36

384.00
211

113.15

20.00 - -

Operating mode: M-mode

TIS
Non-scan
At surface
0.94

39.48

1.00
0.64

5.00
- 0.70
- 0.20

6.00
1.00

60.00

This formulation for TIS is less than that for an alternate formulation in this mode.

No data is provided for this operation condition since the maximum index value is not reported for the reason Il
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Below surface

TIB TIC
. A
Non-scan ,
0.94 2.0n
5.84 34.22
1.00
0.42
5.00 5.00
0.70 0.70
0.20 0.20
0.42 0.42
6.00
1.00
0 0
60.00 60.00

MHcTpyKkyumna no

nmn

akcnnayartauyummn



MepeBof C aHTNNIACKOTO A3blka Ha PYCCKUA A3bIK

3asB/IeHNEe O COOTBETCTBUNA

MpoussoguTesnsb:

«CumeHc Megukan ContwweHc CLWA, NHK.» (Siemens Medical Solutions USA, Inc.)
685 East Middlefield Road
r. MayHTnH-Bblo, wtat KanndgopHua 94043

ABNAACL OTBETCTBEHHbIM  /INLOM, YNOJIHOMOYEHHbIM MNpPeAcTaBfifATb WUHTepecbl W
JelicTBoBaTb OT WMMeHM OGu3Hec-nogpasfenieHns «YnbTpa3BykoBas [AuarHocTuka»
kKomnaHun «CumeHc Meaukan ContoweHc CLWA, NHk.» (Siemens Medical Solutions USA,
Inc.), HacToAWMM MOATBEPXAal, Ha OCHOBAaHUM MW3BECTHOW MHe uHGOopMauuu, 4To
npefcTaB/ieHHble  HWKe  [OKYMEHTbl Ha yKa3aHHblii  NpOAYyKT, peanusyemblii  u
ncnosnb3yemblii  Ha Tepputopum Poccuiickoli ®depepaunun, ABAAKTCA MNOLJUHHBLIMYU,
MOMHLIMW U AENCTBUTENbHbLIMU:

MHcTpykuua no sakcnayataunn: ACUSON X600

MopgnucaHo B 1. MayHTUH-Bblo, KanudopHusa, 2 mapta 2016 T.

/MevaTtb/;
Wennun Mupc CumeHc Megukan ContoweHc, CLIA WHk.
OTpen perucTpaunn n cepTudmkaymm 685 East Middlefield Road

«CumeHc Megukan ContouweHc CLWIA, UHk.» . MayHTuH-Bblo, wtat KanndopHusa, CLUIA,
BusHec-nogpasneneHve «Ynotpassykosas 94043
AnarHocTuka»

MepeBoa BbINosHWA NepeBofuuk KoHoBanos Cepreii Neopruesuny
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Self- Truthfulness Declaration

Manufacturer:

Siemens Medicai Soiutions USA, Inc.
685 East Middlefield Road
Mountain View, CA 94043

As a responsible individual authorized to represent and act on behalf of Siemens
Medical Solutions USA, Inc. Ultrasound Business Unit, | hereby certify to the best of
my knowledge that the documents provided as below for the following product sold
and used in Russia is genuine, complete and valid:

Addendum Ne 2 to the User Manual

ACUSON X600 ultrasound diagnostic system with
accessories

Signed in Mountain View, California - December 15, 2016

Siemens
= | Medical
Shelly Pear® Solutions,
Regulatory Affairs USAInc”S

Siemens Medical Solutions USA, Inc.
Ultrasound Business Unit
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Siemens Medical Solutions USA, Inc.
685 East Middlefield Road Mountain View
CA 94043. USA

Addendum Ne 2 to the User Manual

ACUSON X600 ultrasound diagnostic system with accessories
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MepeBoA C aHTMIACKOTO A3blka Ha PYCCKMiA A3bIK

3asaB/ieHne 0 COOTBeTCTBUM

MponsBoaAnTENb:

«CnmeHc Meaukan ConwuweHnc CWA, Nuk.» (Siemens Medical Solutions USA, Inc.)
685 East Middlefield Road
r. MayHTUH-Bbto, wrat KanmdopHua 94043

ABNASACL  OTBETCTBEHHbLIM  JINLIOM,  YNOSIHOMOYEHHbIM  MPeACTaBNATb  UHTEpPeCbl U
fJelictBoBaTb OT UMMeEHW Ou3Hec-nogpasfeneHns «YnbTpa3BykoBas AMarHoCTuKa»
komnaHum «CumeHc Megukan ConoweHc CLUA, VHk.» (Siemens Medical Solutions USA,
Inc.), HacTosMayM MOATBEPXKAAD, Ha OCHOBAHMW W3BECTHON MHE WHopmauun, 4To
npeacTaB/iEHHble  HWXKE [OOKYMEHTbl Ha YKasaHHbl  NPOAYKT, peasm3yembli W
ncnonb3yemblii  Ha Tepputopum Poccuiickoii  depepaumun, SBASKOTCA  NOA/IMHHBIMK,
NOSTHLIMWN N AEACTBUTENbHLIMU:

MpunoxeHne Ne 2 K MHCTPYKLUMUKU NO aKcnnyatayuunun

Cuctema ynbTpassykoBasa gnarHoctnyeckasd ACUSON X600 c npuHagnexHocTam

MognucaHo B r. MayHTUH-Bbto, KanudopHus, 15 aekabpsa 2016 T.

/Mevartsb/:
LWennu Mupc CnmeHc Megukan ContoweHc, CLUA VIHK.
Otaen peructpaumm n ceptudmkaumnm 685 East Middlefield Road

«CnmeHc Megukan ContowieHc CLUA, NHk.» 1. MayHTUH-Bblo, wrart KanimdopHusa, CLUA,
BusHec-nogpasgeneHne «Ynotpassykosasa 94043
AnarHocTuka»
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«Siemens Medical Solutions USA, Inc.»
685 East Middlefield Road Mountain View, CA 94043, USA

tel. +(650)969-9112

MpunoxeHne Ne 2 K VIHCTpyKUUM MO 3KcnayaTtauum

CucTema yNibTpa3BykoBada AgnarHocTunyeckasa
ACUSONX600 c npnHaaneXxHoCTAaM
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1. HasHauyeHue MegULUUHCKOTO nU3aenus

1.1. HawumeHoBaHVe MeAVULMNHCKOro n3penuvs
Cuctema ynbtpassykoBas guarHoctudeckas ACUSON X600 ¢ nprHag1eXXHOCTAMMU.

1.2. HasHayeHue MeguUMHCKOro nsgenmsa
Cuctema ynbTpasBykoBasa pguarHoctuyeckad ACUSON X600 npegHasHadeHa nJis

cnepylowyx  TUMOB  MCCNEeA0BaHWUIA: KapAuonornyeckne UccnefoBaHusi  B3POC/bIX,
LepebpoBackyisipHble nccnenoBaHus, nccrnefoBaHns  nepudpepuiiHbix COCy/10B,
TpaHCKpaHuasbHble  UCCnefoBaHWs,  o6cnefoBaHue  nnofa,  abAoOMVHasIbHble U

neavaTpuyeckue WCCnefoBaHns, 06cC/efoBaHMe MOBEPXHOCTHLIX OpPraHoB, WCCNeAoBaHue
roNoBbl  B3POC/bIX, CTAHAAPTHbIE  MbILEYHO-CKENETHbIE  UCCNEAOBaHMSA,  akKyllepckue,
rMHeKonormyeckne (B TOM 4Mc/e, BK/IOYasi OTCMEXMBaAHWE Pas3BUTUA (DOIMKYIOB SAWYHKKA) W
yposiornyeckne uccrefoBaHusi C WCMOMb30BaHNEM PasHbiX Y/1bTPA3BYKOBbLIX AATYMKOB [/1s
pasHbIX TUMNOB UCC/IeA0BaHUIA.

1.3. TlMokasaHunga
Cuctema ynbTpassykoBad guarHoctmyeckads ACUSON X600 MOXeT MpUMeHATLCA O/
crefyLwmx TMNoB 06cnefoBaHuiA:

e O6CneaoBaHNsl OpraHoOB GPIOLLIHOM NOJIOCTK

» AopTa

» O6CcnefoBaHUSA MOJIOYHbIX Xenes .-
» Kapauonorunyeckme o6cnefoBaHus

» LlepebpanbHo-BackynsipHble o6cnenoBaHus

» PaHHuve akyliepckue o6cnefoBaHus

* JKCTpeHHas MeauUMHCKas MOMOLLb

» Oxorpadmsa nnoga

» ['vHekonornyeckme o6cefoBaHns

» O6cnefoBaHusa ckeneta v MblLuLy

» Akyllepckue obcrenoBaHus

» Akyllepckne obcnegosaHus (ons AnoHun)

» OpToneaunyeckne obcnenoBaHns

e O6CnenoBaHUs OpraHoOB OPHOLLIHOW NOIOCTY Y AeTel
e Oxorpadimyeckne obcnegoBaHus y geTei

» O6cnepoBaHus gnadparmel Tasa

» O6cnenoBaHNs nepuepuinHbix cocynos

» O6cnepoBaHmsa no4vek

» O6cnefoBaHMs MasibiX @aHATOMUYECKMX CTPYKTYP
» O6cnenoBaHus sAnYeK

» ObcnefoBaHnsa LWMTOBUAHON Xenesbl

» TpaHckpaHuasibHble 06cnefoBaHns

* Yponoruyeckne obcnegoBaHns
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» O6cnegoBaHnNs BeH

Cuctema ynbTpasBykoBad pguarHoctmyeckas ACUSON X600 npegHasHayeHa pAns
cnefywowmx  TUMNOB nccnefoBaHuii:  KapAuosorMyeckne  MccnefoBaHus B3pOC/IbIX,
LepebpoBackynsapHble  nccnefoBaHus, nccnenosaHuns nepudepuiiHbIx cocynos,
TpaHCKpaHuasibHble nccrefoBaHus, obcneposaHue nnoga, abaoMunHanbHble n
negvaTpuyeckne uccnegosaHusi, ob6cnefoBaHMe MNOBEPXHOCTHbIX OpPraHoB, Ucc/efoBaHue
ro/IoBbl  B3pOC/bIX, CTaHOAPTHble  MbILLEYHO-CKENEeTHble  WUCCNefoBaHus,  akyllepckue,
rmHekosiornyeckie (B TOM 4ucrie, BKIOYAs OTCNeXuMBaHue pasBuUTUSA DOSINKYIOB AUYHMKA) U
yposiormyeckMe nccnefoBaHnss C UCMNOSb30BaHUMEM pPasHbiX Y/1bTPa3BYKOBbIX AaTUMKOB [N
pasHbIX TMMNOB NCCNeA0BaHWIA.

14. TlpoTwnBOonokasaHus
YnbTpa3BykoBas cucTtema He npefHasHayeHa A1s optanbMonornyecknux obcnesoBaHuii.

YNbTpa3ByKOBble CUCTEMbI, Kak W Mpovyee MeAuUUHCKoe o060pyfoBaHue, WUCMNOb3yoT
BbICOKOYACTOTHbIE 3JIEKTPUYECKME CUTHasbl, KOTOpble MOryT co3faBaTb MoMexu B paboTte
UMNAAHTUPYEMbIX  YCTPOWCTB,  Hanpumep  KapguMoCTUMYMATOPOB U MMNAAHTUPYEMbIX
KapavosepTepoB-geubpunnatopos  (MKA). Echm  y  naumeHta  uMeeTcAa  Takoe
UMMNIaHTUPYeMOe YCTPOICTBO, HEOOXOAUMO MOMHMUTb, YTO Y/IbTPa3BYKOBOE CKaHWpOBaHUe
MOXeT co3faTb MOMexu A1s ero pabotbl. [Mpy BO3HWKHOBEHWMM MOLOOHOW cuTyauuu cregyet
HEMeZ/TIEHHO BbIK/THUYUTL Y/IbTPA3BYKOBYHO CUCTEMY.

1.5. BO3MOXHble NO6OYHbIE AEANCTBUA NPU UCNONb30BAHUN MEAUNLIMHOXOIO
n3lnenuva
Mpy wncnosb30BaHMKM YNbTPA3BYKOBOW CUCTEMbl Yy onepartopa NepuoavMyecku MoXeT
NosBAATLCA AMCKOMGPOPT B 06/M1aCTM KUCTEW, NasbLeB pyK, NpPeanseyunid, nned, rnas, Lew,
CMUHbI WKW B APYruUX YacTax Tena. MNpu BO3HUKHOBEHUU TakUX MPU3HAKOB, Kak MOCTOSAHHLIA Mv
BO306HOBIAOWMIACA guckoMmdopT, 60/b, YyBCTBO MNy/sibcauuu, Howwas 60/b, NOKasbiBaHUE,
OHEMEHME, OKEHWEe WM  TYronoABWXKHOCTb, CnefyeT CBOEBPEMEHHO 06paTtuTbca 3a
KOHCy/MbTauMein K KBauUuUpoBaHHOMY Chleuuanucty. 3TW  MpOosIBMIeHWs MOryT ObITb
cumntomamu POJA.

POOA wmoryt okasatbCs 60/1€3HEHHBIMM WM CTaTb  MPUYMHOI  NOTEHUMAsIbHO
WHBa/IMAM3UPYIOLLUX MOBPEXAEHUA HEPBOB, MbILL, CYXOXW/WA, CYCTaBOB WAW WHbIX YacTeWn
Tena. K POJA OTHOCATCS TakMe COCTOSHUA, Kak CUHAPOM 3anfACTHOIO KaHauia v TEHAUHUTBI.
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1.6. YkKasaHue BO3ZMOXHOCTMU N OCOOBEHHOCTEN MPUMEHEHNSA MEANLLMHCKOTO
n3genva gna ngen ¢ UMNAaHTUpyeMbIMN B OpraHnu3m vesioBeka
MeANLMHCKUMUN N34eNNAMN, 6epeMEHHbIX XXEHLLWH, XXEeHULNH B Nepunog,
rpyAHOro BCKapM/iMBaHuA, AeTel, B3pOC/blX, UMEKLWMNX XPOHN4YeckKmne
3abosieBaHus
YnbTpa3ByKOBble WUCC/EA0BaHNA BO BPeMsi GEpPeMEHHOCTM criedyeT MPOBOAMTbL TOSIbKO

Npu Ha/iMumMm cneumasbHbiX MeMUMHCKMX MoKa3aHuin. Melowasca Ha HacTosLWMA MOMEHT
NHhopMauusa OTHOCUMTENIBHO UX KIIMHUYECKON 3(hdpeKTUBHOCTM M 6€30MacHOCTU He No3BonseT
pekomeHaoBaTb npoBeaeHne Y3W B 06bIYHOW MpaKTUKe.

YNbTpa3ByKOBbIE CUCTEMbI, Kak U Mpovyee MeauUUHCKOe 060pyAoBaHve, UCNosb3yloT
BbICOKOUACTOTHbIE 3/MIEKTPUYECKME CUrHasIbl, KOTOPble MOFYT co3fjaBaTb MOMExu B paboTte
UMNAAHTUPYEMbIX  YCTPOWCTB,  Hamnpumep  KapguoCTUMY/SIATOPOB M MMMIAHTUPYEMbIX
KapanosepTepoB-gecunbpunnatopos  (MKD). Echv  y  nauueHTa  MMmeeTca  Takoe
UMMIaHTUpyEeMOe YCTPOWCTBO, HEOOXOAUMO MOMHWTb, UTO Y/bTPa3BYKOBOE CKaHWpPOBaHWeE
MOXEeT c034aTb MoMexu s ero pabotbl. MpyM BO3HUKHOBEHMM MOAOGHOW cuTyauuu cnegyet
HeMeO/1eHHO BbIKMHOUYUTL Y/1bTPA3BYKOBYIO CUCTEMY.

1.7. CBefgeHusa o0 BO3MOXXHOM BJIMSSHUM UCMNOJ/1b30BaHMA MeguLUUHCKOT O
n3aennsa Ha CNoCOBHOCTb YNPaBAsaAThb TPAaHCNOP THbIMU CpeacTBaMu,
MexaHn3mMamu

JaHHbIX HeT.

1.8. Ycnoswua akcnayaTaumu

JasneHune ot 700 rMa go 1060 rMa
OTHOCUTENbHAA BIAXHOCTh: 10 - 80%, 6e3 koHAeHcaLumm
Temnepatypa: -

Cuctema oT+10°Cpo +40°C
MaTpuyHble AaTymKu oT1+10°C pgo +40°C

(3a ucknroueHnem MC9-4, C6P2, C8P3, EYOP3)

C6P2, C8P3 oT+10°C pgo +40°C
EY9P3 ot +10°C go +40°C
IMyykoBble HENPEpPbLIBHO- BO/THOBbIE AATUYNKK oT1+10°C po +40°C
CWw2, CW5
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1.9. YcnoBus NnpyMeHeHNs MeMLMHCKOI0 U3aenmnst B MeULUUHCKMX

opraHnMsaunax, B MNOABU>KHBLIX T PaHCMOPTHbLIX CPEACT BaX, B MOJIEBbIX

WA JOMALLHUXYCNOBMAX, ANst 06LL'Ero UM MHAUBUAYANbHOTO
MPUMEHEHNS

V3genne npefHasHayeHO 1S WCMOMb30BaHUS B MEAULMHCKUX YUPEXAEHUSIX.
Pa6oTaTb C 3TUM MEAVLMHCKUM U3ae/IMeM MOTYT Mosib3oBaTenn, MMerLLMe A0CTaTOUHbINA
YPOBeHb KBa/IMMKALMM W ONbIT UCC/ef0BaHWIA AMarHOCTUYECKOM BU3YasIn3aLmm.
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MepeBOA C aHITMIACKOTO f3blKka Ha PYCCKUIA A3bIK

/Meyatb/:
CunmeHc Megukan ContoLleHc, CLWA WHK.

685 East Middlefield Road

r. MayHTuH-Bblo, witat KanudopHus, CLUA,
94043
12/15/2016
Moanuce
Mepesen iL- KoHoBasnoB Ceprei Meoprmesuny

"opoa MockBa.

[BajLatb BTOPOro fekabps fBe TbICAYM LIeCTHAALATOro roja.

A, YainunH Cepreidi AHaTOMbEBMY, BPEMEHHO WMCMOJTHAOLWNIA 0693aHHOCTN HOTapuyca
ropoga Mocksbl Munesckoro Bnagucnasa [MeHHagueBn4a, CBUAETENLCTBYHO MOAIMHHOCTb
noanucu, caenaHHoi nepeBogunMkoMm KoHoBasnoBbiM Cepreem [eoprmeBMYeM B MOEM

1M4YHOCTL ero ycTaHoB/IEHA.

3apULPFC/Tpi*BaHO B peecTpe 3aNe 2-5- 5 " 2

B3bicKaHo™Uo wpudy: 100 pyo6.

~ HOoTapuyc
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Bcero npoLwHypoBaHo,
NPOHYMepoBaHO U C/pPernIeHo

neyaTbio nuwAa, -oB)
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