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Humidity limitation

Atmospheric pressure limitation

3.2. General Safety

Waming
¢ Only authorized personnel shall perform any type of repair on the SONON 300C. Never attempt to open a
transducer or transducer connector. This will avoid the warranty!

¢ Probes are not delivered sterile! Before the first use, itis MANDATORY to clean and disinfect probes to
avoid infections or disease transmissions!

¢ Probes must be cleaned and disinfected before they are replaced or disposed of.
« Do not modify this device without authorization of HEALCERION.
* Do not use the probe with high frequency surgical equipment. Doing so may damage the equipment.

« If you lose your tablet PC or smart phone, the stored data cannot be recovered. Please take care not to
lose these items.

¢ Do not touch the patient with iOS or Android mobile device when you use the 300C

«  Must comply with Operation condition; MBX. 10 mn with 10 mn restlng time.

Do not touch the patient and the charging connectors simultaneously.

This equipment should be used in compliance with applicable laws. Some jurisdictions restrict certain
uses, such as gender determination.

Changing the display settings can affect image quality and compromise diagnostic quality. The user is
responsible for using appropriate display settings for achieving appropriate image guality-.

Ultrasound procedures should be performed prudently using the principle of ALARA (AS Low As
Reasonably Achievable). It is strongly recommended to consider ALARA when conducting ultrasound
scans. See Section 3.6 “Bioeffects and Safety of Ultrasound Scans” for additional information.

Features that facilitate measurements must be used with extreme care. Such jneasuremen.ts uy e
suggestions of the system. If in doubt, verify the measurement results with mlhuaJd ‘Maisiji;e|;nent
methods. The user is responsible for the diagnostic interpretations of the Teaw Entes”™ W.J

Document No. HC-IFU-001 (Rev. 2.5) 13 S I S
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3.3. Electric Safety

The probe is driven by electrical energy that can harm patients and users if live internal parts come In contact
with conductive solutions;

Warning

« DO NOT immerse the probe into any liquid beyond the immersion level. Never immerse the probe
connector into any liquid.

« DO NOT drop the probe or subject them to other types of mechanical shock or impact. Degraded
performance or damage such as cracks or chips in the housing may result.

« Electrical leakage checks should be performed on a routine basis by qualified hospital personnel.

3.3.1. Immersion Level

Probes labeled "IPX7" are watertight up to a maximum of 4cm below the probe.

max. 4 cm

34. Electromagnetic Compatibility

. The system must remain the essential performance of the ultrasound system in EMC environment
according to IEC 60601-1-2. The essential performance refers to section 9.1.4 "Guidance and
Manufacturer's Declaration" of this manual

35. Coupiing Geis

Do not use non-recommended gels (lubricants). They may damage the probe and void the warranty.

Applying In order to ensure the optimal transmission of energy between the patiei|(faod||*be,a c
gel or couplant must be applied liberally to the patient where the scanning will be p~ArfatmSf v.

Document No. HC-IFU-001 (Rev. 2.5) 15
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3.9. Disposal

unsorted municipal waste and must be collected separately. Please contact the manufacturer
or an authorized disposal company to decommission your equipment according to local

K This symbol indicates that electrical and electronic equipment waste must not be disposed as
[ ] regulations.

Battery disposal

Lithium batteries are included with this device. Do not puncture, mutilate or dispose of batteries in fire.
Replace only with the same type, as recommended by the manufacturer. Dispose of used batteries in
accordance with manufacturer instructions and in accordance with your local regulations.

A separate collection symbol is affixed to batteries, or its packaging, to advise you that it must
be recycled or disposed of in accordance with local and national laws. To minimize potential
impacts to the environment and human health, it is important that all marked batteries that you
remove from the product are properly recycled or disposed of. For information on how batteries
may be safely removed from the device, please consult the equipment instructions, or your local
authorities.

3.10. Transportation

The SONON 300C ultrasound imaging system in the package is transported by all modes of transport, in
covered vehicles in accordance with the rules of transportation of goods, operating on each mode of
transport.

Transportation and storage of the SONON 3000 ultrasound imaging system without the packaging of the
manufacturer does not guarantee its safety. Damage to SONON 3000 as a result of transportation or
storage without packaging of the manufacturer is eliminated at the expense of the consumer.

311. \Warranty

. uliuigu tRiTiB.'~
The manufacturer warrants that there is no rejection of materials and the quality of the SONON ultrasound
scanning system when properly used and maintained for 12 months (excluding the battery) from the date of
purchase.

3.12. Packaging

The SONON 3000 ultrasound imaging system is packed in a cardboard box.

Box dimensions: 323 x 255 * 71,5 mm (W x L x H).

Cardboard label: GZ (Coated SBB).

The box contains: scanner SONON 300C, battery charger SONON, two accumulator batteries (one inserted

in the scanner, the other is spare), network adapter (for SONON) and power cord, placed into a separate

cardboard box, and AC adapter for the SONON battery charger with the power card, also placed into a
jarate cardboard box, and user manual.

Document No. HC-IFU-001 (Rev. 2.5) 19 144
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4.1 Product Description
411 Package Contents:

Scanner SCNON 300C

y

Accurrulator bettery - 2 pcs.

S

Adapter (for Battery Charger) SONCN

Network adapter (for SCNON 3000

ACCESSOries;

Protective cap for SONON

Vbunting for SONON

Document No. HC-IFU-001 (Rev. 2.5)
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User Manual SCNON 300C

Battery Charger SONON

Power Gord - 2 pcs.

Brief manual SONCON 300C

Software Usage Agreenment
Hand strap for SONON

22
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4.2 Screen Layout

4.2.1. Outline of apparatus

No. Name
1 Probe Head
2 Function button

3 Power LED

Power button
Wi-Fi button
Charging device connected

Document No. HC-IFU-001 (Rev. 2.5) 23
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Function
To be applied to the patient

Blue LED is turned on during the freeze screen.
Biue LED is flashing during the live screen.

Turning on the power supply (White)
Turning off the power supply (Green LED is displayed for 2 seconds,

and then, the LED is turned off.)
Charging in progress (Flickering with green color)

Power On /Off
Wi-Fi Indicator (Blue)

This is the section where AC adapter is connected for charging the
battery of apparatus.
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4.2.2. Basic Layout

Phone

Tide ear

View

Action Bar

Vertical Grid only

No. Name
1 Indicator Area
2 View Area

3  Menu Area

Horizontal Grid only

Function
Mode and Major Function Indicator

Display Diagnostic Image and Information

Function Menu Button

Document No. HC-IFU-001 (Rev. 2.5) 24
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4.3. Battery

Do not place the battery near a heat source or expose it to direct flames. Such exposure may lead to
corrosive liquid leakage, electrical shock or fire.

If any liquid from the battery should come in contact with an eye, immediately wash the eye with plenty of
water and seek medical assistance as soon as possible.

Do not immerse or expose the battery to water.

The AC adapter must be kept outside the patient environment, (refer to IEC 60601-1)

Hgure 1 Patient ermronment

The 300C is powered by a Lithium lon battery. The battery is not fully charged prior to shipment. To
maximize battery life, it is recommended that the battery be fully charged before initial use. Use only the AC

Adapter provided with the 300C.

Document No. HC-IFU-001 (Rev. 2.5) 25
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4.3.1. Battery Level Indicator

Notice

* The battery should not be charged in the Power On state. To charge the battery, power
should be turned off.

«We recommend to use battery charger and adaptor because charging by adaptor for
300C do not fully charge to protect the 300C device.

(About 80% charging by adaptor for 300C)

- Condition Operation: 10 minutes

- Time to Fully Charge: 3 Hours

The battery level indicator is displayed by color and flash rate.

Battery Level Description

O"Bl’gll’g IS gOII"lg on Battery level indicator lights green
Fully charged Battery level indicator is off
Battery low Battery level indicator flashes
Document No. HC-IFU-001 (Rev. 2.5) 26

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



4.3.2. Removing and Inserting the Battery
4.3.2.1. Battery changing Process

(1) Slide down the lock button

(3) Remove the battery cover

(5) Insert the new battery

Document No. HC-IFU-001 (Rev. 2.5)
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(2) Slide the battery cover toward the lock button

(4) Remove the battery

(6) Push the battery cover to the inside while
lowering the locking button.



4.3.2.2. Battery charging process

(1) Plug the adapter cable into the adapter

(3) Plug the cable into the Battery Dock

(5) Slide the battery into the battery dock.

(7) Press the button of battery charger

[ RV

Document No. HC-IFU-001 (Rev. 2.5)
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(2) Turned the green light after connected the cable

(4) Place the battery on battery dock and push to
insert the battery into battery dock.

(6) During the charging, red indicator lamp is lighted,
and when completed, g reen indicator lamp is turned
on.

(8) Separate the battery pack

ID 0i0O i
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4.3.2.3. Device charging Process

(1) Open the side cover on the device

(3) Confirm whether the green indicator lamp is
flickered, and when the charging is completed, the
indicator lamp is turned off.

Document No. HC-IFU-001 (Rev. 2.5)
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(2) Plug the USB cable into the device
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To operate SONON 300C ultrasound imaging system you need to install SONON Ultrasound App. It is
impossible to log into the mobile application without SONON 300C devices (just as the scanner cannot work
without the mobile application installed)! The access code / access key (or wifi connection between the
mobile device with pre-installed software and the SONON 300C scanner) is a serial number of the scanner
indicated on the identification label located on the back of the product. To activate the program, enter the login
- the serial number (SN) of the scanner SONON 300C, company name, email and set yourown

lassword. Thus, you create your accountwhich vou will use as the only wa Vto access the software.
Software Features
- displaying on your phone or tablet the ultrasound images made by SONON 300C scanner;

- processing (converting) the images to be displayed
- displaying the processed (converted) image on the phone/tablet

- managing diagnosis features
- sensor-based control of the main program settings
- saving the diagnosis information (image, measures, user notes/comments and patient information) and
managing previous records (edit, copy, delete, send by email)
- measuring of the received ultrasonic data.
- managing scanner settings; wifi connection settings with possibility to modify «default password»,

upgrading the scanner firmware
- managing transfer and backup of patient information.

5.1. Mbbile Device Requirement

W\aming
If you remove and reinstall the app, all stored information will be deleted and cannot be recovered.
Intended for use with standard Android (v. 4.1 or later) and iOS operating systems (v.7.0 or later). Android
Rooting and iOS Jailbreaking removes the limitations on the manufactured devices running the standard
0S, and thus the 300C is not intended for use with these devices. Healcerion is not responsible for any

error in usage.

Do not use anything other than a mobile device that recommends.

After installing the 300C App from the App Store / Google Play, the new version is recognized and it is
automatically updated. At this time, firmware also is automatically upgraded.

Notice

When you operate the 300C, HELCERION needs your personal information. Please read 'Appendix A.
Usage Agreement'.

Personal information protection and protection of the device from an unauthorized access is performed as
follows:

1. The application by Healcerion downloaded from Apple Store or

Google Play could not be used without registering it m 111 N 1 1
2. The registration of the software by Healcerion implies the following:
2.1. Entering of the access code. The access code is the scanner serial SOWON UITRASOUNO IMAGING SYSTCM

number (SN) indicated on the identification label on the back of the gBQO Ty
product. Thus, one cannot use the application if he/she does not have E R

) c32Ak-0s
any device. -
N eoJKoNui) Wiiul-re «.fll, 6vro-fu
Stool» » » . «<PUBUC Of I®Kt*
Mkiii ONeiS 5.1 ftd.GiMnil Wobis.
b -
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6.3. Probe orientation (Line 1 Marker)

The probe is provided with an orientation marking. This mark is used to identify the end of the probe
corresponding to the side of the image having the orientation mark on the scanning screen.

Lw (@ 0O
 MLKKITRITIAK 56>
A .

mPp’

\& SL

The basis of line 1 Marker is based on the protruding part of 300C product's probe head section.
(1) Select the line 1 Marker.

(2) The line 1 Marker is displayed at the opposite side.
(3) The screen is reversed.

6.4. Operating Procedure
6.4.1 User Interaction

Action Interaction loon
Single Tegp Single 1
Double Tep Double Tap in O
Dray Dy (AyDirctio) ~ ] )
Pinchin ZoomQut
Pinch out ZoomIn
Document No. HC-IFU-001 (Rev. 2.5) 37
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6.4.2. Registration in the App

6.4.2.1. Primary adjustment screen

Terms&Condltlons nil your Information bnforrnation checking
i IInfMmMMi O'H'd'y Orgoniation
- S>Mi.= Cii HofifitMt
%&Bm ScrfalHuntber Serial Numbct
W*lcom»! R\m
IAorm
I E& 1[ m Confirm your Past*yotd E-nutl Adckess
girofMb gdH
E-m.alAdcfrecs WI Kioet
_ Next (@) (3
laH Next

eccoqalialilbVWM «.crtM

(1) When pressing the next button under the state of not filling the input values of all fields, popup 1 is
outputted. Confirm the changed details.

PIme (ornpleuall fields.

oK

Pcppupl

(2) Ifthe PW value is not matched with confirm PW value, print Pop-up below.

Please reanput your password and
r«onfirm the password.

oK
Popup?
(il > s
10Ir310 .:f
Document No, HC-IFU-001 (Rev. 2.5) 38
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6.4.2.2. App Log-in

HC

HCALCtPtON mel
Aderts
K Sun Sun
Ardhwad

(1) Select OK after inputting the password set up during the subscription. .
(2) Moved to the APP standby screen. 1P feiO Il

6.4.2.3. Find Password

5«qlaB
E-mil

M «m Irir{ ffijiwh«nyeuirtfNUiinnial &«tl»g
. Cancel OK

Your Password 15 X0DXXXX
Heasn ememberyum paswecrd...

carefully.
The valueisnotcorrect Please try
again.
. oK
el AUM4
t Popup4

(1) Select Find password.

(2) if the serial number or E-mail address is different from the saved values, popup 4 is outputted.

(3) When the serial number and E-mail address established during the member subscription
are inputted, the password can be confirmed.

Document No. HC-IFU-001 (Rev. 2.5) 39
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6.4.3. Start Scan

oo

PatlkntU st

n StartScan

Ubd»

s e, P Q A AN it

X * When 300C is connected to the mobile appiication and if the user taps the start bidton, it is
avaiiabie to start the scan. IF™*.jw i ‘

(1) Seiect the start scan button, 20S..JuS<««sS
(2) The progress icon is displayed.

(3) After connecting the 300C and mobile application, the information of 300C is normally outputted.
(4) When 300C is not connected to the mobile application, the user can't use the scan functions.

Not connectedwith SONON.
Pleasetry again.

OK

Document No. HC-IFU-001 (Rev. 2.5) 40
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6.4.4. Live Screen

6.4.4.1. Live screen description- Phone (Live Default Screen)

No. Name
1 TGC button
2 DR button

3 Freeze switching
button

4 Image save button

5 Patient information
button

6 Page move button

Function

Adjusting the TGC(Time Gain CompensationWalu”~reach <fepth
by utilizing the TGC and 4 slides " 1—

slides

Stopping the image during the scanning, or activating again the
stopped image

Saving the image to the play list (database) during the scanning
Selecting the patient in the list or inputting the new patient
information

Moved to the previous page

Document No. HC-IFU-001 (Rev. 2.5) 41 (SB
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6.4.4.2. Zoom Action

< Live © 0 Live © 0 < Live © 0

i# >uSriwemi=l m»

"L w
Oopaapg M1 loo ® M © ©BBg Si
~  Pinch Out (Zoom in) Action (max 400%)
X Pinch in (Zoom out) Action (min 100%)
6.4.4.3. FL Controi
M b
lo oGB|i* M m
X In Zoom Mode, FL Control function does not work.
h'-"jr, jinii

(1) Single tap FL position in side ruler area Comi Vi
(2) Display New FL marker
(3) The MI /T1 value in accordance with the change of FL value is displayed.

X FL value cannot exceed the value of depth, and maximum FL value shall be set up as
Depth-1.
x  The range of FL change is2 cm-16 cm.

Document No. HC-IFU-001 (Rev. 2.5) 43
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6.4.4.46. DR Control

Live © O live O O Uve
Lbh Rt T rike
O ® i Id ®

(1) Tap DR Control Button.

(2) Display DR slide bar.

(3) Drag slide bar by user action..
x Drag Right to increase DR XX dB (Max 96 dB).
X Drag Left to decrease DR YY dB (Min 30 dB).

(4) Display DR value (unit dB).

(5) Tap DR Control Button.

(6) Disappear DR slide bar..

Document No. HC-IFU-001 (Rev. 2.5) 46
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6.4.4.47. Recording

« FheMinzaftvi m»> »ano1utm m i [ffCL ***
H4— >
c Ly
®O©E[A|B1 AN 1 Q 6 M1t i® Q £

(1) Select the recording button.
(2) During the recording, the 'Recoding-"" message is printed onscreen.
(38) Select the recording button.

(4) The recording end message, 'Recoding file is saved' is displayed, and the diagnosis data (Recording
file) is saved.

6.4.5. Freeze Screen

Lhre 0o o
n
AN L irtimw
aod Wl Bt

i« While scanning, press Function button or tap freeze button to freeze the image.
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6.4.5.1. Freeze screen description (Freeze Screen Layout)

No Name

1 Clear button

2 Measurement button
3 Live button

4 Still-Shot button

5 Patient List button

6 Rewind Bar

Document No. HC-IFU-001 (Rev. 2.5)
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< Freeze |J]

CroOi
(C)

Function

Delete object of measurement

Measurement length, ellipse and add comment
Change to Live mode

Save displayed image (sill-shot)

Select patient of list and add new patient information

Check previous diagnosis frame

48
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6.4.5.1.2. Ellipse

M na,nwnmrm Mts

B ««-

Ww. AC BID HC R Oii. "/AC BPO HC R CRt AC 8P0 HC a

L ENE T

¢ Single tap the Measurement Button.

® The sub menu icon will be displayed.

d> Tap the Ellipse Button.

@ Drag line where to measure ellipse and displayed Ellipse frame (Yellow).

d> Double tap the middle of yellow point of ellipse frame, it changes to Green and displayed
position icon.

<D Displayed Ellipse value on ellipse frame.

@ Displayed Ellipse value on the screen.

Document No. HC-IFU-001 (Rev. 2.5) 50
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6.4.5.1.3. Comment

¢ Single tap the Measurement Button.
(2> Display the sub menu.
d> Tap Comment Button.

The virtual keyboards will be displayed.

d
() Input comment and tap the send of virtual keyboard.
® Display user’s input note.

d

Double tap the comment and change to green and revision is available.

Document No. HC-IFU-001 (Rev. 2.5) 51
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6.5.1.3. Playlist

PAGSANM PAEWIILESt  Edl

Morvire M t
Bafrbh
W1
J MK

i

i
l;
.~

ftdd NewPatlenl

<PAidNelil( RéHeminformetion Edii

13
_10 T 1734567890
Name Benjamin
Sex
Birthday " ® .-0m
Height 10
Weight
Operator
o™,
Playlist Start Scan

Privliermuran Prayiist

& Benjamin

o
ifSfYmvivDD

> ngnmnr]l’slg/lpT HHT R

YMVVEC HHeNgb

W VM7

(1) From the patient list screen, select the patient whose diagnosis data is to be reviewed.

(2) The patient information screen of the patient chosen is displayed, and select the Playlist.

(3) From the Playlist screen, the diagnosis data of the patient selected is displayed.

65.14. Playlist Edit-Delete

- pewvwwHfoimificn

Benjamin
1Q mr*voo HH«es

ifS | MKV HHALES
Agoo Kists

fitt Y mMMMOD NANSS
yiu WHY)D

Cf gy O i
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Caution

Selected duonosis data cannot b«
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wantto delete tfte seleaed data?

OK Cancel
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<FtKfine<TuuM Playlist
Benjamin

ggtmywMOO HHUILtit
ASIAKB s
JSTINMPD HWES

VB UES0P

Select

All

Selecteddlagnosisdala
hasbeendeleted.

0O

B

P s



[P W [ .u- onel
e R = wam -
RIS e 0 - @Iy - - » had .
e~ 3
-a -vas ’“ oo
Th Oulewe

§ eael |

t)r ¢y ¢

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



6.5.1.6. Playlist Edit-Rename

m(rﬁrﬂ,\nwﬁ Playlist Done
6enjamin Benjamin
H\&5 Va2l
B "an E2 nmiV) Hviyss
B Wx> niu»ss

iQmm DD NKSVEH
BTl AAWYYLWOD NRMySS
M

— YVITUVOD HRMcSS
A KAk

Select
Me Delete

All

Playlist Dene

Benjamin

Change file name
Enter Che new file name you
wantto

0 Mi-MoHG
e ABC

Keyboard

Playlist Done

Benjamin
W,
iSImww i
GHFRMNPO HOH s

> VIBATHES

Select Move Delete

(D From the Playlist screen, the diagnosed images of patient are displayed. Select the Edit.

@ Select the Rename of the diagnosis file whose name isto be reset,

8

Input the name of the file to be changed. After the inputting, select OK button.

® From the Playlist screen, the diagnosis data of patient is displaled. and |hechipnged

name is reflected to be seen.

6.5.1.7. Playlist Edit -Email

From the Play list screen, select the file to be transmitted via e-mail.

(D When selecting the sharing icon from the regeneration screen ofcorrespondingdfile,

the sub-menu is appeared. Select E-mail.

@ When connected with SONON AP, No.l popup window is displayed, and select OK

¢ Diagnosis data isautomatically attached. When mail is prepared, select the Send button.

When connected to the SONON 300CAP, the user can’'t use the E-mail Client App.

If the user wants to send an E-mail, Go to setting app and disconnect with SONON 300CAP.

Use a cellular network or another Wi-F network.
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6.5.2. Live Screen as followed in Playlist

PdUentinformaucn  Edit Live © < Live © 0

LT (s TTm

«0 _

10 1254867590

Name Benjamin LL'.

Sex «Male  r«iult

Birthday A . A

Heijhl kI TWLn

Weight  4i

Operator

Otg.

Playllst Start Scan N J Cl L q q Q | ci £

(1) From Patient info screen, select the Start Scan button.
(2) After moving to the Freeze screen, the Initializing popup window is displayed.
(3) The Live screen is displayed, and the state of scanning is ready.

6.5.2.1. Diagnosis File Viewer

< TYYYMMC» |

Benjamin BenJlamin

OWS“i ItnMMf>»

1nva

e ¥ Qt

A AMAMOD UWVES q)'frmm nmm

(1) Tap the Diagnosis Image.

(2) The Image Viewer will be displayed.
(3) Tap the Diagnosis Cine File.

(4) The Cine File Viewer will be displayed.

After examination, the image (photo or video) saved on smart phone or tablet can be sent to another
telephone (or PC) in order to archive it (storage will allow its further analysis to establish diagnosis or monitor
patient’s condition). This information will be analyzed by ultrasonography professional or consulting physician
by visual estimation of the image and recorded measures. The report will be made by the ultrasonography
professional based on the image analysis. He/she will provide a specific image description and conclusion
(following the ultrasound examination procedure) that will be added to the medical history sheet.

Document No. HC-IFU-001 (Rev. 2.5) 61 caa

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



6.6. Settings
6.6.1. Settings Menu

Setting menu can be selected from the Live, Freeze, and start screen.

dost Settings
«l - )
Image Option
Preferences
Backup
Import
Patient LBX
Start Scan

Im S/

(1) From the Start screen, select the setting icon.

(2) The Settings screen is appeared, and the 5 items, i.e.. Preferences, Export, Preset, Backup, and Import
are displayed.

(1) From the Live, Freeze screen, select settings, icon

(2) As the sub-menu, and when the Settings button is selected, the 5 items, i.e.. Device Settings, Image
Option, Preferences, Backup and Import are displayed.
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6.6.1.2. Image Option

X Frame Average: Random Noise alleviating function.

M Image Enhancement: Speckle Noise alleviating filter.

00« Setttogs ImageOptlon

UeVtCvSetl | Tr'VneAvcrjte
A ™ |
Imag« Enluncemem

1
Biickup

knport

6.6.1.3. Preference

X Thermal Index - Setting up the type of Tl value to be displayed on the screen
(For Ml value, the basic value is displayed).

Recording File Size - Recording file save unit (Capacity),

Ckor Settings

Device Settings
~lmageOptlon
Pteferences
Bediup
Import

(i) Input the desired size and select the Preferences button from the Settings screen.
® Select the capacity of the recording file to be saved to the Recording File Size.

@ On the Device Settings screen, the changed details are displayed.
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6.6.1.5.1. Import Backup File-Delete

Settings <&dUing»  Import  id«ctAl <SKkt19"  Impcat  sd-cctAll
Device Setting
Image Option W\A
Recof ding flleSize
Backup Benjamin Siriik« Benjamin
fy BifMTt Badcup hie X
Mia HYTVB
S(jal‘elq (Hd\l‘_) Siﬁlm Import
Areyou sure you wantco delete?
Thb# data ran*  lb»r«ccw*rMI after
deletion.
X oK Cancel

@ From the Settings screen, select the Import backup file.

@ After selecting the patient to be deleted, select the delete.

@& Popup window is displayed, and select OK.

$+. Among the Import patient list, the backup file selected is not displayed.
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The user must ensure that safety inspections are performed at least every 12 months according to the
requirements of the patient safety standard IEC 60601-1 / UL60601-1.

Only trained persons are allowed to perform the safety inspections mentioned above.
The SONON 300C requires regular care and maintenance to function safely and properly.

To ensure that the SONON 300C operates continuously at maximum efficiency, we recommend that the
following procedures be observed as part of the customer's internal routine maintenance program.

7.1. Inspecting Probes

After each use, inspect the probe's lens and casing. Look for any damage that would allow liquid to enter the
probe. If any damage is found, the probe must not be placed into any liquid (e.g., for disinfection) and must
not be used until it has been inspected and repaired/replaced by a HEALCERION Service Representative.

7.2. Planned Maintenance

Do the Following Caily After/Before Each Use  As Necessary
Inspect the Proloe head v
Clean the Probe head o

* Probes labeled "IPX7" are watertight up to a maximum of 4cm below the probe.

7.3 Cleaning &Disinfecting HLL— |
Recommendations for cleaning the ultrasound probe;

« Remove all coupling gel and other visible substances from the probe by wiping with a soft dry cloth. If
necessary to remove material dried to the surface, the cloth can be moistened with lukewarm water.e

« After each use, inspect the probe's lens and casing. Look for any damage that weuld-allpw-liquid to enter
the probe. If any damage is found, the probe must not be placed into any liquid (e.g., for disinfection) and
must not be used until it has been inspected and repaired/replaced by a HEALCERION Service
Representative.

Recommendations for disinfecting the ultrasound proke (After cleaning):

(1) Spray disinfect onto the surface of probe head.
(2) Repeat step one for two or three times.
(3) Let stand for about 1 minute.

(4) Wipe out the disinfectant with a clean cloth.
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8.1.4. Low Battery Message

. If the SONON 300C battery levd is under 30%, the below pop-up will be displayed.

8.2. Connection Eror

Caution!

SONON device Battery is low powered.
Pleaseturnoffthe powerandcharge
before use.

OK

821 Hrmmware Upgrace Brror Message

« If the Firmware upgrade has failed or another error has occurred, the below pop-up will be displayed.

lio O "*11

ctnmeg. j

Caution!

Firmware upgrade is failed. Please

retry to upgrade firmware.

&

822 W-H AP missing Bror Message

< ! Live ©

CcmnectioRpnitieinKKsoKumd
or atrear”connected otticrcliaTt
Piffistrhidt your SSnANOMdtvke
networktfsttts.

If the Wi-Fi AP signal is missing, the below pop-up will be displayed.
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Connection problem has occurred or
already connected other client
Please check your SONON device
network status.

OK
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9.1. Safety Conformance
9.1.1. Conformrs to the following safety standards

*|[EC 60601-1 Electrical Medical Equipment

*|[EC 60601-1-2 Electromagnetic Compatibility

*|[EC 60601-1-6 Usability

*|EC 62304 Software Life Cycle Processes

*|[EC 60601-2-37 Particular Requirements for the Safety of Ultrasound Medical Diagnostic and
Monitoring Equipment

*|[EC 62359 Ultrasonics - Field Characterization - Test Methods for the Determination of
Thermal and Mechanical Indices Related to Medical Diagnostic Ultrasonic Fields

*ISO 10993 Biological Evaluation of Medical Devices

9.12 Essential Performance

« Acquisition of ultrasound images
« Display of ultrasound images on main display
¢ Measurement of ultrasound images

9.1.3. Markirg plate
9131 IDLax

SONON ULTRASOLUND IMMGING SYSTEM CWUCTEMA YNIbTPA3BYKOBOIO CKAHMPOBAHWA SONON

JIMpB3apsXXMMbIii
m m m PQWER Rechargeable @ S(]\O\l 3:0: JUTUIA-MOUHBIA aKKYMYNIATOP
U-ion Battery Pack 7.4 B nocT, Toka 2600 MAY
£SNI DC 7.4V ZTZZBOOmAh i
COOTTCT»T UL60601-1
ComplidwWi UICOSOI-1 c3
$ G000l ME CSAC22.2NS6060M

M H I (]‘IQJ \ 1 MB XuncepwuoH Ko. /ita. T] L3904

%ga (btd'ma]:gl Gw Sﬂl‘ KIEB. ?O4ho, 38-21, Pigital—ro 31-gil, Guro-gu, Seoul, Korea
|

info@healcerion.com

lira CEISSABJI %rén% Whis A (V) {C'“EF'é’?'iﬂ?(?é;uiig.‘if”si;zi'uﬁa“is‘

Pexuvm pa6oTbl: Makc 10 MMH., JIOTOM nepepbIB Ha
Operatlon MaxIOmm «vith |IOmin resting time ¥~ A" 1

Model: SONON300?
* Position; Bottom surface of the device

9132 Sice Label Marking

ADon't connect micro USB connector to SONON during the use.
only use that tor battery charging

0123 Made in Korea hii

Model: 300C
Position: the side surface of the device

Document No. HC-IFU-001 (Rev. 2.5) 76 1

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



.‘

7 c - -
y g -_‘i‘ b
X v}
A g iz
< g —
B W

"] .; . T i .
"
(= >
N — : N
\‘-‘.'- T -~
7 sy D / N
TNR9EY
. .i. =

TR 3

@
g Joideyn

£ 8 o

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

-



9.1.3.4. Battery Charger

Msdel; DOCK 300C Mogens: DOCK 300C
Input Pov”er; DC3.4V=r5l.: BXOHes MOLHOCTL 8.4 3 XCT To@= : 16A
OutputPower.DC8.4V ;"1 BoKonres 10Ne0:Tb 04BriocT Toxa="T5.A
Healcerieq CoA,‘Lid . XuncepvioH KO, Jiro.
W&ﬁgﬂ:ﬁl %'CAO 8040, 38921. Digital-ro 31-f'w Guro-gu.

- A Seoul, 08376, REPUBLIC of KOREA
TEL; +S2-70-7552-6326 ¢ TE/.: +82-70-7582-6326  cllU"5

HH

0135, Package La=

The label on the package contains the following information

- commercial name of the device.

- catalogue number (REF).

- serial number (SN).

- symbol “Manufacturing Date” (year-month)

- symbol “Manufacturer Data”. This symbol is followed by the name and address of the device manufacturer.
- symbol “Manufacturer’s representative in the EU”. This symbol is followed by the name and address of the
manufacturer’s representative in the EU.

- battery type,

- direct current.

- battery capacity.

- operation mode.

- symbol “Refer to the accompanying documents".

- symbol “Attention! Dangerous working conditions”. Please see the “Safety instructions”.

- symbol “Electromagnetic Radiation”. Interference may occur near the equipment having this sign.

- symbol “Caution: Federal law restricts this device to sale by or on the order of a physician”

- symbol of the conformity of products to the requirements for quality in the territory of the European Union.

Label design for Russia:

CucTtema ynbTpasBykKoBoro ckaHuposaHua SONON 300C
C NPUHAANEXHOCTAMU
¥1300CHH-16100006 ¢rQ2016-10 CpenaHo B Kopee
«l HEALCERION Co, Ltd (XuncepuoH Ko, JTtg, Kopesi)
804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea I | D I r | IO
EC REP Opelis s.a, Bd. General Wahis 53 1030 Brussels, Belgium
Mepe3aps>kaeMblii INTUA-NOHHBIAAKKYMYNATOP

7.4V noct.Toka— 2600 MAY
Pe>xkum paboTbl: Makc.10 MUH., 3aTeM nepepbiB 10 MUH.

Only

W Yomy jU
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This way up, Indicates correct upright position of the transport package.

f Fragile, handle with care

Keep dry

Temperature limitation for storage and transportation

X -10°C to +50X (+14T to +122°F)

Humidity limitation for storage and transportation

0 .. 10% to 85% non-condensing

Atmospheric pressure limitation for storage and transportation

H 700 hPa (3000 m) to 1060 hPa

9.1.4. Guidance and Manufacturer's Declaration

Warning

SONON 300C requires special precautions regarding EMC.
SONON 300C should not be used adjacent to or stacked with other equipment

JIsif*Uie”rongjcabjeanfacoessori™

Electromagnetic emissions

The 300C is intended for use in electromagnetic environments, as specified below. The customer or the user
of the300C should ensure that it is used in such an environment.

Emission test Compliance

RF emissions - CISPR11  Group 1

RF emissions-CISPRII Class B
Harmonic emissions IEC Class A
61000-3-2

Voltage Complies

fluctuations/ficker
emissions IEC6100-3-3

Document No. HC-iFU-001 (Rev. 2.5)
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Electromagnetic environment - guidance

The 300C uses RF energy only for its internal
function. Therefore, its RF emissions are very low
and are not likely to cause any interference to nearby
electronic equipment.

The 300C is suitable for use in all medical
establishments (i.e., hospitals, clinics, etc.). 300C is
intended for professionai use only.
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SAAB/TEHUNE

09 AHBAPSA 2019

Mubl (3asBuTens): Healcerion Co., Ltd.
HacToAWMM OohmLManbHO 3aABNIAEM:

Wramn: HOTAPUYC KM XAK CYH

1. YT0 npunaraemblii JOKYMEHT:

CE 0123 (PYKOBOACTBO MNOJIb3OBATE/NIA. BEPCUA 251/ JOKYMEHT Ne HC-IFU-001 BEPCWA 2.51
«CNCTEMA YJIbTPA3BYKOBOIO CKAHMPOBAHWMA SONON 300C, ¢c npuHagnexHocTaMum»

2
0 ABNAETCA BEPHbIM U COOTBETCTBYET AeNCTBUTENIbHOCTMW.
O ABNAETCA TOYHbIM NEPeBOAOM TEKCTA C KOPEWCKOro f3blKa, KOTOPbIA, N0 HalemMy
y6exaeHunto, ABAeTCA BEPHbIM U COOTBETCTBYET AeCTBUTENbHOCTMW.
Mopnuck

Healcerion Co., Ltd
Wrtamn: «XuncepuoH Ko. J1Tg» / Healcerion Co., Ltd

UkoH BoH Pto / eHepasibHbI AUpeKTop

Inodnuchbl
eHepanbHbIi AupekTop BeHxamuH Ux. B. Pto

OTTUCK neyatn: beHxamuH Ux. B. Pto, MeHepanbHbIi LUPEKTOP
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HC

HEALCERION

CVCTEMA YJ/IbTPA3BYKOBOI'O
CKAHNPOBAHNA SONON 300C
C npuHagnexxHoCTaAMu

CE

0123

PykosoacTtBo nonbsosartens, sepcusa 2.5

HEALCERION

JokymeHT Ne HC-IFU-001 (Bep. 2.5)
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Cuncrtema ynbTpasBykoBoro ckaHmpoBaHnss SONON 300C c npuHag/ieXXHOCTAMU - 3TO AMArHOCTUYECKNIA
yNbTpa3ByKOBOW annapart, nepefalrwmi ybTpa3sByKOBble BOJIHblI B TKAHW opraHu3mMa n dhopMupytoLLnii
N306paxeHnsa M3 NONYYEHHbIX OTPaXeHHbIX CUTHANOB.

CucTtema ynbTpa3sBykoBoro ckaHmposaHua SONON 300C ¢ npuHaaneXXHOCTAMU OTHOCUTCA K aKTUBHbIM
OVNAarHOCTUYECKNM MeAUUMHCKUM n3gennsim knacca Ha cornacHo pernameHTty MDD 93/42/EEC gns
NPUMEHEHUA Ha NAAX.

Cucrtema ynbTpa3BykoBoro ckaHmpoBaHnss SONON 300C c npuHag/iexHoCcTamMu paspaboTaHa v
n3rotosneHa komnaHuen HEALCERION. 3a gononHnTenbHON nHdopmaymein obpaujartecb B KOMMaHUO
HEALCERION.

HEALCERION

804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea
Ten.: +(82) 70.7582.6326

E-mail: info@healcerion.com

EC REP

Obelis s.a

Bd. General Wahis 53
1030 Brussels, BELGIUM
Ten.:+(32) 2. 732.59.54
dakc:+(32) 2.732.60.03
E-Mail: mail@obelis.net

Tonbko gna CLUA:

BHuMaHue; deaepasibHbIi 3aKOH OrpaHNyYMBaeT NPoAaXKY AaHHOro Npréopa TOMbLKO Nevalym
BPA4YoOM WM MO €ro yKasaHWio.

JokymeHT Ne HC-IFU-001 (Bep. 2.5) filiw
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NcTopus M3MEHEHUI AOKYyMeHTa

V3meHeHue
PykoBoacTBO nosib3oBartens, sepcusa 0
- MepBblil BbINyCK
PykoBoacTBO nosib3oBartenia, Bepcusa 1
- 'ameHeHo: 9.2 OnpepesieHMe akyCTUYECKON MOLWHOCTU N NHOEKCOB
- ameHeHO: 9.3 AKycTuyeckas MOLHOCTb
PykoBoacTBO nofsib3oBaTtens, Bepcusa 2
- N3meHeHO: 6 Jkcnnyartaunsa ycTpoicTea
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- N3meHeHO: 2.1 Ha3HauyeHue
- N3ameHeHO: 4.1 OnucaHne npoaykra
- lameHeHO: 5 YcTaHOBKa MOOGW/ILHOIO NPUIOXEHUSA
- N3meHeHO: 5.1 TpeboBaHUA K MOB6UIbLHOMY YCTPOMUCTBY
- N3meHeHOo: 5.2 YcTaHOBKa MOGUALHOIO NPUIOXKEHMUSA
- N3meHeHo: 6.5 NH(hopmauma o naymneHTte
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1.1. o paHHOM pyKOBOACTBE

Cuctema ynbTpa3BykoBoro ckaHmposaHmus SONON 300 C
HanmeHoBaHve n3penuvs C NpUHaLIeXHOCTAMN

Mopenb SONON 300C

e« [lpouTuTe BCe WHCTPYKUMW pgaHHOro PykoBoacTBa Mosib3oBaTesns, npexae 4Yem npuctynatb K
ncnonb3oBaHUo CuUcTembl yNbTpa3dByKoOBOro ckaHnpoBaHua SONON 300 C c npuHagnexHoctamu (ganee
no TekCcTy - ckaHepa 300C).

e XpaHuTe gaHHoe PykoBOACTBO NoOJib30BaTefisi BMecTe ¢ ckaHepom 300C Afist UCNo/ib30BaHUs B
AanbHenwem.

* HeKkoTopble OMUMM WU CBOCTBA MOTYT 6bITb HEAOCTYMNHbI B HEKOTOPbIX CTpaHax.

+ [paduka akpaHa W unawcTpauun B AaHHOM PyKoBO/CTBe Nosib3oBaTesns npeaHasHayeHbl AULlb A/
NOSICHEHMST U MOTYT OT/IMYATbCS OT peasibHbIX U306paXeHU Ha IKpaHe.

e Bce cCblI/IKM Ha CcTaHAapTbl U persiaMmeHTbl, a Takke uUx Bepcuu ,CI,EI‘/JICTBVITeI'IbHI:I Ha MOMEHT I'Iy6I'II/IKaLI|I/IVI
AaHHOro PykoBoAacTBa noJsib3oBartesis.

1.2. YcnoBHble 0603HaYeHus

B faHHOM pyKOBOACTBE UCMNO/Ib30BaHbl CrieAyloUiMe YCNOBHble 0603HauYeHns ans MpeaynpexaeHui,
MpepocTepexeHnn n NMpumedaHuia.

MpenynpexaeHne

O6paujaeT BHMMaHWE Ha COCTOSIHME UMM BO3MOXHYIO CUTYyalL U0, CMNOCOGHY0 TpaBMUPOBaTh
nonb3oBatens UMW nayueHTa.

| BHUMaHue

| O6wWwne Mepbl NPeAOCTOPOXHOCTY A5 3alnTbl Nosib3oBaTens/nayneHTa n o6opyaoBaHms.

f

MpumeyaHne

BaxHasi MHopMaLmsi, KOTOPYO HEO6X0AMMO yUecTb, Npexae Yem NpoAo/IXnTb paboTy.

[okymeHT Ne HC-IFU-001 (Bep. 2.5) es
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2.1. Ha3HauyeHue

BHumaHune

Monb3oBaTenb [O/MKEH C OCTOPOXHOCTbIO YyNpaBAATb AaHHbIMW nNauMeHTa W UHMoOpMauuen no
6e3onacHoOCTM, NOCKoNbKy ckaHep SONON 300C ncnonb3yeTcs € IMYHbIM MOGU/IbHBIM YCTPOWCTBOM.

Ha3HauveHue: CwuctemMa Y/bTpadByKOBOro ckaHmpoBaHua SONON 300C ¢ npuHag/iexHocTamu
npegHasHayvyeHa ANA YNbTPasBYKOBOW Bu3yanusauuu, U3MepeHUs W aHanusa Tesla 4esioBeka B 06LWMX

KNMHUYECKUX CUTyaumnax, Bkaw4vasa akywepctBo (OB), ruHekonormto (GY) mn obuiee ckaHMpoBaHMe OpHOLWHON
ob6nacTu.

O6nactb NPUMEHEHUA: npuMeHseTcA Npy NepBUYHON KN cneunasnbHOW MeAULNHCKON NOMOLLM, Hanpumep, B
MeAULUMHCKMUX KabuHeTax, KINHUKaX U B 6ONbHUYHbBIX OTAENEHNAX HEOTIOXHOW XUpypruu.

JaHHOe ycTpolicTBO npeaHasHayeHO A1 MacCUBHONO HabnwAeHWA M paHHero BbifABNeHUA 3aboneBaHUi.
Ecnn Tpebyetca 60siee nonHoe o6cnenoBaHue UM MHEHMEe Bpadva, TO peKkoMeHayeM OTnpaBuUTb naymeHTa B
60nbHMLY aNna 6onee TwaTesnbHOro obcnefoBaHuA.

Mpn BbIABMEHUN OTK/IOHEHWUI OT HOPMbl pekoMeHAyeTcs 6o0siee NOJSIHOe O6cfefoBaHMe U KOHCy/bTauus
cneuwnanucra.

CuncteMa ynbTpa3ByKoBOro ckaHuposaHusa SONON npegHasHadeHa AN yNbTpa3BYKOBbIX MccnefoBaHuin B
pamkax npoBefeHUs CKpUHUHra (6e3onacHbIX creumanbHbIX UCCNefOoBaHUA C Uefbl BbISB/IEHUA pucka
pasBuTMA onpefesneHHOW NartonornMn) B pasHbix 061acTax MeguunHbl, B TOM Yncie BHE 60/1bHUL, U HEKOTOPbIX
crneunanmn3npoBaHHbIX NCCAeL0BaHUA U MaHUNYNALNA B peaHMMaTosiorum, aHecTesnonornm, TpaBmMaTosiorun,
Ny/1IbMaHOI0TUN, XUPYPTUN U KapANOIOTrnn.

CneynannsnpoBaHHble WCC/eA0BaHUA W  MaHUNynsauuMu AO/DKHbI  NPOBOAMTBLCA Bpadamu, uvMetowme
COOTBETCTBYHWOLWY (NOATBEPXAEHHYIO B YCTAaHOB/IEHHOM 3akOHOM nopsake) kBanudukaunmwo w©n B
COOTBETCTBMM C MNPUHATbBIMW  NpodeccuoHanbHbIMM  CcTaHgapTamu, npegnonaralwmMmMu  Hanmuue
onpegesieHHOro MeAULMHCKOro  nepcoHana, conyTcTBylowero obopyaoBaHus n Tpebyrowumnxca
MeANKAMEHTOB, YTO MOXeT 6bITb 06ecrneyeHO TO/IbKO YCNOBUAX COOTBETCTBYIOLWNUX OTAENeHul nevyebHo -
NPOoMAaKTUYECKUX YUPEXAEHWUA.

Mpn npoBefeHUN CKPUHUHIA C UEeNbl MNPUMEHEHUS CUCTEMbI Y/bTPa3BYKOBOro ckaHupoBaHus SONON
aBngetca ob6cnepgoBaHne CcTabunbHbIX nauymeHToB, 6e3 MNOCTaHOBKM AuarHosa, [ANsa  onpejesieHus
HanpaB/ieHNs fanbHelWmnx cneymann3npoBaHHblIX, 6osiee rNy6oKMX nccnegoBaHuii.

Micnonb3oBaHMe Ha3BaHHOW CUCTEMbl Y/IbTPa3BYKOBOINO CKaHMpPOBaHUA Y HecTabuibHbIX NauWeHTOB BHe
60NbHUL, He NOoKas3aHO, TaK Kak A/ MNOJIHOLEHHOro obcnepnoBaHMs HecTabu/ibHbIX MNalLWeHTOB TpebyeTcsa
cobnoaeHne onpefesieHHbIX YCNOBUIW, pernameHTUPOBaHHbIX NpPoecCUoOHanbHbIMW CcTaHgapTamm U
WH opMauun, nosyyvyaemoli ¢ NOMOLWbIO Y/IbTPa3BYKOBOro ckaHMpoBaHusa cuctemorn «SONON» MoxeT 6biTb
HefoCTaTOYHO AN Bblbopa cTpaTerum nevyeHus.

2.1.1. Uenesaa rpynna nayneHToB

XapakTepucTtmka OnvcaHve

BO3paCT Bce Bo3pacTHble rpynnbl
Bec HenpumeHnmo

MNon MY>XUNHBI U XEHLWWHbI

He ncnonb3oBaTb Ha nauueHTax, KOTOPbIM MOBPeAuT yNbTpasBykK (Hanp., c
CocTosiHMe 300p0oBbA MMNNAHTUPOBAaHHbLIM KapAnoCTUMYNSATOPOM).

HaunoHaibHOCTb Mo6as

JokymeHT Ne HC-IFU-001 (Bep. 2.5) HC
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MauneHT He ABseTCA NoJsib30BaTesieM (He MMeeT 3HayeHus), TONbKO AN
CoCTOfiHME MaUMeHTa npumeHeHUs cneuuanucTamu,

2.1.2. Lenesoii npodmnb Nonb3oBartesis

XapakTtepucTtmka OnuncaHne
O6pa3oBaHue CneymanncTbl, Npolwealwne COOTBETCTBYHOLLEE 0OyUeHMe.
3HaHuA ¢ Ha/Inune 6a30BbIX 3HAHU 06 yNbTpa3BYyKe

* MOHUMaHNe (PU3NOMOrNYEeCcKOro BAUSHNUSA YNbTpa3BykKa.

* CMNOCOGHOCTb MHTYUTUBHO pacno3HaBaTb M MOHMMAaTb MPOrpamMmMHbIi ”
annapaTHbIA Nofsib3oBaTeNibCKU nHTepdgeic (SW Ul m HW Ul).

* CMNOCOGHOCTb pas/inyaTb MOGUbHbIE YCTPOICTBA, Ha KOTOPbIX ycTaHOoB/eHO [MO.
* CMNOCOGHOCTb MOHMMaTb OGHOB/IEHUS.

* CNOCOBHOCTb MOHMMAaTb TEPMUHbI, UCMO/b3yeMble B Npnubope 1 AaHHOM

pyKoBOACTBE.

3HaHuMe A3blka * CNOCOBHOCTb MOHMMaTb MEeTOA0/I0TUI PYKOBOACTBA.

OneIT * YMEHME NoMb30BaTbCsA MOOGU/IbHBIMU YCTpPOCTBaAMMU.
* YMEHMEe YCTaHOBUTb COeAMHEHME MexXAy NpueopomM 1M MOBGUAbHLIMA
yCTponcTBamu.

* YMEHNE OTC/IEeXNBaTb COCTOSIHNE COeAUHEHUS.
* YMEHWE UCMO/b30BaTb MO6U/bHbIE MPUIOXKEHNUS.

* yMeHWe ycTaHaBnmBaTb o6HoBNeHus MO.

* YMEHWEe NoHMMaTb U UCMO/Mb30BaThb AaHHble ¢ MHTepdeiica MO.
* YMEHWE UCMOJIb30BaTh Y/1bTPa3ByK.

* M0/IHOE NMOHMMaHue PYKOBO/CTBA, NMPUMOXEHHOro K npuéopy.

3peHune * CKOppeKTMpoBaHHas ocTpoTa 3peHus 1.0 nnum nyduwe

MamAaTb * NPOYeCTb PYKOBOACTBO NOJ/1b30BaTe/IA U 3aNOMHUTb Mepbl NPEAOCTOPOXHOCTU U
OCHOBHble (PYHKUUN MU3a4eNnNs.

Jdonyctnmble * HenpumeHnmo

orpaHuydyeHmns dus,

BO3MOXHOCTeM

wnrpa
JokymeHT Ne HC-IFU-001 (Bep. 2.5)
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naBa 3 Be3onacHOCTb

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 1

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

BM



3.1. CumBO/bl

HekoTopble CUMBOJIbI Ha 3/IEKTPMUYECKOM MEAMLUHCKOM 060pyA0BaHUM MOTyT 6biTb CTaHAAPTU3MPOBaHbI
M3K. OHM 0603HAYaloT cCoeAMHEeHNs, KOMMNIEKTYIoWMe, U CAyXaT npeaynpexaeHuem.

CumBon OnmcaHve/dyHKUNS

CunmBo pabouyein yactm Tuna BF

MpeaynpexaeHue: 3TOT cuMBO/ 0603HaUYaeT onacHble YC/10BUS PaboTbl. JONONHUTENbHYIO
)‘K nHpopmauunto cMm. B N. 3.2 «O6UIMe NpaBuia TEXHUKM 6e30MacHOCTU».

CM. COMpoBOAMTENbHYIO AOKYMEHTaUUIO: 3TOT CUMBOJT peKOMeHAyeT Nosib30BaTesito 06paTnTbCa
o K CONpPOBOAMTENbHOM [OKYMEHTaLUN.

PeXum npuocTtaHOBKU: 3TOT CUMBOJI o603HauvaeT, 4uTo |/|306pa>|<eHV|e «3aMOpPOXEHO».

6 PeXxnm oXugaHusa: aToT CUMBO/ 0603HaYaeT YHKLUMIO BK/IOUYEHNUS] YCTPOMCTBA UK ero nepeBoy,
B PEXUM OXUAaHUSA.

Wi-Fi: 9ToT cumBON 0603HavYaeT 6ecnpoBOgHOE COeANHEHME.

NHopmaumsa o npousBoauTene: 3a 3TUM CUMBOJIOM c/lielyeT HauMeHOBaHue 1 agpec
npovsBoanTeNsa Usaenus.

~wNia-i JlaTa M3roTOBJIEHUA: 3a 3TUM CMMBOJIOM CrieAyeT faTta M3rotosneHus uigenusa B suae N TT-MM.
SN CepuiiHbli HOMepP: 3a 3TMM CUMBOJIOM cjlefyeT CepPUiiHbIi HOMeEpP N3[enuns.

REF HanmeHoBaHue mogenun: aTOT CMMBOJ1 NpeAcTaB/fiseT HauMeHOBaHUe MoAenv n3aenus.

NHopmaums o npeacTaBUTeNsiX: C 3TUM CMMBOJIOM BbIBOAUTCA MHGOpPMaUUs O npeacTaBuTesne
npoussoaunTtensa B EC.

EC REP

MapkupoBka CE aBnsieTcsi 0603Ha4YeHMeM COOTBETCTBUA NMPOAYKUUN Ha Tpe6oBaHUA K KayecTBy
Ha TeppuTopuu EBponeiickoro Cotosa. 3Hak CE rapaHTupyeT, UTo Npou3BoanMasl M3rotoBuTesieM

a ow NpoayKuusi MOSIHOCTbIO COOTBETCTBYET Tpe6oBaHUsAM 6e30MacHOCTM A5 YesioBeka U
OoKpyXxatoleii cpeabl

JToli cTopoHOIi BBEpPX: 0603HaYaeT NpaBU/IbHOE BEPTUKaNIbHOE MOJ0XeHne
n TPaHCNOPTMPOBOUHO YNAaKOBKM.

Xpynkoe, o6pawaTbCs C OCTOPOXHOCTbIO

Bepeub oT Bnarun

O603Ha4YaeT HEOOXOANMMOCTb OTAENbHOW YTUIN3ALUN 3N1EKTPUYECKOTO U 3/1IEKTPOHHOIO
o060pyfl0oBaHUs B COOTBETCTBMU C AupekTuBoini EC 06 oTxoAax 3/IeKTPUYECKOro 1 3/1IeKTPOHHOIo
o6opygoBaHua (WEEE). JlononHuTenbHY MHOpMauuio cMm. B pasgene 3.9 «YTunusaynsa»

R Q% 3TOT cuMBO/ 0603HaYaeT «OCTOPOXHO: heAepasibHblii 3aKOH OrpaHMuyMBaeT NPoAaxy AaHHOro
npuéopa ToNbLKO /fleyalium BpavyoM WM Mo ero ykasaHuio.»

»_>)) ANeKTpoMarHuTHoe usnydexHve. B61msn o6opyaoBaHusl, MOMEYEHHOro AaHHbIM 3HAUKOM, MOryT
' Ha6NoAaTbCa MoMexu.
MpeaenbHaa Temnepartypa

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 12 €B
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% MpepenbHblii ypoBEHb BAAXHOCTU

MpeaenbHoe aTMocepHoe AaBfieHne

3.2. O6ume npaBuna TeEXHNKNU 6e30nacHOCTU

MNpeaynpexaeHve

*  To/IbKO YNO/IHOMOUYEHHbI NepcoHan BnpaBe NPoM3BOAMTbL NGO PEeMOHT ckaHepa SONO N 300C.
Hukorga He nNbiTaiTeCb BCKPbIBATb AATYUK UMW €r0 coefUHEeHMe. DTO aHHY/IMPYeT rapaHTuio.

¢ KOHTakTHble gaTtumku noctynakwT He cTepunbHbiMu! Mepen npumeHeHnem OBA3ATE/IBHO
NPON3BECTM OUYUCTKY M Ae3nHPEKLNIO 4aTYMKOB BO n3bexaHne nepegavym MHAEKUNn nnv
3a6oneBaHuiA.

e [aTtumkm Heob6Xo4MMO OUYUCTUTb N NPOAE3UHULMPOBaTbL Nepes 3aMeHON WU yTUnu3auume.
¢ Mogundunkauma gaHHOro npméopa BO3MOXHa TO/IbKO C pa3peweHns komnaHum HEALCERION.

* He Mcnonb3yiTe AaTUMK C BbICOKOYACTOTHLIM XUPYPruyeckum o6opyaoBaHveM. B NpOTMBHOM cryvae
o6opynoBaHue MOXeT 6biTb NMOBPEXAEHO.

. B cnyvae ytepn nnaHweTHoro MK nau cmapchOHa COXpaHeHHble AaHHble HEe BOCCTaHaB/1MBakTCA.
Cnegute 3a Tew, 4TOObI He noTepATb 3T nNpegMmeTbl.

¢ He KacaiTecb nayneHTa MO6UIbHbLIM YCTPONCTBOM Ha 6a3e iOS unu Android Bo Bpemsi
MCrnosib30oBaHMA SONON 300C.

. Co6niopgaiite pa6oumne ycrnosus: makc. 10 MUH. paboTbl 1 10 MMH. OTObIXa.

BHuMmaHune

* He KacaiTecb 0JHOBPEMEHHO NauMeHTa U1 3apsXalolmnx coeguHEHNA.

* [aHHblli NPMGOP HEO6GXOAMMO MCMNOMbL30BaTb B COOTBETCTBUM C AECTBYIOWNM 3aKOHO4ATEbLCTBOM.
HekoTopble OPUCAMKLUN OFpaHUYMBalOT onpeaesieHHble 06/1aCTU NMPUMEHEHUs!, TakKne Kak
onpejeneHve nona.

. MI3MeHeHVe HacTpoek Aucnsies MOXeT NOB/INATbL Ha KayecTBO VI306pa)K8HI/IF| N CHN3UTb KayecTBO
AnarHocTtukn. lNosb3oBaTesib OTBeYaeT 3a UCMNOJMIb30BaHMEe NOAXOAALUX HACTPOEK aucnsea ans
AOCTMXEHNA Haunydlwero KadecrtBa |/|306pa>|<eva.

*  YnbTpa3ByKOBble nNpoueaypbl crieayeT NpoBOAUTb Hag/iexalwmnm o6pa3oM Ha OCHOBaHWUU MpUHUMNIA
ALARA (pa3yMHO OCTUXUMBbIA HU3KMIA YypOBEHb). HacToATeNbHO PEKOMEHAYETCA yUUTbIBaTb NPUHLMN
ALARA npu npoBeAeHUN ynbTPasByKOBOro CKaHMpoBaHUSA. JONONHUTENbHYIO MHOpMaLMO CM. B 1.

3.6.

+ CpefacTBa yNpolueHUs u3MepeHuin criefyet UCNOMb30BaTb C KpaliHeit OCTOPOXHOCTbIO. Takue
n3MepeHns ABNAITCA NPeAnosioXeHNAMNU cUcTeMbl. B criydyae COMHeHUi npoBepbTe pesy/ibTaThbl
N3MepeHnin pyuyHbiMn MeTofdamMu. Mosib3oBaTeslb OTBEYaeT 3a ANAarHOCTUYECKYt0 MHTepnpeTauunto
pe3ynbTaToB U3MepPEHUS.

LlokymeHT Ne HC-IFU-001 (Bep. 2.5) 13 rans
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3.3. JnekTpuyeckasi 6e30nacHoCTb

LaTtunk paboTaeT Ha 3/M1EKTPUYECKOI 3IHEpPrMn M MOXeT MPUUMHUTL Bpeg nauveHTam W nosb3oBaTensm B
cNlyyae KOHTAKTa HaxoAsiMXcsa Moj HanpskeHnem BHYTPEHHUX yYacTeil ¢ NpoBOAALMMM pacTBOpPaMMU.

MNpenynpexaeHve

+ HE norpyxaiiTe gaTumk B Mo6Yyl0 XUAKOCTb HWXe YPOBHS MOrpyxeHusi. HuKorga He norpyxanTe
pa3bem HU B KaKyl XUOKOCTb.

+ HE poHsiiTe gaTuuK 1 He NoaBepraiiTe ero UHbIM MexaHW4YecKUM yaapam Wav Bo3aelicTBuaM. ITo
MOXET MPUBECTU K CHUXEHUIO NPOU3BOAUTENTbHOCTU WUN MOBPEXAEHUAM, TaKUM Kak TPeWwm Hbl uim

CKOJ1bl Ha Kopnyce.

*  KBannguuMpoBaHHble TEXHUKN GOMbHULbI A0/MKHbI PETY/IAPHO MPOBEPATb NPUGOP Ha yTeuKy
3/1eKTPOTOKA.

3.3.1. YpOBEHb MNOrpy>kKeHus

BHumaHune

LaTunKkn co cTeneHblo 3alnTbl «1PX7» BOAOHENPOHULAEMbI MakCUMYM Ha ry6uHe A0 4 CM Huxe

AaTtyunka.

Makc. 4 cm

3.4. OnekTtpomarHuTHasg COBMeECTUMOCTb

e Cunctema [0/DKHA COXPaHATb OCHOBHble pabouyne xapakKTepuUCTUKU YNbTPa3BYKOBOW CUCTEMbl B cpefe
OMC cornacHo M3K 60601-1-2. OcHOBHble paboune XapakTepUCTUKN onucaHbl B pasgene 9.1.4 gaHHOro

pykoBoACTBa.

3.5. KOHTakKTHble renn

BHunmaHue
¢ licnonb3ynTe TONIbKO peKkoMeHAoBaHHble renn (cmasku). Mpoune renv MOryT noBpeanTb AaTHuK U

aHHy/TMpoBaTb rapaHTuio.

HaHeceHne 4Yto6bl o6ecneunTb ONTMMalibHYO Mnepeaqdy 3HEpPruy Mexay MauumeHTOM M AaTUMKOM, Ha Ty
yacTb Tefla NauMeHTa, Ha KOTOPOKW 6GyAeT MNMPOBOAUTLCS CKaHWpOBaHue, Heo6XoAMMO O6W/IbLHO HaHecTu

KOHTaKTHbIA renb nam CMa3Ky.
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Mepbl NPeaOCTOPOXHOCTU KoHTakTHble renu HE [omxHbl cofepxaTb Kakve-nmbo w3 crefytolmx
WHIpeAVeHTOB, MOCKOJ/IbKY N3BECTHO, YTO OHM MOBpEexXAalrT AaTynk:

e MeTunoBbI, 3TUAOBbIA, N30NPONUAOBbLIA CNUPT UK NKOO6bLIE APYyrne NPoAYKTbl HA CNMPTOBOW OCHOBE
« MnHepanbHble mMacra

 Nog,

¢ JIOCbOHBI

e JlTaHONWH

* Anos Bepa

* ONMBKOBOE Macsio
e MeTnn nnn atun napabeHbl (Napa-rMapokKcubeH3oliHas KucaoTa)

e InMeTUN CUNNKOH

PekomeHayeTCcA MCNONb30BaTb C/eAylollMe KOHTaKTHbIe renu.

HanmeHoBaHue MpoussoanTens
Aquasonics 100 Parker Laboratory Inc,
Clear Image Sonotech Inc,

Scan Parker Laboratory Inc,
Sonogel Sonogel Vertriebs
JokymeHT Ne HC-IFU-001 (Bep. 2.5) 16
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3.6.2. buronoruyeckme adodhekTbl
» TensioBble 3hEKTbI - HarpeB MArKMX KN KOCTHbIX TKaHEN

UTobbl faTb onepaTopy npeacTaB/fieHWe 06 OTHOCUTENIbHbIX MOTeHUMasnax ANs MNOoBblWeHWs TemnepaTtypbl
TKaHel, 6bIIN BBeAeHbl TennoBble MHAeKCbl Tls (ana markux TkaHewn), Tib (gns koctn Bo3ne ¢okyca) u Tie
(ons koCcTM y noBepxHOCTW). B cooTBeTCTBUMM CO CTaHAapTOM OTOOpaXxeHWs TenaoBbIX W MeXaHUKO-
aKyCTUYECKUX WHAEKCOB MOLLHOCTU B peasibHOM BpeMeHU A/ NPubopoB yNbTpPa3dBYKOBOrO UCC/ieA0BaHUs
(2004), a1 TensoBble UHAEKCHI A0/MKHbI OTO6paxaTbCsa Y/bTPa3BYKOBbIMU KoHcOoNsaMU. CneayeT OoTMETUTb,
yto T1 = 1 He Bcerga o3HaudaeT, 4YTO TemnepaTypa TKaHeill MNpu CKaHMpPOBaHUM YyBenuuutcsa Ha [C.
MpakTnyeckn B KaXAOM Cslydae MNpOLEecC CKaHMPOBAHUSA OTK/IOHSIETCS OT MPUHSATbIX pacyYeTHbIX YCNOBUIA,
TakMX Kak TUNbl TKaHel, nepdysus KpoBu, pexumMbl paboTbl U peasibHOe BpPeMsi BO3AeNCTBUSA Ha obnacTb
cKkaHMpoBaHus. OfHaKo TennoBble WHAEKCbI AalT WHpOpMauMi O BO3MOXHOM YBe/IMYEHUU puUCKa
NnoTeHUManbHOro 6monornyeckoro agppekTa M OTHOCUTE/NIbHYHO MOLLHOCTb, KOTOPYH MOXHO UCMNOJ/Ib30BaTb C
yyeToM npuHuuna ALARA. NMoMumo HarpeBa TKaHeli BcneAcTBUE CreHEPUPOBAHHOIO Y/1bTPa3BYKOBOrO Mo,
TeMnepaTtypa rosioBkM faTuMka Takke MOXeT yBeNMUUTbCs BO BpeMsi ob6cnepoBaHusa. OnepaTtop AOJKEH
3HaTb, YTO B 06/1aCTU TKaHW BO3Jle YNbTPa3BYKOBOrO faTuuka Npou3oigeT HaniacToBaHWe C HarpeBOM 3a
cUeT y/IbTPa3sBYKOBOIO MoJisi, YUTO He yYnTbiBaeTCcsA 3HayeHusmm TL

* HeTennoBble 3(*)(JbeKTbl - MexaHn4yeckume sABJIeHUA, Takne Kak KaBUuTtaunA

HeTennoBble 6unonornyeckme 3dekTbl Bbi3BaHbl B3aumofelicTBMEM Y/bTPa3BYKOBbIX MNOJSIEN C O4YeHb
MeNKUMWN ny3blpbkamn rasa (cTabuinsvpoBaHHble ra3oBble Tena), T.e. ob6pasoBaHue, pPoOCT, Bubpauus u
BO3MOXHOE OX/IoNblBaHNe MUKPONY3blpbKOB BHYTPW TKaHW. 3TO SABJ/IEHWe Ha3blBaeTCAa KaBuTauueil
(Be3sonacHOCTb y/IbTPa3BYKOBbIX WccriegqoBaHuii, 2-e wnsgaHune, AIUM 2009/AMepUKAHCKUIA  WMHCTUTYT
Y/NbTPa3BYKOBbIX MCCNefOoBaHUi B MeAWLWHE, KOHCEHCYCHbI AokKnaj O noTeHuuanbHbIX OUOM0rMYecKmnx
aphekTax yNbTPasBYKOBbIX wuccnegosaHuin, AIUM 2008/PykoBoAcTBO MO 6e30MacHOMY MNPUMEHEHUIO
ANarHoCTU4YecKoro ynbTpa3ByKOBOro obopyaosaHusa. Fpynna no 6e3onacHoctu BputaHckoro obuecTtBa no
6e30MacHOCTM Y/bTPa3BYKOBbIX UCCMeA0BaHNi B MeanunHe). BepoaTHOCTbL KaBuUTaumMm Bo3pacTaeT BMecTe C
NMUKOBbIM aKyCTUYEeCKUM [JaBJIeHNEM paspexeHusl, HO CHWXaeTcAa C 4acTOTOW WUMNy/bCOB. [103TOMYy 6blf
BBeAEH MexaHu4veckun mHgekc (M), yuntbiBalowmnin n gaBneHue, n yactoty. Uem Bbiwe MI, TeM Bbille pUCK
HeTen/oBbIX 6MONOrMYeckmnx achdekToB.

3.7. YcnoBus oKpyxatolleii cpeapl

Jkcnnyartauns, XpaHeHne nan TpaHcnopTupoBka CuUCTeMbl y/bTpa3BYKOBOro ckaHumposaHus SONON 300C
O0JDKHA OCYLeCTBNATbLCA B C/eAyloWmX npeaenax:

MapameTp Pa6oTa XpaHeHne 1 TpaHCNopPTUPOBKa
Temnepatypa +18°C po +35°C -10°C po +50°C

(+64.4T po +86°F) (+14Tpo+122T)
BnaxHocTb 30% [0 75% 6e3 KoHAeHcauun 10% po 85% 6e3 KoHAeHcauun
JaBneHuve 700 rMa (3000 m) go 1060 rMa 700 rMa (3000 m) go 1060 rMa

3.8. lNpouuve pekomeHaaLnu

Mofo06HO 60/bLWNHCTBY BbICOKOYACTOTHbIX BbIYMCANTENbHbLIX YCTPOUCTB, 3/1EKTPOHHbIE KOMMOHEHTbI CKaHepa
SONON 300C reHepupyloT Terns0 BO BpeMsA MpuUMeHeHUs Nno HasHadeHuto. CkaHep SONON 300C ocHauieH
3aWMTHBIMU MexaHU3MaMun, KOTOpble aBTOMATUUYECKM CHMXKaKT CKOPOCTb BblYMCNEHUI (YacTOTy KagpoB) u, B
KOHEYHOM WTOre, OTK/KYaKT YCTPOWCTBO, /Npexne 4em BO3HUKHET puck neperpesa. CkaHep SONON 300C
npoliesl NPOBEPKY Ha COOTBETCTBME FapMOHM3MPOBaAHHbIM cTaHgapTam 6e30nacHOCTU B 1I06bIX paboumx
YCNOBUAX, ONNCaHHbIX B f@aHHOM PYKOBOACTBE Nnosib3oBartenia (CM. pasgen 3.7 Ycn0BuA oKpyxawuwel cpeabl).
Ona nopgaepxaHua pabouenn Temnepatypbl SONON 300C Ha onTUMasibHOM YPOBHE U MPOAJ/IEHUS BPEMEHU
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CKaHMpOBaHUA NpY MakKCUManbHOW 4YacToTe KafpoB pekomeHayeTcs gepxaTtb ckaHep SONON 300C Tak,
4yTOobObI 06€EecneUYnBaTb XOPOLWNI KOHTAKT MexXay YCTPOACTBOM U pyKoi. I3o6paxeHune Ha gucnsee MobunbHOro
YyCTpOACTBa 3aBUCUT OT BHELWHEro ocBeleHUA - wunsberarite NpAMOro nonagaHuWs COJIHEYHOrO cCBeTa Ha
aAncnen B Xxo4e CKaHMPOBaHUA U NPOCMOTpa M306paxeHun.

3.9. YTununsauyus

3TOT CMMBO/T O3Ha4yaeT, uTO 3/IeKTPUUYEeCcKoe U 3/IeKTPOHHOe 060opyJoBaHue HeMb3s

YTUN3NPOBaTh Kak HECOPTUPOBaHHbIE 6bITOBbIE OTXO/bl, HO CO6UpaTh oTAesibHO. O6paTuTech

K NpousBoAuTesIto UM ouUuNanbHOW KOMMaHMKM Mo yTunmMsauuun, 4tobbl BbIBECTW Baule
[ o6opyaoBaHue U3 IKCMyaTaumm B COOTBETCTBUM C MECTHbIMU HOpMAaTUBaMM.

YTnnnsauma Gatapemn

BHunmaHune

[laHHOoe yCTpOICTBO COAEPXUT NMTUEeBble 6aTapen. He npokanbiBaiTe, He AedOpMUpyiiTe U He
6pocaiiTe 6aTapen B OrOHb. 3aMeHsITb TO/IbKO 6aTapesimy TOro Xe Tuna COor/lacHO pekoMeHAauuam
npovsBoauUTens. YTunuanpyiite otpa6oTaHHble 6aTapen B COOTBETCTBUM C UHCTPYKLUSMM
npov3BoOAUTE/ISt U MECTHLIMW HOpMaTUBaMM.

Ha 6aTapesix Uy ux ynakoBke MMeeTcsi CUMBOJT OTAE/bHON YTUAN3ALUNKN, HANOMUHAKOLW WA, YTO
X Heo6X0ANUMO YTUNM3MPOBATbL WM OTAaTb HA NepepaboTKy B COOTBETCTBUU C MECTHbIMU U
HaUMOHANbHBLIMW 3aKOHAMWU. YTO6bI CHU3UTL NOTEHUNANbHbIN Yllep6 ANsS oKpyxawuiein cpeqpl
N 300POBbs Ye/loBeKa, BaXHO Hagsexawmum o6pasom nepepadotaTb UM yTUAN3MPOBATbL BCE
OTMeYeHHble [aHHbIM CUMBO/MIOM 6aTapeun, W3BfeYeHHble W3 NpoaykTa. VHdopmauuio o
6e30MacHOM M3B/ieYeHUN GaTapen u3 ycTpolicTBa CM. B MHCTPYKUMM K 060pyAOBaHUO Uv
o6paTuTecb K MeCTHbIM opraHaMm BjiacTu.

3.10. TpaHcnopTupoBKa

Cuctema ynbTpa3BykoBoro ckaHnposaHnuss SONON 300C B yrnakoBke TpaHCNoOpTUpyeTCcA BCEMU BUAaMU
TpaHcnopTa, B KPbITbIX TPAHCNOPTHbLIX CpeAcTBax B COOTBETCTBMU C NpaBu/iaMmm NepeBO3KN rPy30B,
OEeNCTBYIOLWMMM Ha KaxXAOM Buae TpaHcnopTa.

TpaHCcnopTMpOBaHME U XpaHeHUE CUCTEMbI YNbTPasByKOBOro ckaHmpoBaHmss SONON 300C 6e3 ynakoBku
3aBO/la-U3roToBUTESIA He rapaHTuUpyeT ero coxpaHHocTb. MoBpexaeHne SONON 300C B pesynbTraTte
TPaHCNOPTUPOBAHNA UK XPaHeHUsa 6e3 ynakoBKM 3aBO4a-U3roTOBUTENIA YCTPaHAKTCA 3a cyeT
notpeéutens.

3.11. TlapaHTuiiHble 0643aTefibCTBA

MponsBoanTeNb rapaHTMpyeT OTCyTCTBMe 6paka maTepuasioB U KayecTBO W3rOTOBJ/IEHUS CUCTEMbI
YyNbTPa3BYKOBOro ckaHupoBaHuss SONON npu nNpaBufIbHOM MCMNO/Mb30BaHUN U O6CNYXUBaAHUM B TeveHue 12
MecsiLleB (3a UCKIIOUYEHNEM akKyMynsTopa), HauyMHasi C MOMeHTa Npuo6peTeHus.
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3.12. YnakoBKa

Cunctema ynbTpa3BykKoBOro ckaHmpoBaHnss SONON 300C ynakoBblBaeTCsi B KAPTOHHYH KOPOOKY.
Pa3smep kopobku: 323 x 255 x 71,5 mm (WU x A x B), Mapka kapTtoHa: GZ (Coated SBB).

B kopob6Ky nomeuieHbl: ckaHep SONON 300C, 3apsagHoe yctponctBo SONON, agBe akKyMynsiTOpHble
6atapeun (ogHa y)e BCTaB/ieHa B CKaHep, gpyras - 3anacHas), ceteBoin agantep (g1 SONON) un wHyp
NUTaHUs, ynakoBaHHbIe B OTAE/IbHYIO KapTOHHYH KOpPO6Ky, agantep NepeMeHHOro Toka AN 3apsafHoro
ycTponictBa SONON cO WHYpPOM NUTaHUA, yNnakoBaHHble Takke B OTAE/IbHYI KapTOHHYI KOPOOKy, n
PYKOBOACTBO MOSb30BaTens.

Kopobka, BWz, cBepxy KopoGka, Bug, CH13y Kopo6ka BHyTpu

3aTeM OecsiTb TakMX KOPO6GOK NMoMellalnTcsl B 60/1blUy0 rodpUpoOBaHHY0 KOPOGKY A1s TPaHCNOPTUPOBKM.

3.13. CpokK cnyxo6bl

OXxungaemblii CPOK Cnyx6bl: 3 roga

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 20
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(naBa 4 OnucaHne ycTpoincTtBa
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4.1 OnucaHve npogykra

41.1. CoctaB
CkaHep SONON 300C

\

AKKyMynATOpHasn 6atapes - 2 LT

Apantep nepemMeHHOro Toka g1 3apsigHoOro
ycTpoirictea SONON

ApganTtep ceteoii (a1 SONON 300C)

lMNpuHaaneXxHoCTu:
Kpbiwka 3awmtHas gna SONON

«H

KpenneHve gna SONON

JokymeHT Ne HC-IFU-001 (Bep. 2.5)
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PykoBoacTBO nosib3oBatesis SONON 300C

Pyl |
3apsiaHoe ycTpoiictBo SONON

LLHyp nuTaHus - 2 wr

KpaTtkasa nHctpykumsa SONON 300C

CornalleHne 06 1CMnob30BaHUM MPOrpaMmMHOro
obecneyeHust

PemeLuok gnis SONON

tS®

Zn1



4.2 CxemMa aKpaHa

4.2.1. O6bwwuin BUA annapara

Ne HanmeHoBaHue
1 Tronoska gatuuka

2 PyHKLUMOHaIbHAaA KHOMKa

3  UnaukaTop nuTaHus

4  KHonka nuTaHus

PYHKUNA
MpuknagbiBaeTcs K nauneHTy

CVHUIA MHANKATOP HEe FOpuT, KOrAa aKpaH HEenoABUXKEH.
CYHUIA MHANKATOP He TopuT, Korga n3obpaxeHue Ha aKpaHe MeHsieTcs.

BkntoyeHne nutaHusa (6enblii)

Bblik/ntoueHMe nuTaHUA (3eeHblii MHOUKATOP TFOpuUT 2 CeKyHAbl, nocne
4yero racHer)

MpaeT 3apsagka (3eneHblii nHAMKaTop)

BkntoueHmne/BbikNOUYEHNE NMUTAHUS

5 Kuonka Wi-Fi Nuankatop Wi-Fi (cunnii nngmkatop)
6 TMoaknwoueHo 3apagHoe 370 o6nacTb NOAK/MOUYEHUS ajantepa NepeMeHHOro Toka AN 3apsgku
YCTPOWCTBO 6aTtapen annapara
JokymeHT Ne HC-IFU-001 (Bep. 2.5) 23 G806
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4.2.2. O6wasa KOMMNOHOBKa

TenedoH

CTpoka 3aronoska

Bug

Mnanwer

Bwa
Manens Mewo |
MaHenb meHto
H
Tonbko BepTUKanbHas :
ceTka
. o R TOI:bKO _fI(‘)[')";3OHTaﬂ bHas ceTKa -
Ne HaumeHoBaHue PYHKUMA
1 Crtpoka 3aronoska BbIBOAUT PEXUM U OCHOBHY (YHKLNIO
2 Bug (06n1acTb aKpaHa) BbIBOAUT AMarHOCTUYECKOEe N306paxeHne U nHpopmaumnio
3 MaHenb MeHO KHonka pyHKLMOHAa/IbHOTO MEHH
rmfjst
JokymeHT Ne HC-IFU-001 (Bep. 2.5) 24
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4.3. barapes

BHunmaHue
¢ He nomewante 6aTapet psgoOM C UCTOYHMKOM Tenjila M He nogBeprante BO3AENCTBUKO MPSIMOro
naameHn. Takoe BO3AeNCTBME MOXET NPUBECTU K YTeYke arpecCMBHOM XXUAKOCTU, MNOPaXEeHUH

3NTEKTPOTOKOM WM BO3ropaHuio.

« [lpy nonagaHun XUAKocTu 13 6aTtapen B rnasa cpasy NpomMoiTe rnas 60/bWKUM KOTMYECTBOM BOfbl U
KaKk MOXHO cKkopee 06paTuTeCchb 3a MeAULUHCKON NoMOoLblo.

+ He norpyxaiiTe 6aTapeto B BoAy M He gonycKaliTe ee HaMOKaHUs.

e ApanTep NepeMeHHOro TOKa AOJ/DKEeH MCMOo/Mb30BaTbCsA 3a NpejesiaMu OkKpyxatoulelh nauveHTa cpegbl,
(cm. IEC 60601-1)

//////////__4,‘////{///z//

N X T
e

<

151 *\

/0

PucyHok 1 Cpepa, okpyxatoLas naumeHrta

CkaHep SONON 300C 3anuTaH OT IMTMEBO-NOHHOW GaTapewn. lMNMepepn nocTtaBkoil 6aTapes 6Gblsia 3apsAXeHa He
NONHOCTbLIO. UTO6bI NPOA/INTL CPOK CNYXObl 6aTapen peKkoMeHAyeTCsa MOMHOCTbIO 3apsaanTb ee nepes NepBbiM
npuMeHeHneMm. Mcnonb3yiTe AN 3TOro TONIbKO afanTep NepeMeHHOro Toka, npunaralowmicsa K

SONON 300¢C.
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KYMYNATOPa
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4.3.2. i3BneyeHne n yctaHoBka 6arapeun
4.3.2.1. Nopsaagok 3aMeHbl 6aTtapen

(1) OTBeagunTe KHOMNKY 6/10KMPOBKMN

(3) CHMMUTe KpblwKy 6aTapeun

(5) BcTtaBbTe HOBYIO 6aTapeto

JokymeHT Ne HC-IFU-001 (Bep. 2.5)
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(2) OTBeanTe KpblWwKy 6aTapen B CTOPOHY KHOMKWU
6/10KMPOBKU

(4) 3BneknTte 6aTapeto

(6) YcTtaHOBUTE ”N MnepeABUHbTE KpbllWKy 6aTapewn
BHYTPb, O4HOBPEMEHHO OMycKasi KHOMNKY 6/10KMPOBKU

tied
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4.3.2.3. Tlopsagok 3apsiakv yCTpoicTBa

(1) OTKpoiiTe GOKOBYIO KpbILWKY YyCTpoicTBa (2) BctaBbTe USB-kabesib B yCTPOMCTBO

. .+ C3cell
/\O’

(3) MpoBepbTe MHAMKATOP (3€1€HbIR) 1 NO
OKOHYaHUW 3apsiaKuU MHAUKATOP noracHeT
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Ons pa6oTbl CucteMbl yibTpa3BykoBoro ckaHmposaHns SONON 300C He06X04MMO YCTaHOBUTb Ha
MO6uMNbHOE yCTpoicTBO NporpamMmmHoe npunoxeHne SONON Ultrasound App. be3 Hannuus ckaHepa
SONON 300C Bx0f B MO6UIbHOE NPUNOXKEHNE HEBO3MOXEH (KakK M HEBO3MOXXHa paboTa ckaHepa
6e3 yCTaHOB/IEHHOr0 MOOGWIbHOTO npunoxenusa)! Kogom / knw4vom pgoctyna (v wi-fi
COeAMHEHNEM MeXAY MOOGMNbHLIM YCTPOMNCTBOM C npeaycTaHoBAeHHbIM O n ckaHepom SONON
300C) sBnseTcA CepuiiHbIi HOMep CKaHepa, YKasaHHbIi Ha WAEHTU(PUKALMOHHOW I3TUKETKE,
pacrnonoXXeHHOW Ha ob6opoTe nsgenus. Ans perucrpauum nporpaMmMbl HEO6X0AUMO BBECTU NIOTUH -
cepuitblii HoMmep (SN) ckaHepa SONON 300C, HameHOBaHWe opraHusauun, agpec 3M1eKTPOHHOM
no4YyTbl, 3ajgaTb CBOW naponb. Tak Gopmupyetrca NUUYHbIG KabuHer, W B ganbHeiwem [JOCTYN K
(hYHKLMOHaNy NporpaMMHoOro obecneyeHns oCyruecTBifeTCA TONbKO Yepe3 INYHbIA KabuHeT.
®YHKLUMW JAHHOTO NMPOrpaMMHOro MPUIOXKeHNS:
- MONy4YeHMe Ha Aucnieil TenedoHa UM NnaHweTa ynbTPasBYKOBbIX M306paxKeHWUW, CAeNaHHbIX
ckaHepom SONON 300C
- 06paboTKa (NpeobpasoBaHme) NONYUYEHHbIX N306paXKEHNI AN BU3Yyanm3aLmm
- BbIBOJ, Ha 3KpaH TenedoHa/nnaHwerta o6paboTaHHOro (npeobpa3oBaHHOr0) N306paXKeHUs
- ynpasJ/ieHne PYHKLMAMUN ANAarHOCTUKN
- CEHCOpHOE yrnpaB/ieHNne OCHOBHbIMU (DYHKLMAMU NPOrpaMmsl

COXpaHeHWe  AMarHoCTUYecKoW  uHpopmauum  (camoro  M300paXKeHWUsi,  U3MEPEHMUIA,
3aMEeTOK/KOMMEHTapueB MoOJIb30BaTENdA, & TakKXe MH(popmauuy 0 MaumeHTe) n ynpasneHne paHee
COXPaHEHHbIMU 3anucaMKU (pefakTUpoBaHWe, KONMUPOBaHWE, yAaneHue, 0TnpaBKa Nno 3N1eKTPOHHOM
noure)
- U3MEpEHMEe NONYYEHHbIX YNbTPa3BYKOBbIX AaHHbIX
- ynpaBJ/ieH/e HAaCTPOKamMmn cKaHepa - HaCTPOWKKM napameTpoB MNOAKMOYeHUA Wi-fi ¢ BO3MOXHOCTbIO
N3MEHeHMa "Naposs no ymonvaHuio", 06HOB/IeHWE "NMPOLUNBKK™ CKaHepa
- ynpas/ieHWe nepefayveit ¥ pe3epBHbIM KOMMPOBAHMEM UH(OPMaLUy O NauneHTe.

5.1. Tpe6boBaHUs K MOOGWUIBHOMY YCTPONCTBY

MpenynpexaeHve

* B cnyyae yaanieHusi U NOBTOPHOI YOTAHOBKM MPUIOXKEHUS BCe COXPaHEeHHble AaHHble 6yayT yTepsiHbl
N HEe OMOTYT 6bITb BOCCTaHOB/IEHbI.

¢ T[lpegHasHayeH ansa paboTbl co cTaHAapTHbiMM OC Ha 6a3e Android (v, 4,1 v Bblwe) n iOS (v. 7,0
nnu Bbiwe). Android Rooting u iOS Jailbreaking ycTpaHsAeT orpaHM4YeHns yCTPOMWCTB, paboTalwmx Ha
cTaHpapTHoli OC w, cnepoBaTeslbHO SONON 300C, He MpeAHa3sHa4YeHHbIX ANs 3TUX YCTPOMCTB.

KomnaHus Healcerion He oTBevaeT 3a Nto6ble OWMNGKA B X0A4e 3KCMyatauuu,

* He ncnonbayiiTe HAYEro ApPyroro, KPOMe PeKoOMeHA0BaHHOI0 MOGM/ILHOTO YCTPOWCTRA.

BHumaHue
Mocne ycTaHOBKU MPUAOXeHMA SONON 300C App u3 App Store / Google Play 6yaeT HaligpeHa HoBas

Bepcusa, KoTopad 6y,qu o6HOB/NEHa aBTOMAaTUYECKMU. Mpn 3ToM TakXxe aBTOMaTU4YeCKn 06HOBUTCA
npownBka.

MpumeyaHune

Bo Bpems skcnnyatayun SONON 300C komnannm HELCERION HyxHa Bawa AnyHas nHdopmaums,
-MpoyTtute M A, CornaweHne 06 Mcnonb3oBaHum,
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3awmta nepcoHasbHOW WHOPMaUMM 1 zauuta YycTpoiicTBa OT HeCaHKLMOHWPOBAHHOTO A0cCTyna
ocyuecTBasieTca cneaywwmmMm obpasom:

1. YctaHoBneHHas wu3 Apple Store wnm Google Play nporpammHoe
ob6ecneyeHune Healcerion

He MOXeT ObITb MCMO/Ib30BaHO 6e3 perncrtpayunn.

2. PerucTtpauuns NpPorpaMMHOro obecneveHusn Healcerion SONON UITRASOUNO IMAOtMC SYSTtM
npeanonaraet: B3T W%L“’ Vo
2.1. BBegeHuve koga goctyna. Kogom goctyna siBnsieTcs ) 0
cepuiiHbin HoMep (SN) ckaHepa, yKalaHHbI Ha ?I? 2817_01@.. L
NAEHTUMDUKALMOHHON 3TUKETKE, PacMofIOXeHHOW Ha o6opoTe ‘S"’e"gﬂfbgg%_-r\?tgi'gwfg(”)'f%éxm'w
nsnenus. TakuMm 06pasoM, HEBO3MOXHO MCMOMb30BaTh IKW 0BEUS 1A, 8d. 6*H1b| Wetwi,
NPUNOXEHNE, He NMest XOTA 6bl 0OAHOro Npuéopa. Oﬁ,g?%ﬁ[ﬂﬁj}‘gﬁgg‘ﬂm««»O* .

2.2. NMomuMo BBeAEHUA KOoAa AOCTyna Mpu perucrpayuu nosib3oBaTesib

(Bpay) nytem BBeaeHUsA

[aHHbIX: HAUMeHOBaHWe opraHusauuu, agpec 3NeKTPOHHOM NoYTbl, 3aaBaeMblii NONb30BaTE/NIEM

naponb, POPMUPYET NINYHbI KaBUHET 1 B AanbHelilweM A0CTYN K PYHKLUOHaNy NporpamMmMHOro o6ecrnevyeHums
ocyuiecTBnseTcs TO/IbKO yepes NINYHbI’ KaBuHeT.

HEALCERION
Fill in your infomation

Organization
Serial Number

Password

Password
Confirm password

Email address

3. Mocne perucTpaunm NpUIOXKeHUs, A5 UCNOoMb30BaHUs CUCTEMbI YNbTPa3BYKOBOro ckaHMpoBaHus SONON
Heo6xo4MMO OCYLLEeCTBUTb MNOAK/KOYEHME YCTPOMCTBA C YCTAHOBJ/IEHHbIM MPOrpaMMHbIM OGecneyeHueM K
ckaHepy Sonon 4epe3 umHTepdenc Wi-Fi, ncnonbsysa craHgapTHbIA Naposib, YKasaHHbIi B PykoBoacTBe no
akcnyataumn. KaHan noAakoyeHnss HacTpoeH Takum o6pa3oM, YTO OAHOBPEMEHHO K O4HOMY CKaHepy Sonon
MOXeT ObITb MOAKMHUYEHO TO/IbKO OAHO YCTPOWCTBO (MpunoxeHwue). Mpu nonbiTke MNOAKAKOYEHUST BTOPOro
ycTpoiicTBa (NpUoXeHns), Ha aKpaHe BTOPOro yCTpoOMcTBO 6yAeT BbiBeAeHO CO0bLEeHNe 0O HEBO3MOXHOCTU
NOAKMOUEHNSA N PYHKLMOHAN NPUIOXEHNA Ha HEM He ByaeT AOCTYMeH.
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MWHMManbHble TPe60BaHNA KMOGUNbLHOMY YCTPOWCTBY NepedyncieHbl B Tabnuue HUXe.

Mo3vumsA XapaKTepuctunka

YCTDOIZCTBO iPad mini Series / iPad Air Series unu Bbilwe
iPhone 5, 5S, 6, 6 plus nnu Bbiwe
Galaxy Note 10.1 Wi-Fi/LTE unu Bblwe
Galaxy S5, Galaxy Note 3 unu Bbiwe
Galaxy Tab 8.4 Pro unu sbiwe

Bepcnsa mobunbHoi OC i0S 7.0 wunn Bblwe
Android 4.1 vnu Bbllle

MWHUMaTbHbI 06beM namdaT 8 re.

YCTPOWCTBA, [OCTaTo4HbIi  gngd
YCTaHOBKM MOGWU/TbHOTO MPUIOXKEHWS.
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5.2. YcTtaHOBKa MOOUILHOIO NPUIOXEHUSA

MpumeyaHune

Ona ycTaHOBKM MOOWABLHOIO NPUIOXKEHUA SONON 300C Ha iPhone Heob6xoguma perncrtpaymnsa Ha iTunes
1 Naponb.

521105

(1) 3anycTtute npunoxeHune '‘App Store'

(2) Hahgute 'SONON 300C

(3) BbibepuTe NpuaoxXeHMe SONON 300C U yCcTaHOBUTE €ro
(4) BBepguTe naposib nonb3oBartens Apple iTunes

(5) ABTOMaTMyeckasi ycTaHOBKa
5.2.2. Android

(1) 3anycTtute npunoxeHune 'Google Play'
(2) Hahgnte 'SONON 300C
(3) BbibepuTe NnpunoxeHne SONON 300C U yCTaHOBUTE €ro

(4) ABTOMaTMyecKkasi yCcTaHOBKa

Bepcua MO - M1 XX.XX. Mocne ycraHoBku npunoxkeHns SONON Ultrasound App u3 App Store /
Google Play 6yaeT HailaeHa HoBas Bepcusi, KoTopasi OyeT 06HOB/IEHA aBTOMATUYECKM. [py 3TOM
TaKKe aBTOMATUYECKN 0OHOBMTCS MPOLLIMBKA.

Cuctema SONON 300C npeaHa3HaveHa 15t paboTbl co cTaHAapTHbIMM OC Ha 6aze Android (v. 4.1
nn Bbliwwe) 1 i0S (v. 7.0 win BbiLLe).
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BHumaHune

Mepen vcnonb3oBaHMEM U3LeNNA NMPOBEPbTE ero Ha npeagmMmet KaKnx-nnmbo BHELWHNX (*)VI3I/I‘-I€CKVIX
HOBpe)KAeHMVI, BK/1O4Yasa TpewnHbl U NOCTOPOHHME MaTepuasbl.

Mepea ncnonb3oBaHNEM HEO6XOAMMO MPOBECTU OYUCTKY/AE3UHAEKLMNIO CUCTEMbI COr/laCHO
VHCTPYKUMAM MyHKTa 7.3.

6.1. BkiloueHve ycTpoiicTBa
6.1.1. BktoueHue nutaHus

(1) HaxmuTe KHOMKy NUTaHus 1 yaepxunBainTe 1-2 cekyHAbl.

(2) WHpmnkaTop NMTaHUSA CMEHUTCH C 3e/1IeHOr0 Ha 6enbli.

(3) Korpga wnHankatop kHoMkn Wi-Fi 3aroputcs cMHUM CBeTOM, 3TO OyAeT O3HaudaT, 4To npmbop rotoB K
paborTe.

6.1.2. BblktoueHne nutaHus

(1) HaxMmMuTe KHOMKY NUTaHus 1 yaepxuBaiTe 1-2 cekyHAbl
(2) WNHpgnkaTop NUTaHUS CMEHUTCA C 6esioro Ha 3esieHblii.
(3) Korpa 3eneHbli MHAMKATOP NMUTaHUA NOracHeT, 3To 6yAeT o3HayaT, 4To paboTa Nnpmbopa 3aBepLUeHa.

6.2. TexHUYeCcKue XxapakKTepUCTUKK ceTeBOro mHtepdgeinca (Wi-Fi)

. Tonbko 2.4 Ty,

. Pexum SoftAP

. SSID: SONON300C- cepuiiHblin HOMep.(XXXXXX)
+  Maponsk: 1234567890
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6.3. OpwueHTaumsa gatumka (Mapkep AuHUKU 1)

[aTunmk umeeT MapPKUPOBKY OpueHTauuu. 3ITa MapkKMpoBKa HyXHa A58 0603HauYeHUsl KoHUa JaTyuka
OTHOCUTE/IbHO CTOPOHbI U306paXEHUs!, NMetloL el 3HaK OpUEeHTaLUMN Ha 3KpaHe CKaHMpoBaHUS.

< we o o 1

2 M

ttm

fiS3

* OCHOBaHWe MapKepa MHMN 1 HaxoAMTCS Ha BbICTyNaroLlWed YacTy roNloBKM fatumka SONON 300C.
(1) Bbibepute mapkep nMHum 1.

(2) Mapkep nMHMKM 1 6yaeT oTo6paXKeH Ha NPOTUBOMOJIOXHOW CTOPOHE.

(3) W3o6paxeHne Ha aKpaHe 6yaeT M3MEHEHO Ha MPOTUBOMOJIOXHOE.

6.4. TNopAapok paboTbl

6.4.1. B3aumogeiCcTBME C MOSIb30BaATENEM

OeiictBre B3avmopeiicteme VIkoHKa

OpfHo KacaHne OpHo

JBoliHoe kacaHve [BoiiHoe KacaHue
MepeTaiys MepeTawnTb (B /11060M
HanpaB/iIeHMN)

CeecTu nasibLbl OTparmTb -*M*-

Pa3BecTn nanbLpl MNpuénnsnTbL
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6.4.2. Pernctpauus B NpUIOXKeHUN

6.4.2.1. 3KpaH NepPBUYHOW HACTPONKU

Terms&Conditions

UsJOeAgr«w«?ntfnrPmenilhnferm»tiftn

HC

HEALCERION

Welcome!
| Agre«
TheSONONIOOCUuG*Agrwfnen»
[17?  Next
- | Agrt«
1 My IV «vKarke <airi >STTT

(l) Ecnun kHonka Next HaxaTa, Korga He BO BCe NoOJA BBeAeHbl 3HaYeHUA, NOABUTCA BCNJ/ibiBalolWee OKHO 1.

BBeante 3HavyeHUs.

Fill your Information
OrgantutkMi

I Qi

Serial Nutiiber

1 SONCNHi214.Me4

Password

Conflrmyour Password

Email Address

Next-

Please complete all fields.

OK

Popup!

[BanonHuTe BCe nons]

(2) Ecnu napofib He COOTBETCTBYeT NMOBTOPHO BBEAEHHOMY Maposito, NOSBUTCA Cliefyioliee OKHO.

Please re-input your password and
re-confirm ttiepassword.

[CHoBa BBeAUTE Naposb, a 3aTEM CHOBa BBeAWUTE ero MOBTOPHO A/ NOATBEpPXAeHUs ]

JokymeHT Ne HC-IFU-001 (Bep. 2.5)
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Popup 2

39

&

Information checking

Organixation

Serial Number

g. 50NONHI2HOOM

'm

1

Password

a$d(qw”I234

Email Address

gilhmpitajf-gil.ac-kr

Tltls screen Is passcdintolnittal screen

automs”kasliyafter

5)

MHAM

< ffj



6.4.2.2. VcxoaHbI aKpaH NpUIoXeHNst

o oo

PaaentUst

OK rf Start Scan

Fin4 Pawwofd

J.7GB

sirik€ UMD "autiitt

(1) Bseas naponb, 3afaHHbIi BO BpeMsi peructpaumm, Haxmute OK.
(2) MpunoxeHue NepengeT Ha 3KpaH OXMAaHUA.

6.4.2.3. HaiiTn naposnb

Seriale"
E-mil

% Please InputE msliw”eflycMiinputmnuisming

H C t  Cancel XK

MEAI-CERION
I....

Vour Password 1s XXXXXXXXKXXX.
Please remember your password

carefully.
OK

K
The value Isnot correct. Please try
again.

OK
<t luuuek KOU
t Popup 4

(1) Bbibepute Find password.

(2) Ecnn cepuiiHblii HOMEpP WM afpec 3/IEKTPOHHOW NOYTbl OT/IMYAETCSA OT COXPaHEeHHbIX 3Ha4YeHui,
NosiBUTCA BCNJ/biBalLiee OKHO 4. [BHaueHMe HeBepHO. MoBTOPUTE MOMbITKY].

(3) TMocne BBeaeHUs cepuiiHOro HoMepa U ajpeca 3/IeKTPOHHOWM MouYTbl, yKa3aHHbIX MpPU perucrTpauunu
nosb3oBartesisi, MOXHO NOATBEPAUTL Mapo/ib.
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6.4.3. HayasibHbI 3KpaH

HC

mesnl.ccuoH

P«tt«ntUs!

SimSirn

™ SM>

* MMocne nogkntoyYeHUA SONON 300C K M06I/II'IbHOMy NPUNNOXEeHNK ,qBOI7IHO€ KaCcaHune KHOIMKW CKaHWpoBaHUA
3anyCcTnT npouecc CKkaHnpoBaHuA.

(1) HaxmwuTe KHONKy Start Scan,

(2) MosiBUTCHA MKOHKa MpoLecca.

(3) MNocne nogknt4yeHMss SONON 300C M MOOGWUIBLHOTO MNPUIOXKEHUA WHopMauua 6yaeT BbIBOAUTLCA
06bIYHbIM 06pa3omMm.

(4) Korpa SONON 300C He nNOAKIKYEH K MOGWUIBHOMY MPU/IOXKEHUIO, MNOoJ/Ib30BaTe/lb He CMOXeT
Mcnonb3oBaTb MYHKUUM CKAHUPOBaHUS.

Not conn«ted with SONON.
Pleasetry again.

OK

[HeT coeguHeHna ¢ SONON, MoBTOpuTE NONbITKY]
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6.4.4. OKpaH peasIbHOro BPeEMEHU

6.4.4.1. OnuncaHve aKpaHa peasibHOro BpeMEHU - TenieddOoH (3KpaH Mo YMOJTHaHWIO)

Ne  HaumeHoBaHue PYHKUMA

1 KHonka TGC HacTpoika 3HaueHns TGC (komneHcauunsa ycusieHns no rnyoeuHe) ansa
Kaaow rnybéuHbl ¢ ncnonb3oBaHnem TGC un 4 nosmyunii

2  KHonka DR HacTpoika 3HaueHua DR (AuHaMunyeckuin gmanasoH) ¢ nomouwbio DR un 4
no3uumin

3 KHonka Freeze OcTaHOB 1M306paxeHUsi BO BpeMsi CKaHMPOBaHUA U NOBTOPHas akTuBaLus
OVHaMNYecKoro nsobpaxeHus

4 KHonka coxpaHeHus CoxpaHeHue n3obpaxeHns B cNMcKke Bocnpou3BegeHUsa (6basa faHHbIX) B

n3obpaxeHusi X0/le CKaHUpoBaHUs

S  KHomka MH(OpMauuMm o  BbI6Op NayMeHTa U3 CIMCKa UAN BBOJ HOBOW WH(OPMALUN O nauneHTe
naumeHTe

6 KHonka nMponucTbiBaHWUA [epexof Ha NPefbIAyLLYyo cTpaHuLy
CTpaHuLbl
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13

14

15

16
17

JokymeHT Ne HC-IFU-001 (Bep. 2.5)

HanmeHoBaHve
KHonka cnucka ainos
KHonka HacTpoek

OT06pasuTb
HanpaBJ/ieHWe gaTyuka

Lkana ceporo

OT06pasuTtb FL

O6nactb 60KOBOW
LWKanbl

CocTosiHMe ceTeBOro
noakn4yeHnA

OcTaBluiica 3apag
6aTapen

BbIX0oAHas MOLIHOCTb
yNbTpasBykKa

CKOpoOCTb KagpoB

O6nacTb nHopmauumn o
nauueHTe

PYHKUMA
Mepexopn K CNUCKY COXpaHeHHbIX (pannoB (CNNCKY BOCNPOU3BEAEHUSA)
BbIBOANTCS MEHIO HACTpOEK.

O6paTnTb U3obpaxeHue

[Moka3blBaeT ApPKOCTb I/I306pa)KeHVIF|

OTo6paxaeT Tekyuiee 3HavyeHne FL (poKycHOro pacctosiHusl) U HAaCTPOWKY
3HayeHuns FL gna yenesoi obnactm ob6cnegoBaHus

PerynnpoBka rny6uHbl NyTemMm nepeTackMBaHWA MOs3yHKa B 3TOl o61acTtu
nnn HacTpoiika FL nyTem Bbi6bopa nHgmnkatopa FL.

3eneHblin: 03Ha4yaeT, YTO COCTOsSIHME CeTeBOro coegnHeHunsa CTabunbHO.
XenTblii: 03Ha4yaeT, YUTO COCTOSAHME CETEBOrO coegnHeHNnA HecTabunbHO.

MokasbiBaeT OCTaBLUMICS 3apsi 6aTapen OCHOBHOrO Koprnyca SO N O N
300C

Ml: OToGpaxaeT MeXaHU4YeCKUin NHAeKC

TIB: OTo6paxaeT TeNJIOBO MHAEKC KOCTHOW TKaHn
TIS: OTo6paxaeT TeNJIOBO MHAEKC MSATKOW TKaHW
TIC: OTo6paxaeT TeN/1I0BOW NHAEKC YEepPENHOI KOCTU

OTo6GpaxaeT KOMMYecTBO NepeaaBaemMbiX KaapoB

OTo6paxeHne MHpopMaLMn O NaUNeHTe, COXPAHEHHOI B CnuUcke
naunmeHToB

OTo6paxeHune B qpopmaTe «NMsa» - «aeHTUUKaTop».
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6.4.4.2. ameHeHne mMacliTaba

< Lve 0 un i ' Lve © |jli

G 1S 117 @ 0 1Q N i[r

~  PasBecTu nanbubl (Npnban3nTb nobpaxeHune) (makc, 400%).
A~ CBecTu Nanbubl (0TAaNNTL) (MUH. 100%).

6.4.4.3. KoHTposb hokycHoro pacctosHua (FL)

Lve ©

A B pexume npubnmxeHnsa (Zoom) doyHKuMs KoHTpons FL He paboTaerT,

(1) OpHo KacaHue - nosioxeHne FL Ha 60OKOBOW NIMHENKe.
(2) TMokasaTb HOBbI Mapkep FL.
(3) 3HaueHue MI/ Tl B COOTBETCTBUM C U3BMEHEHHbIM 3Ha4YeHuem FL,

3HaveHune FL He MOXxeT npeBbllaTb 3HayYeHuWe ybuHbl, U Makc, 3HadyeHne FL MOXHO 3ajaTb Kak
Fny6uHa -1..
X [Onana3oH nameHeHus 3HadeHui FL coctaBnset 2 - 16 cwm.
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6.4.4.4. KOHTPOJIb NYy6OUHbI

live O ill

TAHT»N3anTw emM»

T

B pexume npubnmxenns (Zoom) dyHKLMA KOHTPONSA rNy6UHbI He paboTaer.

(1) MNepeTawmnTe NON3YHOK HAa GOKOBOW NINHENKE.

(2) MokasaTb HOBYI FNyOUHY.

MepeTawnTb BBEPX - YBEANUYUTL [NyO6UHY / nepeTawuTb BHU3 - YMEHbLLWUTb [1yOUHY.
X Ecnu nonb3oBaTefib yMeHbWWA rNyb6uHy Huxe 3HadeHusa FL, To 3HayeHue FL aBTOMaTmyeckwu

noAacTpavBaeTcs Mo HOBYHO r1y6uHYy -1.
X MNpumep: ecnu ucxogHasa rnybuHa coctaensna 10 cm u FL = 7 cMm, TO Npu YMeHbLIEHUU TNYOUHbI A0

5 cm 3HavyeHne FL aBTOMaTuUYeCKN YMEHbLUNTCA A0 4 CM.
X Anana3oH nameHeHUs rnyobuHbl 5-20 cm.
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6.4.4.46. KoHTtponb TGC

~ B pexume npubnmxeHnss (Zoom) oyHKums KoHTpona TGC He paboTaer.

(1) KocHuTtecb kHonkn TGC.
(2) MosiButcsa non3yHok TGC.

X TMogenuTe BCIO AJ/IMHY HA YeTbipe OTpeska.
X MepeTawmuTte NoN3yHOK B/IEBO: SAPKOCTb OTpe3ka 6yAeT yMeHblueHa.
X MepeTauwuTe NOM3YHOK BMNpaBoO: APKOCTb OTpe3ka GyAeT yBesninmyeHa.
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6.4.4.47. KoHtpons DR

(1) KocHuTecb KHOMKM KOHTpons DR,
(2) MNosiBUTCA Non3yHok DR.

(3) MNepeTawmnTte MON3yHOK,

AU sNE

X MepeTawuTe BNpaBo, 4TO6bI yBennuntb DR XX ab (makc. 96 gb).
X nepeTawuTe BAEBO, YTOObl yMeHbWNTL DR YY ab (MuH. 30 ab),

H (4) MNokasaTb 3HayeHne DR (eguHuubl - AB).
(5) KocHuTecb KHOMKM KOHTponsa DR.

(6) LWkana nameHeHna DR 6yaeTt ckpbiTa.

JokymeHT Ne HC-IFU-001 (Bep. 2.5)
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e.4.4.48. 3anucb

(1) HaxXmwnuTe KHOMKY 3anucu.
(2) Bo Bpems 3anmMcu Ha 3KpaHe BbIBOAUTCA coobueHne «Recoding».
(3) HaxmuTe KHOMNKy 3arnmcu.

(3) MosiBuTCA coobuweHne o 3aBepuieHMn 3anucu «Recoding file is saved» (calin 3anucu coxpaHeH), u
LaHHble ANarHoCTUKN B6yayT coxpaHeHbl (dann 3anucn).

6.4.5. 3kpaH NPUOCTaHOBKN N300paXkeHnst

Bo Bpemsa ckKaHMpOBaHUA HaXMUTe KHOMKY Function wnnmM KocHuTecb KHOMKM Freeze, 4TOOGbI
NPNOCTaHOBUTb |/|3o6pa>KeH|/|e.
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6.4.5.1. OnucaHune akpaHa Freeze (conep>xaHne akpaHa Freeze)

@ A

Ne HanmeHoBaHue PYHKUMA
1 KHOMKa «04nuCcTUTb» YpanuTb 06beKT naMmepeHus
2 KHonka «M3mepuTb» [OnvHa namepeHus, anaunc n 4o6aBUTb KOMMeEHTapUii
3 KHonka Live Mepexopn B pexum peasibHOro BpeMeHMU
4 KHonka «CHUMOK» CoxpaHuTb BbiBefeHHOe n3obpaxeHue (CHUMOK)
5 KHonka «Cnuncok BbibpaTb nayneHTa n3 cnmcka n 4o6aBuTb HOBYHO MHbOpMaLUIO O NauneHTe
nayneHToB»
6 KHonka nepeMoTku MpoBepuTb NpeablAYWNA ANAarHOCTUYECKN Kaap
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6.4.5.1.1. AnvnHa

Freeze © tCt Freeze © IjF Freeze © <1

(1) OpuH pa3 KOCHUTECb KHOMKM «3MepuTb».

(2) MNosBUTCA NOAMEHIO.

(3) KocHuTecb kHomku «Length» (gnunHa).

(4) MpoBeauTe NMHUIO TaM, FOe HYXXHO M3MEPUTb OJIMHY, W Ha 3KpaHe NOSIBUTCS XenTast NINHUSA.
(5) BbIBOA 3aMepPEHHON ANIMHbI Ha 3KpaH.

X [lonb3oBaTenb MOXeT NepeMecTUTb WUKOHKU MOJIOXEHUA NYyTEM MnepeTacknBaHuA.
X MakcuManbHO€e 4YMCc/io 06BLEKTOB n3MepeHus paBHo 10.
N Tlo f[OCTUXEHUN NpeaesibHOro Yncaa 06 bEKTOB NOABUTCA cnefyloliee BCMN/blBaloLWee OKHO.

Maximum Measurement object n
I limit is 10. You can not add any
more objects.

OK

[Makc, npegen o6bEKTOB M3amepeHus paseH 10. JononHUTeNbHble 06bEKTbI 406aBUTb HEMb3s]

(LW |2]
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6.4.5.1.2. nnunc

Freeze © O

" aMEAMTLLLLILLA® LU »

AT T
Cratw

1CAL AC SK» HC a {

© # T o#1 YeI£1 L

(1) OpauH pa3 KOCHUTECb KHOMKU «3Meputb»,

(2) MosiBUTCA NogMeHto.

(3) KocHutecb kHonku Ellipse.

(4) MpoBeauTe NUHUIO TaM, FAe HY)XHO U3MEPUTb 3/IJIUMNC, MOC/e Yero NOSIBUTCH XeNTbl annunc.

(5) [ABaxAbl KOCHUTEChb CepeAuHbl XeNnToi TOYKM rpaHuLbl 3/1/MMCa, OHA CTAHET 3e/1eHOM U BbIBEAET MKOHKY
NosIoXeHus.

(6) 3HaueHMe 3NNMMCA BbIBOAUTCA Ha rpaHuue aninunca,

(7) 3HauyeHue anNMMca BbIBOAMTCA Ha aKpaHe.
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6.4.5.1.4. bnomeTpua 3apoabiia

_1 Freeze (£) " Freeze © 0 Freeze © O
TANMWUNTM <V MM at b
Wrwr e
JdlcctTw 1« URFA 'L simmmi
i
SRS e F9Y en
© ~ E1l 1

(1) OpunH pa3 KOCHUTECb KHOMKN «/3MepuTb».
(2) NosBuTcAa nogmeHto Fetal Biometry.
(3) Haxmute kHonky CRL B meHto Fetal Biometry.

- CRL: gnvHa (4nvHa OT rosioBbl A0 Tasa)

- AC: annunnc (OKpyXHOCTb XMBOTa 3apoblia)
-  BPD: gnvHa (gnameTp rosioBbl 3apogbilla)

- HC: sannunc (OKpY>XHOCTb rof1I0Bbl 3apoblLla)
Vl - FL: snaunc (gnuHa 6egpeHHOn KOCTWn)

(4) Mocne BbIGOpa COOTBETCTBYIOLWEro NyHKTa NpoBeAUTe NIMHUIO, BbiGpaB pa3aen uamepeHus
(5) 3amepeHHas gnnHa oTobpaxaeTcsa B BEPXHEN NeBOW 4YacTu.

OnnHa o6bekTa U CNPOrHO3UPOBaHHbIM HOMep cTonbua, npnMep_CRL: 9.0cm 14wé6d.
A DTO MEHI BbIBOAUTCA TO/IBKO B pexume OB.
Anroputm pacyeta GA - no metoay 'Hadlock et arl.
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6.4.5.6. YpaneHve

6.4.5.6.1. YpanuTtb UsmepeHue

Freeze O ij
™
Ocicct MectfLye 4 >/m
Comment
DeleteAl
% iISl

(1) OAVH pas KOCHUTECb UKOHKN «O4YUCTUTb».

(2) TMosiBUTCA NOAMEHIO.

(3) OAauH pas KocHuTecb kHorku Delete Measure.

(4) 3amMepeHHble M COXPaHeHHble 3HaYeHMA ANNHbI, 3/11unca n 6moMeTpumn 3apojbiwa 6yayT yaaneHbl.

Cawmblii nocnegHuin 06 bEKT n3amepeHusa byaeTt yaaneH.
YAaneHne Kaxaoro o6bekrta HefoCTYMHO.
Mpwn BbliGope Delete Measure KOMMeHTapuii He yaansieTcs.
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6.4.5.6.2. YaanuTb KOMMeEHTapuii

(1) OpauH pa3 KOCHUTECb MKOHKU «OUYUCTUTb».
(2) MNosBUTCA NOAMEHIO.

(3) OpauH pa3 kocHuTecb Clear Comment.

(4) 3anucaHHbIN KOMMeHTapuii 6yaeTt yaaneH.

Mpu BbIGOpe Delete Comment gaHHble U3MEPEHUS He yaanaTcs.

6.4.5.6.3. Ypanutb BCé

Freeze © [e]

0 VAN

(1) OpAuH pa3 KOCHUTECb UKOHKU «OUYUCTUTb>.
(2) MosiBUTCA NOAMEHIO.
(3) Bbibepute Delete AH.

(4) Bce 06beKTbl N3MEPEHUS N KOMMeHTapun 6yayT yaaneHbl.
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6.4.5.56. CoxpaHeHue dhaiina AMarHoCTUKM

6.4.5.7.1. CoxpaHeHune chaiiia gMarHOCTUKX (NpeablayLlni kaap)

(1) OpawnH pa3 KOCHUTECb KHOMKU «COXpaHUTb».

(2) Ha 2 cekyHabl nosaButca coobuieHne «Still-shot image is saved» (cTaTuyHOoe M306paeHUe COXPaHEHO),
n n3obpaxeHne coxpaHsiercs. CoxpaHeHue npeabliayLLErO Kafapa He COAEPXUT 06beKTa U3MepeHus.

6.5. VHdopmauyums o naymeHTte
6.5.1. Cnucok nayneHToB

[Onsa goctyna c CnvcKy NauMeHTOB HaXMUTe Ha UKOHKY «Patient List» Ha MCXOAHOM 3KpaHe WU Xe HaXMUTe
MKOHKY «Cnucok nayneHtoB» (B oopme yesioBeka) Ha akpaHe Live mnu Freeze.

2
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(1) KocHMTeCb KHOMKM MHGpOpPMaL MK O NaLmeHTe - COBMNaaaeT C KHOMKOW MHOPMALIMK O NalnueHTe B pexumme

Freeze.

(2) CucTtema nepeigeTt Ha aKpaH CO CMMCKOM NauueHTOoB.

6.5.1.1. [Jo6aBuTb HOBOro MauyieHTa

i <  PpatientLbt Et PEeM Registration
L Bd Norene e
n B N T
" Mh Fanik

"id 56712345«7
:( " Name Charles

Sex *Mile  femele
Birthday rm rxm u

Height kg
Il Weight tm
1 Operator
™ Org.
1 9
“ = AddNewPallentt r Sae

(1) KocHutecb kHomnku Add new patient.

wm Ifa s

K

(2) BBeguTe MH(OpMaLMIO BO BCeX MosAx Ha akpaHe Patient Info.

(3) Haxmute Save.

(4) MosiBMTCA BCN/biBalolWee OKHO, HaxxmuTe OK.

<Rdivrtitt PadentRegistredon Efi
(0]
ID 5671234567

Name Charles
Sex * Mile Fenrsls
Birthday wv-OO-MP

Height kg

Wei ght «0

Operator o

Org.
Playlist StartScan

(5) Mpu HaxaTum OK BO BCM/bIBaKOlEM OKHe BBeAeHHas MHpopMauMs o nayuMeHTe coxpaHsieTcs.

Thumth  TEPXRRRXN)

-nail
y /

Male

~  ObnA3aTenibHas 4NN 3anosiHeHns nHopmayna o nayuneHTe : ID u Nma (Name).
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6.5.1.2. PegaktnpoBaHue cnvcka nauneHToB

PatientList ® £cU Patient List  Caned I < Patient List
1
! Norene Mie Norame Me Norane Mk

Caution

Baptn Male Berjain Male Berjanin Mk« Sefecud patient Information and aif
diagnosis data cannot be recovered

Ma ade Ma Ferde Ma aft” deletion. Doyou till want to

N delete the padentinformatien?

iJ Mic Male g mf

: O X Cancel

Ad<f New Patient 1 Delete 1

(1) KocHuTtecb KHOMKA Edit,

(2) KocHMTEeCb HYXHOro naymeHTa B CIUCKE.

(3) MNocTtaBbTe dnaxok ansa yganerHusa (Delete).

(4) MosiBMTCSA npeaynpexaeHne o TOM, UYTO NalMeHT ByaeT yaaneH.

(5) Bblb6paHHbIN NauueHT u ero dakinbl AUarHOCTUKKM 6yayT yAaneHbl ¢ 3KpaHa cnucka nayneHToB.

Caution!

Selected patient Information and all
diagnosis data cannot be recovered
after deletion. Do you still want to
delete the patient Information?

K Cancel

[BHUMaHMe! MHopMaLms 0 BbIGpaHHOM MauueHTe U BCe ero AaHHble AUarHoCTUKU He CMOTYT 6bITb
BOCCTaHOB/IEHbI MOC/e yaaneHus. Bbl No-npexHeMy XoTUTe yAanuTb UHopMaLmio o nayneHte?]
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6.5.1.3. Cnncok BocrnpounsseneHusd

<{’l|]HI]I(:I»’JmD1Patient List  Edei <ParlarL*t Patient Infofmalfon Edt PlayHst Btk
No O Benjamin
i"YYMID HHWI'S
Benjamin Mele Cl
IfSIYYmWDD HHLL$S
A Ferelp
10 1234567890
iJ Vee Name Benjamin '.%WDD HMASS
Sex * Male Female
Birthday  NMy-m-MV, m3'
Height kg a e HHWES
Weight an
Operator li
Org. e ;
Add New Patient Y Playlist ij StartScan

(1) Ha aKpaHe CO CMNUCKOM MNauUMeHTOB Bbl6epuTe MauneHTa, AaHHble AMArHOCTUKM KOTOPOro HYXKHO
NPOCMOTPETh.

(2) MosiBUTCA 3KpaH C AaHHbIMW O BblOpaHHOM nauuneHTe. HaxmuTe Playlist.

(3) Ha akpaHe Playlist nosBuTCcA gaHHble AMArHOCTUKM BblGpPaHHOro NaumeHTa.
6.5.1.4. PepaktnpoBaHVe CrcKa BOCIMPOV3BEAEHNSA - YaasleHne

|' |—°°l"""' I|

i Pymtotoniten Paylist ,ﬁ | ! !

|

Benjamin Benjamin Benjamin
N rTToo HME IYYYMUYDO HHWES ; 0 ift%YYYYMMDD HHWES
ifSIYYYYMWnn HAVI4SS wrywwm) HHWES % iz*\le\é(‘IYM%Do HHWES
AJtYYYYMMDO H-PAVES 0 m Qi.
Q m BX1I» O g™ BS
YYYYMVOTT HHWES
B 5438
P YRRIID HWES B
S‘iﬁm Move Delete S‘;Iﬁm
Caution )
Selected diagnosis data cannot b« N :elzmedilalg'zoj'wata
recovered after deletion. Doyou still asbeen deleted.
want to delete the selected data? o X
(0] XK Cancel
L
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(1) Ha akpaHe Playlist BbIBOAATCA AMarHOCTUYECKME M306paxeHUs BblibpaHHOro nayueHTa. Mocne Bblib6opa
n3obpaxeHuns, dalin ANarHoOCTUKN KOTOPOrO HYXHO yAanuTb, HaxmuTte Delete,

(2) MosABuTCA OKHO C npegynpexaeHnem. Haxmute OK.
(3) MosiBUTCHA OKHO C MH(popmaymnen. Haxmunte OK.

(4) Ha 3kpaHe Playlist nossBUTCA AaHHble AWArHOCTUKW MauuMeHTa. YAaneHHble faHHble AVWAarHOCTUKUA He
oTob6paxatrTcs.

6.5.1.5. PepakTtupoBaHVe crn1cka BocnpoussedeHnsa - NepemelleHne

arb»m Playtlft M w
8«nlimin mﬂ"mn ed(m
R I TIyTO . o [ldvvso
T S . Ma
IQrANEID i du»W
(6] NHISS an N TBDHIRE
ia>< B rnryoi Heami
A MO
Select Delete &Alec’[
T rifenmed
0O K

(1) Ha akpaHe Playlist BbIBOAATCA AnMarHocTuyeckme nlobpaxeHns nayneHrta
(2) BblbepuTe gMarHOCTUYECKNE AaHHble, KOTOPble HY>XHO MepeMecTUTb K APYroMy nauuneHTy.
(3) Haxmute Move.

(4) Ha aKkpaHe cnucka nayveHTOB BblGepuTe MauueHTa, AMarHoCcTUUYEecKMe [AaHHble KOTOPOro HYXHO
nepemMecTuTb.

(5) MosiBUTCA OKHO C MHopmauymein. Haxmute OK,
(6) MosiBUTCA 3kpaH Playlist nayneHTa.
OTo6paxaeTcsi CNUCOK ANArHOCTUYECKUX U306paxeHUi.

,ﬂ,O6aB}'IFHOTCF| nepemMeulieHHble gnarHoOCTn4eckme AaHHble.
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6.5.1.6. PepaktnpoBaHme crnmcka BocnpoussegeHus - NepenmMmeHoBaTb

(€]
(2)
3
4

<Patl«oHnfatmjlion Pla”~fst Eiit

Benjamin A
Benjamin
rny HNMMs i !
al iyrmmno BYyRaMo0 HM« Change filename
mAVIVDY) HiMs Enter the new file name you .
e ) IftYYYY /DD HAWVES want to Change. ||<Im|IMYbo HARES
%ﬂﬁéﬂ@n HWES HksY]TWDD HHMMSS, |ABC !
. @ -mgzm—mmmmmmmemeeen
S i remsil MM if5*YYYYMWDD H-WES it
sir 2> YY¥EYMMDD HHWES El’
N HAMS
W A OYYYYMVV) HHVVES, o, W—m HHWVES, © Ao HvEs
A ABC
Keyboard
ail?d Mov? Silﬁm Move Delete

Ha akpaHe Playlist oTo6paxatTca gnarHoctuyeckmne n3obpaxeHnsa nayueHta. Boibepute Edit.
Bbi6bepute Rename (nepevMeHoBaTb) ANA AMAarHOCTUYECKOro dailinia, MMa KOTOPOro HYXHO U3MEHUTb.
BeBegnte uma anna. Nocne BBoga HaxXxMmmnte KHonky OK.

Ha akpaHe Playlist BbIBOASTCA AaHHble AMArHOCTUKM MauueHTa, U U3MeHeHHOoe VMMsi oTo6paxaeTcs Ha
aKpaHe.

6.5.1.7. PegakTtpoBaHue crnncka BocnpoussegeHns - Email

B cnvcke BocnpousBeaeHus BbibepuTe dain Ansa oTnpaBKu No 3/1eKTPOHHOM nouTe.

(1) Mpwn BblIGOpe MKOHKM Sharing Ha 3KpaHe pereHepauum COOTBETCTBYHOW,Ero ganina nosiBUTCA NOAMEHIO.
Bbi6epute E-mail.

(2) B cnyvae coegnHeHusa yepes SONON AP nosiBuTcs BcnbiBalowee OkHO 1, Haxxmnte OK.

(3) JaHHble AMarHOCTUKU NPUKPENAATCA aBTomatuyecku. locsie NoAroToBKM MNUCbMa HaXMWUTE KHOIMKY
Send.

| BHUMaHue

IMpu nogknoueHun K SONON 300C AP, MOMNb30BaTeNlb HE MOXET MCMO/Mb30BaTh NOYTOBOE MpUoXeHue |
| KnueHTa. |
i Ecnn nonb3oBaTenb XeslaeT OTNPaBUTb 3/IEKTPOHHOE MUCbMO, TO HYXHO MNepenTn B NpuoxeHue |
| HacTpOWKM N OoTCOeaUHNTBLCSA OT SONON 300C AP. i
| Ncnonb3yiTe MOGUNBbHBIN MHTEPHET wnn apyryto Wi-Fi ceTb.
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6.5.2. OKpaH peasibHOro BpeMeHU B CrCKe BOCMNpPOU3BeaeHUA

A—

I{ <Puientiie Putiont infommation Bclt
i

Live © Ch

i - o Al
; i
i I «0
I' - T
ID 1234567890 >
Name Benjamin
Faree
Birthday « ff
Height kq
Weight " oti
Operator &
Org.
Playlln Start Scan 0 @ QRIiIBi M \ Kl T

(1) Ha akpaHe MHgOpPMaLMU O NaUNeHTe HaAXMUTEe KHoMKy Start Scan.
(2) Mocne nepexofa Ha 3KpaH Freeze NOSIBUTCSI BCM/ibIBalolLLee OKHO MHULMANN3ALUMN.

(3) MosiBUTCA akpaH Live, 1 cOCTOsIHME CKaHWPOBaHUS FOTOBO.

6.5.2.1. [porpamma npocmoTpa ghaiisioB ANarHOCTUKU

Benjamin
AgimrM»o00

gSI YnMWMD HHvL$

DKY L
AsyMo
Ny Tt

L xt

mYMas> HIMES
0]

(1) KocHuUTeCcb AMAarHOCTUYECKOTro N300paXeHuUs.
(2) OTkpoeTcs nNporpamma npocMoTpa nlobpaxeHuii (Image Viewer).
(3) KocHuTecb gmarHocTMyeckoro Bugeodpaina.

(4) OTKpoeTcs nporpamma npocMmoTpa Buageodannos.

Mocne ob6cnepgoBaHUA cOoxpaHEHHOe m3ob6paxeHume (B Buge POTO WM BUAEO) B namMsAaTUM cmapTdoHa wunim
nnaHLueta BO3MOXHO nepecnaTb Ha Apyroii TenedoH (UM KOMMbIOTEP) ANA apXMBUPOBaHUSA (XpaHeHUs ¢
uenbl nocneaylolWero aHaavMsa nNpu MNOCTaHOBKE [AMarHosa WIM MOHUTOPUHIA COCTOSIHUA MauueHTa).
WHopMauma aHanusupyeTcss Bpadyom Y3W wnu nevawum BpatoM MNOCPeACTBOM BU3yaslbHOU OLEHKNU
n306paeHnUsi M HaHeCEHHbIX Ha Hero u3MepeHWii B npouecce ob6cnepoBaHMsA. OTYET nocse aHanusa
n3obpaxeHna penaet cam Bpad Y3W, genasa B uctopuu 6051e3HU KOHKpPETHOE onucaHue MN306paxeHus c
3ak/toyeHnem (corfiacHO KOHKpPEeTHOro NMpoTOKosia Y/NbTPa3BYKOBOrO MCC/en0BaHUSA).
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6.6. HacTpoiikn
6.6.1. MeHI0 HacTpoek

*  MeHI0 HacTPOeK MOXHO BblGpaTb Ha akpaHe Live, Freeze, U HA Haya/lbHOM 3KpaHe.

cio5t SeRings

Image Option

H C Preferences

HEALCERION
Backup

Import

Pnnwwnn

Srarf Scan

M57W !—‘%&gl\,ﬁ/

x| <0.a9irvmmmi

(1) Ha HauyanbHOM 3KpaHe Bbl6epuUTe UKOHKY HaCTPOEK.

(2) NMosBuTCcA akpaH Settings 1 4 onuuun HacTpoiikn: Image Option, Preferences, Backup, n Import.

L 10/iy

Live © cioie Settings
Device Settings
Image Option
Preferences

Backup

Import

(1) Ha akpaHe Live nnn Freeze Bbl6epuUTe NKOHKY HACTPOWMKMU.

(2) B nogmeHo BbIBOAATCSA onumu 6bICTPON HacTpoiku apkocTu (Brightness) n koHTpacTHocTu (Contrast).
Mocne HaxaTnsa MKoOHKM Settings nosassatca 5 onuywii: Device Settings, Image Option, Preferences, Backup
1 Import.
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6.6.1.1. Device Settmgs/HacTpoiiku ycTpoiicTBa

BbiBoautca Bepcusa npowuskn n WIFI - WIFI SSID, napofb.
* Ecnn TpebyeTca 0O6HOB/IEHME MPOLUMBKMA, aBTOMaTUYEeCKM BbIBOAUTCH KNaBulwa O6HOBAEHUS.

cime; Settings

® Device Settings
Image Option
Preferences
Backup

Import

<»,4< Device Settings

Device Settings

WI-FISSID
i W-H Pjswwvd 1
~ 1
Fi f-.»
irmware

rirmwauvwjion MI.03.00

< Device Setting!

e
WIFISSID' tH . iI*
WiFiPNiiwerd

Cortffrrssnedf<t

Flmuv.ire

FrmwarcVersion M1.05.00

Keyboard

(1) Ha akpaHe Settings HaxxmuTe KHonky Device Settings.

(2) Ha akpaHe Device settings BbibepuTe Change, 4To6bl M3MeHUTb nNaponb ansa Wi-Fi npuéopa SONON

300¢C.

(3) Bbibepute nosie SSID / Key. NosaButcA knaBnaTypa, akTuBMpoBaHHasa 419 M3MeHeHUsa n HacTpoikun SSID

n napons.

(4) Mocne n3MeHeHUA HaxmuTe 'Save'.

(5) W3meHeHna 6yayT oTobpaxeHbl Ha akpaHe Device Settings.
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: Device Settings

I"WIFISSIO *.>1(HOd|«|0CL
W Fipj e i
i thafige

' Firmware

Firmware Version  MI.03.00

S e

/6 ~
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6.6.1.5. Import Backup File/MlMnopT pe3epBHOro chainia

A Tlpu BbIGOpe nNauueHTa c qalifloM pe3epBUPOBaHUA [AaHHble BbIGPAHHOrO nauueHTa MOryT 6bIThb
nMnopTnpoBaHblI.

cSettings  Import  s«l«t Al <Settings  Impr)it  select Al
used Space Free Space UstdSpa<» f Free space

5AiaMB 37CB 357.5W J.70»
Benjamin.hca  ss«mi> Benjamin.hca  iStm
N Mia.hca jos./mb Q Mia.hca i0s.7mb

Select
urmfid tMuills =) Delete Done Al import

Completed. You can
check the data In patient
Info menu.

Do you want to Import data?

OK

(1) Ha akpaHe Settings BblibepuTe Import backup file.
(2) Ha akpaHe Import 6ygeT nokasaH o6wun o6bem n hann pesepBUpPOBaHUS.
(3) BblbepuTe daiin pesepBUpoOBaHUA 4719 UMNOPTUPOBAHMUA.

(4) B nosBuBlieMcs okHe Bblbepute OK.
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6.6.1.5.1. YoaneHue chaiina pe3epBnpoBaHs

I Image Option %fﬂ A
[ Recording FileSize
Backu
[ P 1 Benjamin
N Import Backup File 1
Mia

Delete

Freest>

iJGB

J8 5MB

205.7MB

Import

(1) Ha akpaHe Settings BblibepuTe Import backup file,

: LLL', Uted Space .
uf iMH

1 Benjamin ssssmb
N Mia 205.7MB
Select w Delete
All
Caution!

Are you sure you want to delete?
Thedata can' the recovered after
deletion.

OK Cancel
.1-

(2) TMocne BbIGOpa NaumeHTa, KOTOPOro HYXHO yaannTb, HaxmuTe Delete,

(3) B nosgBuBlieMcs okHe Bblbepute OK.

(4) YpaneHHblii haiin pesepBupoBaHMA ncyesHeT u3 Import patient list.
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BHunmaHune

Monb3oBaTesib AO0/HDKEH MNPOBOAUTH MPOBepKy 6e30MacHOCTM Kak MUHUMYM Kaxable 12 mecsueB B
COOTBETCTBUM C TpeboBaHMSAMU CcTaHAapTa 6e3onacHocT nauymeHTa IEC 60601-1 / UL60601-1.
Bbilweyka3aHHYO npoBepKy 6e30MacHOCTM NPOBOAAT TO/1bKO KBa/iMuumMpoBaHHble CNeunanncThbl.

CKaHep SONON 300C TpebyeT perynispHoro yxoga n obcnyxmsaHusa gns 6es3onacHoin v onTuMasibHOM
paboThbl.

[Ona HenpepbIBHOW paboTbl C MakCUMasibHOW 3(p(hEeKTUBHOCTbLIO peKOMeHAyeM cobntogatb criegylowme i
npoueaypbl B paMKax BHYTpPEHHel nporpaMmbl NjaHOBOro TeX06C/1yXMUBaHUS.

7.1. OCcMOTp AaTuMKOB

Mocne Kax[oro NpUMeEHeHUsA ocMaTpuBarTe AAMH3Y N Kopnyc gatyvka. NpoBepbTe Ha /1H06ble NOBpeXAeHus,
No3BOIAOLWME XNAKOCTU NMPOHUKATb BHYTPb AaTtuuka. Mpu o6HapyXeHum NoBpexAeHui AaTymk He cnepyet
nomew,aTtb HW B Kakyl XWAKOCTb (Hanp., AN8 Ae3nHdekuunm) wuam Ucnonb3oBaTb A0 NPOBEPKU W
pemMoHTa/3aMeHbl cneynasinctoMm cepBucHoOM cnyxobl HEALCERION.

7.2. NMnaHoBOe TexobcnyxnBaHue

Jo/nocne kaxaoro

BbinonHnTb cneaytollee BExeaHeBHO
AytoLy A npuMeHeHus

Mo Heob6xoAMMOCTU

OcCMOTpPEeTb rofIoBKy AaTynka V

OUNCTUTL FOMOBKY AaTUMKa

BHunmaHue

?e+ [aTyumkm co cTeneHbl 3awWnTbl «1PX7» ABNAKTCA BOAOHENPOHMLAaeMbiMU Ha rnyéuHe o 4 cm
n MaKCUMYM.

7.3 OuncTtka un gesnHiekumsa
PekomeHOauMKn rno o4YNCTKe Y/bTPa3BYKOBOrO AaTyuvka:

e Ypanute C gatymka KOHTaKTHbIA renb 1 Apyrve BuavMble BelwecTBa, NPOTEPEB €ro MArkKOM CyXOW TKaHbHo.
Ecnn HYXHO yaannTb 3aCOXWWA Ha NMOBEPXHOCTUM mMaTepuasn, CMoYnTe TKaHb Tensoin BOAON.

¢ [locne Kaxgoro nNpuUMeHeHWA oOcMmaTpuBailiTe JIMH3Y W Kopnyc partuvka. [lpoBepbTe Ha Jsiob6ble
noBpexXAeHUs, MNO3BOIAIOWME XNAKOCTU MPOHMKATb BHYTPb AaTyuka. [pyu o6HapyXeHun noBpexaeHuni
[NaTUMK He cnefyeT nNomMeliaTb HU B Kakykt XUAKOCTb (Hanp., ANA Ae3uHdeKkumu) uav UCnosb3oBatb A0
NPOBEPKN N PEMOHTa/3aMeHbl CreynaiucTom cepBucHom cnyxosl HEALCERION.

PekomeHgauum no gesvHoekumn ynbTpasByKOBOro gaTymka (Mocsie O4UCTKNY):

(1) PacnbinuTe ge3vHULMPYIOLLEE CPEACTBO HA NOBEPXHOCTb FOJIOBKU AaTuyuKa.
(2) MoBTopwuTe nepBbli 3Tan ABa-TpU pasa.
(3) OcTaBbTe NPMMEPHO Ha 1 MUHYTY.

(4) CoTpuTe ge3vHpuunpytouiee cpeacTBO YNUCTOW TKaHbHO.
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PekomMeHA0BaHHble Ae3VHGMLMPYIOLLE CpeacTBa

Utobbl nonb3oBaTesiMm UMEeNn BO3MOXHOCTb Bblbopa Ae3uHuuupylouwero cpeacrsa, KomMnaHus
HEALCERION perynspHo TecTupyeT HOBble MegUUWUHCKME Ade3nHduuupyrouwue cpeacrBa Ha
COBMECTUMOCTb C cucTemMol. Byayum Heob6xogMMbIM 3Tanom ANA 3aWuTbl NauMeHToB M PaboOTHUKOB OT

nepegauun 3aboneBaHnii, Xuakme xuMmmuueckme aesmHuuMpylowme BellecTBa Takxe cnefyeT Bbi6mpaTb C
yyeToM MWHUMasibHOro Bpeaa ANs gaTuuka.

Lna cucteMbl MOXHO UCNO/Mb30BaTb crieAyloline Ae3snH@uUmpyouLMe cpeacTea.

HanmeHoBaHve MNponsBoauTesnb
Bleach Germicidal Cleaner Clorox
Transeptic Cleansing Sol. Parker
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(naBa 8 CoobuleHnss 06 owmnbkKe

rwi|=
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8.1.4. CoobLueHVe 0 HU3KOM 3apsiae 6atapeun

« Ecnu ypoBeHb 3apsiga 6atapeM SONON 300C cocTaBnsieT meHee 30%, nosABuTcA creaytoliee
BCMN/bIBaloLLEE OKHO.

N

r Caution!
SONONdevice Battery is low powered.
Pleaseturn offthe power andcharge
before use.

OK

[BHUMaHMe! Huskuii 3apaa 6atapen ckaHepa SONON. OTkAUNTE NUTaHWe U 3apsaanTe 6aTtapeto nepep,
ncnonb3oBaHMeM ckaHepal

8.2. Owwubka coegnHeHUA
8.2.1. CoobueHne 06 omnbKe OOHOBIEHNS NPOLLUMBKMA

¢ B cnyyae oTkasza 06HOB/NEHUSA NPOLWMBKA UK APYTOW OWKnOKM NOSBUTCA criefytollee BCNJibiBakolLee OKHO.
Caution!

Firmware upgrade isfailed. Please
retry to upgrade firmware.

OK
[BHUMaHume! Owmbka 06HOBMEHNSA NPOWUBKA. NOBTOPUTE MNOMbITKY]

8.2.2. CoobueHne 06 otcytctBumn Wi-Fi AP

30S.7MB

Nmifkert-MtiMieNatrniOK catriAUMHAWVITI
e Ecnu curHan Wi-Fi AP oTcyTcTBYyeT, NOSIBUTCS cneaylouee BCM/ibiBakollee OKHO.

Connection problem has occurred or
already connected other client
Please check your SONON device
network status.

K

[Mpounsowna owmnbka coegMHEHUSA UK YXXe YCTAaHOBJ/IEHO coeAnHeHUe C APYTnMM KineHTom. MNMpoBepbTe
cocTosiHue ceTn ckaHepa SONON]
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(naBa 9 TexHnyeckne gaHHble / nHpopmayns
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9.1. CooTBeTCcTBME TpebOBaHMSAM 6e30MacHOCTHU

9.1.1. CooTBETCTBYET CrieAytowmmM cTaHaapTaMm 6e30MnacHOCTU

¢ |EC 60601-1 SnekTpuyeckoe MegununHCcKoe obopyaoBaHne

« |EC 60601-1-2 DnekTpoMarHMTHass COBMeCTUMOCTb
¢ |EC 60601-1-6 3kcnayaTtaumoHHas NpuUrogHoCcTb

IEC 62304 MNMporpammHoe obecrneyeHune. MNMpoueccbl XXN3HEHHOIO LMKIa

IEC 60601-2-37 YacTHble TpeboBaHUA K 6€30NacHOCTU N OCHOBHbIM XapaKTepUCTUKaM Y ibTPa3BYKOBOW
MeAULMHCKON AMarHOCTUYECKOW M KOHTPO/IbHOM annapaTypbl

IEC 62359 YnbTpasByk. OnpepgesieHMe napameTpoB nons. MeTtogbl UCNbITaHUA [NS onpegeneHus
TENNOBbIX U MexXaHMYeCKUX nokasaTtesiei, Kacarownxcsa MeaANUUHCKUX ONAarHOCTUYECKUX YNbTPa3BYKOBbIX

nosew

¢ ISO 10993 OueHka 6MOMOrMYECKOro AeNcTBUA MegUuLMNHCKUX nN3pennii

9.1.2. OCHOBHble pabouyne ornepaumm

+ [lonyyeHune ynbTPasBYKOBbIX U306paKeHN

¢ BbIBOA Y/1bTPa3BYKOBbIX U3006paXeHWii Ha rnaBHbI gucnnen

¢ li3mepeHune ynbTPasBYKOBbIX N306paxeHu
9.1.3. ®dupmeHHas Tabnnyka

9.1.3.1. WVaeHTuUdMKaLUMOHHASA STUKETKA

SONON ULTRASOUND IMAGING SYSTEM f :‘MCTEMA YIbTPA3BYKOBOIO CKAHUPOBAHMA SONONA

POWER Rechargeable
SONON 300C U-lon Battery Pack
DC7.4V :rrz2600mAh

(r3 ComplifwithuIS0601-I
C$ALL.2K<).60e014

Mi Healcerion Co., Ltd Ww3oMm
804ho, 38-21, Oigital-ro 31-gil, Guro-gu, Seoul, Korea
info@healcerion.com

[9 o 08EUSS.ABd.eénéra! Wahls,
531030 Brussels,Belgium Ynyc—n *

Operation: MaxlOmIn with IOmin resting time

9.1.3.2. BoOKOBas 3TUKETKa

A Don’t connect mfcro USB connector to SONON during the use.
only use ttrat for battery charging

>KC€ 0123 Made in Korea

Mopgenb: SONON 300C
MonoxeHne: BokoBas NOBEPXHOCTb YCTPOMUCTBA
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ISONON 300C Mepesapsixaembili

JINTUIA-NOHHBIN akKyMynaTop
7,4 Bnocr, Toka =r=:z: 2600 MAY

Coortsetcryer UL60601-1
CSAC22.2 Ne60601-1

i i XuncepvoH Ko. SiTa, EU3904

804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, Korea
info@>healcerion.com

ficjiil OBE/II CA Bd. 6énéra! Wahis,
53 1030 Brussels, Belgium 8

Pexkum paboTbl: Makc. 10 MyH., noTom nepepbis Ha 10 MuH. [Px Only|

Mopenb: SONON 300C
MonoxeHue: HMKHAS NOBEPXHOCTb YCTPOMCTBa

3anpelaeTcs nogknoyate micro USB-kabenb k annapaty SONON
BO BpeMs paboTbl. icnonb30BaTh TOMILKO A 3apsfAku Gatapeu.

Ul CC 0123 TlpounsseneHo B Kopee

CB@



)
’
hRs

Ah- — v D e & PATS Yy Sy w»
v - s w——

R

-—

-~

"

¢

Oﬁ.mﬂ

e 2
2 - |

RW=Vatl- 234

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

knrogn

h‘

11 eoRBAMT

\.7



9.1.3.4. 3apsgHoe YCTPOICTBO A1 GaTapen

il U HAM! RSB OE
;F%SVZ |r< 3E)O(:osc 4V=sfrl.5A Moaene: DOCK 900C
— : NS — BxopHas mowHocTs: 8,4 Brioct, Toka= 1,5 A
”MB’EQMV = 15A BoxozHad Moluoab: 84 Briocr, Toka= 1,5 A

XuncepuvoH Ko. Nta.

804ho, 38-21, Digital-ro 31-gil, Guro-gu,

Seoul, 08376. REPUBLIC of KOREA

TEJ.: +82-70-7582-6326 cOjg

9.1.3.5. MapkupoBKa Ha yrnakoBKe

MapknpoBKa Ha ynakoBKe COOEPXUT cneaylouy nHhopmauumio:

- (hupmeHHOEe HanmMeHOBaHUe nlgenus.

- Homep no katanory (REF).

- cepuiiHblii Homep (SN).

- cumBon «[lata npousBoacTBa» (rog-mecsu)

- cumBon «VHopmaumns o nponsBoauTene». 3a 3TUM CUMBOJIOM c/eflyeT HaMMeHOBaHUe U1 ajapec
npovsBoANTeNs U3[enus.

- cumBon «lMpepctaButens npounsBoautens B EC». 3a 3TUM CMMBOJIOM c/lelyeT HaUMeHOBaHWe 1 aapec
npeacrtaBuTens npovssoautens B EC.

- Tnun 6aTtapeun.

-NMOCTOSIHHbINA TOK.

- eMKOCTb 6aTapeu.

- pexum paboTbl.

- cumBon «O6paTuTecb K CONPOBOANTE/IbHON AOKYMEHTaLUN».

- cumBon «BHuMMaHue! OnacHble ycnoBusi pa6boTbl». N3yunte «lMpaBuia TeXHUKN 6e30NacHOCTU».
-CUMBO «JJ/IEKTPOMArHUTHOE N3y4dYeHue». B6113n o60pynoBaHUs, MOMEYEHHOro AaHHbIM 3HA4YKOM, MOTyT
HabnaaTbCA MOMEXM.

- cuMmBOT «OCTOPOXHO: (hefepanbHbIli 3aKOH orpaHMYMBaeT NpPoAaxy AAaHHOTo Npuéopa TosIbKO fevalmnm
BpavyoM WM MO ero ykasaHuto.»

- CUMBOJ1 COOTBETCTBUS NpoAyKLMN Ha TpeboBaHUS K KayecTBY Ha Tepputopun EBponelickoro Cotosa.

[NpoekT aTnkeTkn ana Poccum:

Cuncrtema ynbTpasByKoBOro ckaHuposaHusa SONON 300C
HeALCCNON ¢ npUHaAIeXXHOCTAMMN Cé€olu
kdE3ooc HH-16100006 d]2016-10 CpenaHo B Kopee
iJ HEALCERION Co, Ltd (XuncepuoH Ko, JTta, Kopes)
804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea

EC REP Obelis s.a, Bd. General Wahls 53 1030 Brussels, Belgium

Mepe3apsiXaeMblii TIUTUN-NOHHbLIN aKKyMynaTop ~nl 4
7.4 V noct.ToKa ~ 2600 MAY
Pexnm paboTtbl: Makc.10 MUH., 3aTeM nepepbiB 10 MUH.

Rx Orty
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TpaHcnopTHas ynakoBKa COAEPXWUT ceAyloline MAHUNYNALNOHHbI€ 3HAKK:

3Tolh CTOpOHOI BBepx: 0603Ha4YaeT NpaBuU/ibHOE BEPTUKaNIbHOE MOMOXeHue
L1 TPaHCNOPTMPOBOYHOW YNAaKOBKMU.

| Xpynkoe, o6pawaTbCs C OCTOPOXHOCTbIO

ml/.
Bepeub oT Bnaru

MNpepenbHas TemnepaTtypa XpaHeHUst U TPaHCMOPTUPOBKHU
DWr OT -10°C go -t-50°C (oT +~4°F go -N22°P)

MpeaenbHaa BAAXHOCTb XpPaHEHUA M TPaAHCNOPTUPOBKN
¢ .. 10% - 85% 6e3 KoHAeHcauuun

MpepenbHoe aTMocepHOe AaB/ieHUe NPU XPaHEHUU N TPaHCMOPTUPOBKEe
17 oT 700 rMa (3000 m) go 1060 rMa

9.1.4. VIHCTpPYKUUS 1 3asB/IEHVE MPON3BOANTESNSA

MpeaynpexaeHve

¢« SONON 300C TpebyeT cneymanbHbIX Mep 3awmnTtbl oT IMC.

¢« SONON 300C He cnepgyeT Mcnosb30BaTb BO3/1e APYroro o60pya0BaHUSA UK Ha HEM.

*« lcnonb3oBaHue HenoaxoAsuwero kabens wn KOMJ/MEKTYIOWMX MOXET HeraTMBHO CcKas3aTbCs Ha
Xapaktepuctukax dMC.

OnelkcrpomMarHUTHOE U3/ Ty4YeHne

CkaHep SONON 300C npegHasHayeH A8 NPUMEHEHUS B 3/1IEKTPOMAarHUTHbIX cpefax, OMMUCaHHbIX HUXe.
3akas3umk unu nonb3oBaTesib CKaHepa SONON 300C O0JKEeH obecneunTtb cneapywumne ycnoBsus.

VicnbiTaHWe Ha U3flyyeHue CooTeeTcTBuUE OnekTpomMarHuTHas cpeja - MHCTPYKUUA
CkaHep SONON 300C mcnonbsyet PY sHepruio
TO/IbKO A1 CBOUX BHYTPEHHUX DYHKUWi. MoaTomy
pynna 1 ypoBeHb ero PY un3nyyeHUss o4eHb HU3O0K U He
O0JDKEeH co3faBaTb NOMeX A1 OKpYXaroLwero
3N1eKTPOHHOro o6opyanoBaHuA.

PY nanyueHwe -
CISPR11

PY nanyyeHme - CISPR11 Knacc B

rapMOHVIl-IeCKoe CkaHep SONON 300C nogxoauTt Ans

n3nyyeHme Knacc A MCNO/Ib30BaHNA BO BCEX MeOUNLUNHCKUX YUpexaeHNAxX
IEC 61000-3-2 (T.e. 6ONbHULAX, KAMHMKaX U Np.). CKaHep SO NO N
KonebaHus 300C npenHasHayeH TO/IbKO ANA NMPUMEHEeHUSA
HanpshkeHusi/peskme CooTBeTcTBYET cneunanncrTamun.

nepenagbl IEC6100-3-3
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3auwmrta OT 3N1eKTPOMarHMUTHbI X nonei

CkaHep SONON 300C npegHasHayeH A8 NPUMEHEHUS B 3/1IEKTPOMAarHUTHbIX cpefax, OMMCaHHbIX HUXe.
3akas3uumk unum nosnb3oBaTesib ckaHepa SONON 300C AOJIXEH obecneynTb cneanywumne ycnosus.

MpoBepka Ha
YCTOMYMBOCTb
QneKTpo-
cTaruyeckuii

pa3psg, (ESD)
IEC 61000-4-2

HaHocekyHaHble
UMMy IbCHbIE
rnomexm

IEC 61000-4-4

Bcnneckn
IEC 61000-4-5

Cnagpbl
HanpsxeHus,
KOpOTKne
npepbIBaHNA Y
U3MEHeHs
HanpsHkeHus B
JIHNAX NUTaHUA
IEC 61000-4-11

MarHmTHoe none
MPOMBbILLIEHHOM
YacToThl

(50/60 I'w)

IEC 61000-4-8

NCnbiTaHUA.

YpOBeHb UCMbITaHMA MO
IEC 60601

I+

6 kB npu KOHTakTe

+ 8 KB no Bo3ayxy

2 kB Ans NnuHWiA NnuTaHms
1 kB gnsa nuunii BBogal/
BbiBOAA

+

I+

1 kB mexay thasamu
+ 2 kKB paza-semnsn

<5%nt

(>95 % cnag nT)
3a 0,5 uukna

40 % nT

(60% cnag wuT)
3a 5 umknos

70 % nT

(30% cnag wT)
3a 25 uuknoB
<5% wut

(>95 % cnag wnT)
3a5cC

3 Alm
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YpoBeHb
COOTBETCTBUA

+6kV

+ 8 KB

+ I+
N
A
(o8]

+ 1+

N
=
(o8}

CooTBeTCTBUE Ha
BCEX YPOBHSX
ncnbiTaHUN.
KoHTponunpyemoe
OTK/IlOYEeHue ¢
BO3BpPaToM B
cocTosiHue a0
nomex nocne
npepbiBaHuUs
paboTbl
(BbIKNOYaATENb
nuTaHung)

3 Alm

50 n 60Iy,

AneKkTpomarHuTHasi cpeaa -
NHCTPYKLUS

Mon gosmkeH GbITb U3 AepeBa.

6eToHa WM KepamMmu4veckom NANTKW.
Ecnum non nokKpbIT CUHTETUYECKUM
MaTepuasiom, TO OTHOCUTEe/IbHas
B/IAXHOCTb A10/DKHA 6bITb HE HUXe
30%.

KauecTBO ceTeBOI 3/1€KTPO3HEPTrnmn
[O/HKHO COOTBETCTBOBATb
CTaHAapPTHO KOMMEPYEeCKON mnnun
60/1bHUYHOW cpeae

KauecTBO ceTeBOI 3/1€KTPO3HEpPrumn
[O/HKHO COOTBETCTBOBATb
CcTaHA4apTHOW KOMMEPYECKON WUn
60NbHNYHOW cpeae

KauecTBO ceTeBOW 3/11€KTPO3HEPTUMN
[O0/DKHO COOTBETCTBOBATb
CcTaHA4apTHO KOMMEPYECKOW mnnm
60nbHUYHOW cpege. Ecnum
nosib3oBaTtesib NOCTOSAHHOW CUCTEMBbI
TpebyeT HenpepbIBHOW paboTbl, n
ceTeBOe NuUTaHWe npepbiBaeTcs, TO
pekoMeHAyeTCcs 3annTaTb CUCTEMY
OT NUCTOYHMKa 6ecrnepeboiiHoro
NUTaHUA UM OT akKyMynsiTtopa.

MarHuTHble NOAS MPOMbILLIEHHON
4acTOThbl AO/MKHbI ObITb Ha
CTaHOapTHOM YpPOBHe ANs
KOMMEpPYECKO nnn 60/1bHNYHOMN
cpeabl.



3auwmrta OT 3NeKTPOMAarHMUTHbIX nonei

CkaHep SONON 300C npegHasHayeH A8 NPUMEHEHUSA B 3/1EKTPOMarHUTHbIX cpefax, OMUCaHHbIX HUXe.
3akas3uumk unum nonb3oBaTesib ckaHepa SONON 300C AOJDKEH obecneunTtb cneaywumne ycnosus.

I'IpOEiepKa Ha YpoBeHb YpoBeHb
yCTOM4NBOCTb McnbITaHna no IEC  cooTBeTCTBUS  DnekTpoMarHUTHas cpefa —WUHCTPYKLWs
60601

MopTaTuBHble N MOGUbHBLIE yCcTpoicTBa BY
CBA3WN cnefyeT UCMNOMAb30BaTb Ha pacCTOAHUM OT
nbon yacTn ckaHepa SONON 300C, BKIYas
Kabenun, He MeHblleM PEKOMEHA0BaHHOro
OTCTyna, BbIYMC/EHHOrO no popmyne Ana
4acToOThbl AaTyunka.

PekoMeHAO0BaHHbIi OTCTYN

d= 1.2VP
80 MIy-800 Mry
HaseaeHHble PB 5 B CP-KBAP. 3 B cp.kBap.
p-kBAP
IEC 61000-4-6 150 Ky - 80 Mry _
vi d= 1.2vP
800 MIluy-2,5 Ty
M3nyvyaembie PB 3 B/u
IEC 61000-4-3 _
80 Mru-2,5 rry © BM El d=2.3vP
Foe P makcumasibHasi BbIXOAHAs MOLWHOCTb
naTtuvka B BaTTax (BT) no gaHHbIM
npousBoauTens gatumka, nd -
peKkoOMeHAOBaHHbIN OTCTYyn B MmeTpax (Mm).

Cuna Monsi oT puKcMpoBaHHbIX BY gaTtumkos,
n3MepeHHasi Ha MecTe, A0/IXHA 6biTb HUXe
TpebyemMoro ypoBHS B KaX0M 4aCTOTHOM
AnanasoHe.

B6n13n obopynoBaHuUsa C MapKMpPOBKOI
crnenywWmMM CMMBOJSIOM MOTYT BO3HUKaTb MOMEXU:

(@)

MPVUMEYAHWE 1: Mpwx 80 My 1 800 MI'y, NnpuMeHsieTca 60/1ee BbICOKWI AmMarnasoH 4acTorT.

MPUMEYAHVE 2: 3TM NpuvHUMNbI MOryT AeACTBOBaTb He BO BCeX CUTyauusix. PacnpoctpaHeHue
3MEKTPOMArHUTHbIX BOJSIH 3aBUCUT OT MOI/IOWLEHNSA N OTPaKEHUS VX KOHCTPYKUMAMK, NpeamMetramm r
U noabMu.

JokymeHT Ne HC-IFU-001 (Bep. 2.5) oY es
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paccTosiHUA MexX/y MopTaTUBHBLIMU W MOGW/IbHBLIMU YCTpocTBamMu PY cBsAsu 1

CkaHep SONON 300C npeAHasHayeH ANA NPUMEHEHUA B 3/1EKTPOMAarHUTHOM cpeae ¢ KOHTpompyembiMmu BY
noMexamu. 3akasuumk WM MoOMb30BaTe b CKaHepa SONON 300C MOXeT NpeAoTBpaTUTb 3/1eKTPOMAarHUTHbIe
nomexu, cobnogan cneaylollee MUHUMaNbHOE pacCTOsiHUE MeXay MopTaTUBHbIMU UM MOGU/bHLIMU
ycTpolicTeamy PY cBsi3n (Nepegatymkamu) v cKaHepom SONON 300C, B COOTBETCTBUU C MaKCUMasibHOA
BbIXOHOI MOLWHOCTbIO YCTPOCTB CBS3U

HoMMWHanbHas Makc, PaccTtosaHune B 3aBUCMMOCTM OT 4acTOTbl AaTymKa

BbIXOJHas MOLHOCTb M

Jatunka, BT 150 k'y - 80 MIy 80 Mry -800 MI'y 150 K[y-80 My
d=1.2VP d=1.2VP d=1.2VP

0,01 0,12 0,01 0,12

0,1 0,38 0,1 0,38

1 1,2 1 1,2

10 3,8 10 3,8

B C/lyyae [ATYMKOB, MakKCMMasibHasi BbIXOAHAasi MOLHOCTb KOTOPbIX HE yKas3aHa Bbille, peKOMeHAO0BaHHOe
paccTosHue d B meTpax (M) MOXHO BbIYMCNTbL NO hopMyfe A5 4acToThl AaTuumka, rae P - makcumanbHas
HOMWHaNbHaA BbIXOAHAs MOLHOCTb AaTuMka B BaTTax (BT), yKazaHHasi Npou3BoAuUTesIeM AaTuumKa.

MPAMEYAHWE 1: Mpwn 80 MINy n 800 My, npnmeHsaeTcs 60/1ee BbICOKMI gMmana3oH 4acToT.

MPAMEYAHWE 2: 2Tn npuvHUMNbI MOTyT AelicTBOBaTb He BO BCex cuTyauusax. PacnpocTpaHeHue

ANEKTPOMAlrHUTHbLIX BOJIH 3aBUCUT OT NOINOWEeHNA N OTPaXXeHNA X KOHCTPYKUMnAMU, npeametTamMmn m nrogbmu.

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 83
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9.2. Tabnunubl y4yeTa akyCTUYECKON MOLLHOCTHU

NHaekc M TIS TIC
CkaH. Aaprt Aaprt He ckaH.
S 1 CM~ > 1 cmA
MakcuMasibHbI MHOEKC 0,7861 0,2535 0,6403
' 0,3571
Pr, oz
1,4172
=6,3e1 (MNa)
P(BT) 0,01633 0,01633
MwuH, n3 [Pa(zs),
Ita, a(zs)]
Zs 1,7144
ConyTcTBYIOLLME 71, 1,7144
akyctudeckme
napameTpbl (m)
z at max Ipi a
0,0375
(M)
deq (zb) 1,143
Fawf (MHz)
3,25
Hanpas, X 1,14
Aaprt Y 0,9
Mpouas td 1,46
MHpopMaALMA  prr(PRF) 0,472 mMc
pr npu makc. 1,417
Ipi(Pa)
(NMKoBOe akycT,
naBneHne
paspexeHuns)
deqg npu makc. Ipi
Ipi npn makc. Ml 0,16990
®dokyc. FLx 0,08
YcnoBus pacct. ¢y 1,04
yrpaB/ieHns KoHTponb 1 V V
KoHTponb 2 V V
KoHTponb 3 V 1
Track3 (gna FDA)
Jatunk ISPTA.3 TIS M IPA.3@MImax
BbInyKknblii 0,0627 [BT/cMm"] 0,2535 0,7861 0,1699 [Banf}
JlokymeHT Ne HC-IFU-001 (Bep. 2.5) 84 oBa
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MapameTp HeonpeaeneHHoCTb

MoOLWHOCTb + 5,396%

9.3.2.2. TOYHOCTb M3MepeHus

TOUYHOCTb M3MEPEHUs CUCTEMbI MOoKasaHa B creaytollein Tabnuue.

MNapameTp TOYHOCTb
AnnHa +7%
annunc + 10%

9.3.3. OpraHbl ynpas/ieHNA CUCTEMbI, BAUSIIOLLIME HA aKyCTUYEeCKYH MOLLHOCTb

OpraHbl ynpaB/fieHUsi onepaTtopa, HanpsAMyl BUsAOWME Ha aKyCTUYEeCKyl MOLLIHOCTb, NpeAcTaB/ieHbl B
Tabnuuax AaHHbIX aKyCTUUEeCcKOi MOLWHOCTM (CM. M. 9.2). 3Tu Tabnuubl coaepXaT MakCUMaslbHO BO3MOXHYHO
aKyCTMUYECKYl0 WHTEHCUBHOCTb AN ONpeAesieHHOro pexuma, AOCTUXMMYI TO/bKO npu  BbiGope
MaKCUMasibHOrO COYeTaHWsi HacTpoek ynpaefeHus. BONbUWMHCTBO HACTPOEK AalT ropasfo MeHbLyo
MOLLHOCTb. BaxXHO yunTbiBaTb cneaytollee:

*  TMpoAO/MXKUTENBHOCTb YNbTPa3BYKOBOro o6CnefoBaHNsA TaK Xe BaXHa, Kak M akycTMyeckas MOLHOCTb,
NMOCKO/IbKY BO3/e/iCTBME MOLIHOCTM Ha NauuMeHTa HanpsiMyl CBS3aHO C BPeMeHeM BOo3felicTBus.

*  306paxeHure Nydllero Kayectsa No3Bo/sSeT GbICTPEe MNONYUUTb KAVHUYECKME pe3yribTaTbl, U BbIMNO/HUTb
yNbTpa3BykoBoe o6cfiefoBaHVe 3a 60/iee KOpPOTKW nepuon BpemeHu. [MoaTomy Jto6asi HacTpoiika,
ynyduwaroluas KauecTBo o6crie0oBaHusl, MOXeT CNocOo6CTBOBAaTb CHUXEHMWI0 BO3[elicTBUSA Ha nauueHTa,
XOTS MOXET W He OKa3biBaTb NPSIMOro B/IMAHUS HA aKyCTUYECKYI MOLHOCTb.

9.3.3.1. BbI6OP KIMHNYECKOrO NPUMEHEHNSA

Bbl6op o0651acTU  NPUMEHEeHUA ANs  KOHKPEeTHOro  y/ibTpa3BYKOBOIO MCC/MeAoBaHuMs aBTOMaTWM4YecKu
ycTaHaBnuBaeT npeAefibl akyCTUYECKOW MOLHOCTM corslacHo HopmaTuBam FDA ans 3Toro npuMeHeHus.
Lpyrve napameTpbl, OonNTUMU3UpYlOUWMe paboume XapakKTepucTUKU AN BbIGPAHHOrO MPUMEHEHMUs, Takxe
3ajalTcs aBTOMaTMUYeCKU, U [0/HKHbl CNOCOGCTBOBATb CHUXEHWIO BPEMEHW BO3AENCTBUS U3NY4YeHUs Ha
naumeHTa.

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 86 |
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9.4. TexHNnYeCcKue XapakrepucTmkn

MapameTp
Fabaputbl (Mm)
Bec (1)

Matepuvanbl

Batapes

Bpems paboThbl

BecnpoBogHasa cBA3b

Mo6ubHOE NPUIOXEHWE

IEC 60601-1

lNprmeHeHve

YnbTpasByk

Bepcus MO

3apsiAHOe YCTPOWCTBO
SONON

ApanTtep nepemMeHHOro Toka
[ONs1 3apsiAHOrO YCTpOcTBa
SONON

AganTep ceTeBol (ans

SONON 3000)

LLUHyp nuTaHusa

JokymeHT Ne HC-1FU-001 (Bep. 2.5) 87

3Ha4veHne
77,6(lWW)x218,5(4)x 39.2(B) (£ 1 mm)
390 (c 6aTapeen) (£10r)

1. MoBepxHOCTbL Kopnyca- MonudeHnncynboH Radel R-5100 NT 15
2. bokoBble Haknagkum- Cmecb nonunkapboHata M akpUIOHUTPUN-ByTaneH-
ctupona (PC+ABS)PC-ABS NH-1015

3. dyHKUMOHaNbHaa kKHonka- NMonuypetan PU20

4. CkaHupylouwas MNOBEPXHOCTb - KpeMHWUiiopraHuyeckni
matepuan RTV 627 A+B

5. KHonka nuTaHua - Cmecb nosuvkap6oHaTa W akpunoHUTpun-bytaaneH-
ctupona (PC+ABS) PC-ABS NH-1015

6. KHonka Wi-Fi - Cmecb nonukap6oHaTa W aKpUNOHUTPWUI-6yTagneH-
ctupona (PC+ABS) PC-ABS NH-1015

3a/IMBOYHbIN

Tun: nepesapsixaemas IMTUEBO-UOHHasA GaTapes
EmkocTb: 2600 MAuY (7.4 B)

B pexume ckaHnpoBaHusA: 2.5-3 4
B pexume oxungaHusa: 10-12 4

Tun: Soft AP.
YacTtoTa: 2.4 Ty
CraHpgapT cBasn |IEEE 802.11

0OS: i0S/ Android

Tun BF pabouas 4yacTb

HenpoponxunTtenbHbl pexnm paboTbl (Makc. 10 MUHYT paboTbl 1 10 MUHYT
oTAbIXa)

O6opyaoBaHNe C BHYTPEHHUM WUCTOYHUKOM MUTaHUA

[onoBka patyuka: IPX7

O6uwee (bptowHada obnacTtb) / OB/ GY

YacTtoTa: 3.5 MI'y,
Tun pgatumka: Bbinyknbii
FnybuHa ckaHupoBaHus: 5 cm go 20 cm

SONON 300C: Bepcusa npownsku M 1.03.01 u Bblwe
Mo6bunbHoe ycTtpoictBo: SONON 300C App Bepcun M1.03.01 u Bbiwe

Ncnonb3yeTcs ANns 3apsafky INTUEBO-MOHHOW akKyMynsaTOpHOU GaTapew.
MaTtepuan: Cmecb nonuvkap6oHaTta W akKpuUIOHUTPUI-ByTaAueH-cTMpoOia
(PC+ABS) PC-ABS NH-1015.

FabapnTHble pa3mepbl: 115MM*65MM*27MM (£ 0.2 MM)

Mcnonb3ayetcs Ana MNOAKMIOYEHUS K 3apagHOMy YCTpoWcTBy CucTeMmbl
SONON.
MaTepuan: CMmecb nonvkap6oHata W akKpunoHUTpun-6ytagneH-ctupona

(PC+ABS) PC-ABS NH-1015.
AnvHa kabens 120 cm (£ 1 cm).
Fa6bapuTHble pa3dmepbl: 90MM*50MM*30MM (£ 0.2 MM)

Mcnonb3yeTtca ana noAakntodeHns Kk ckaHepy SONON 300C

MaTtepuan: Cwmecb nonukapboHata W akKpuUNoOHUTPUN-6yTaaueH-cTuposa
(PC+ABS) PC-ABS NH-1015.

AnvHa kabena: 150cm (£ 1 cm)

Pasmepbl: 90MM*43MM*30MM (£ 0.2 MM)

Mcnonb3yeTcsa [ANA  NOAKNKYEHUMA ajantepa MNepeMeHHOro Toka Ans
3apagHoro yctponictBa SONON un ceteBoro agantepa gns SONON K
nUTaHUIo.

100-240 B, 50/60 Iu,.

nBX.WSP-300.

AnvHa kabensa: 200 cm (= 1 cm)

0S9
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KpblLlKa 3alimnTHas ans
SONON

Pemewok gnisi SONON

Kpennenne gnsa SONON

9.5. Peknamauyuun

Mcnonb3yeTca ans 3awuTbl ronoBkmn gatimka SONON 3000
MaTtepuan: NMonnokcumeTtnsieH POM-C
Pasmepbl: 85MM*26MM*26MM (£ 1 m N

Mcnonb3yetcsa gna nepeHocku SONON 300C (npu HEO6XOA4UMOCTH).
OnnHa: 30cm (= lcm)
Matepuan: MNMonnamug PA66-GF15, NonuypetaH YU-50D

ObecneunBaeT pukcaymo ckaHepa SONON 300C (npn HEO6X0ANMOCTHN).
FabapuTHble padmepbl: 550MM*145MM*75mMM (£ 1 Mm).

MaTepuansbi:

KpenseHne ckaHepa - cMeCb NosinkapboHaTa W akKpUAOHUTPUN-OyTaaneH-
ctupona (PC+ABS) PC-ABS NH-1015

fepxaTtenb - antommHun ENAW 7005

Ynop - ctanb 1.0143

Pyuka - nonnamng P A6 mapkmn CB-30, HepxaBetouwasa ctanb AlISI 201

Bce xanobbl HanpaBAATb MO agpecy:
804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea.
Email: info@healcerion.com

YNONHOMOYEHHbIN npeacTtaBuTeNb NPON3BOAUTENA MeAULUMHCKOro nigenusa B Poccuu:

00O dupma «Cono», 620137, Poccus, CeBepanosckas obnactb, r. EkatepuHbypr, yn. bnioxepa, 4. 75,
kopn. 1, nomeuweHne Ne 3-17,

TenedoH (343) 351-76-16.

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 8 T
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M 3K 3HaueHue

a KoadhhnumeHT akycTUYeCcKoro 3atyxaHus

Aaprt Mraowaab nyyka Ha ypoBHe MUHyC 12 ab

CMI HopMUPOBOYHBbI KO3dhULNEHT

Deq OKBMBAa/IEHTHbI AMamMeTp anepTypbl

d-6 AnameTp nyyka Ha ypoBHe MUHYC 5 ob

deq DKBUBAMIEHTHLI AMaMeTp nydka

awf Pa6ouasn akycTuyeckas yactoTa

Ipa CpefHsiI1 UHTEHCMBHOCTb UMMY/ibca

Ipa,a CpeAHsI MHTEHCMBHOCTb MMIyJ/ibCa C YY4eTOM 3aTyxaHus

Ipi WNHTerpas MHTEHCUBHOCTM B UMNYyJ/ibCe

Ipi,a MNHTerpan MHTEHCUBHOCTU B MMMYJ/IbCE C YYETOM 3aTyXaHUsi

Ita(z) YcpenHeHHas Nno BpeMeHW MHTEHCUBHOCTb

Ita,a(z) YcpefHeHHbIi N0 BPEMEHN MUK MHTEHCUBHOCTU C y4eTOM 3aTyxaHus

Izpta(z) YcpefAHeHHbIli N0 BPpEMEHN NMPOCTPAHCTBEHHbIN MUK MHTEHCUBHOCTU

Izpta,a(z) YcpeAHeHHbIV Mo BPeMeHW NPOCTPaHCTBEHHbIN MUK MHTEHCUBHOCTU C YY4E€TOM 3aTyXaHus
M MexaHu4eckuii MHAeKC

P BbIxofHasi MOLHOCTb

Pa BbIxofHasi MOLWHOCTb C y4eTOM 3aTyxaHus

Pl OrpaHu4yeHHasi BbIXO4Hast MOLHOCTb

Pi WNHTerpan kBagpaToB faB/ieHUs B UMNy/bCce

pr MrkoBOe aKyCTM4YeCKoe AaB/ieHUe pa3pexeHus

Pra MrkoBOe akyCcTUYeCKoe AaBJ/IeHUe pa3pexeHUs ¢ y4eTOM 3aTyXxaHus

prr YacToTa NMOBTOPEHUSI UMMY/bLCOB

Tl TennoBoi NHAEKC

TIB TennoBoli MHAEKC KOCTU

TIC TennoBOW MHAEKC YEepPEenHOM KOCTU

TIS TennoBoii MHAEKC MSMKMX TKaHel

td AnntenbHOCTb nmMmnynbca / (To xe)

XY Pa3sMepbl Ha BbIxoAe My4yka Ha ypoBHe MUHYC 12 ab / (To xe)

z PaccTosiHMe oT MCTOUYHUKA A0 BbIOPaHHOM TOUKK / (TO Xe)

zbp FnybuHa gna TIB / Fny6buHa, npn KOTOPOI COOTBETCTBYHOLWWIA NHAEKC MaKCcMMasieH
zbp PaccTosiHne oo Toukn paspbiBa / (TO Xxe)

zs FnybuHa gna TIS / FnybuHa, npn KOTOPOI COOTBETCTBYHOLWMWUA NHAEKC MaKCcMMasieH
JlokyMeHT Ne HC-IFU-001 (Bep. 2.5) 90 g9]j s,
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FDA

MI

TISscan
TISnon-scan
TIB

TIC

Aaprt

pr.3

Wo

W.3(zl)

ITA.3(zl)

pd |

zbp

zsp

z@PIl.3max

deq(2)

fc

Dim. of Aaprt

PD

PRF

JokymeHT Ne HC-IFU-001 (Bep. 2.5)

3HaueHve

MexaHu4eckuii nHAeKc

TennoBoli MHAEKC MATKMX TKAHEW B peXume aBTOMaTUUYECKOro CKaHMpOBaHUSA
TennoBoli MHAEKC MSATKMX TKAHEW B peXume HeaBTOMaTUUYECKOro CKaHMpOBaHUS
TensoBoOW MHAEKC KOCTU

TennoBO MHAEKC YepenHoM KOCTU

Mnowagb akTUBHOW anepTypbl (KB. CAHTUMETPbI).

CHMXEeHHOe NMKOBOe aKyCTUUYecKoe [laBrfieHne paspexeHus, CBA3aHHOe C yBeNnYeHneM
3HaueHua Ml (MIMa) 3a cueT Anarpammbl Hanpas/IEHHOCTMW.

YnbTpa3sBykoBas MOLLHOCTb, KpoMe TISscan, korga ynbTpa3ByKoBasi MOLWHOCTb NpoOXoauT
yepes3 OKHO B OAWH caHTumeTp (MBT).

CHMXeHHasa yNnbTpa3ByKoBasi MOLHOCTb Ha OCeBOM paccTostHum zl (MBT).

CHWXeHHbI ycpeaHeHHbIi N0 BpeMeHN NPOCTPaHCTBEHHbIA MUK NHTEHCUBHOCTU Ha
oceBOM paccTosiHun zl (MBT Ha KB. CM).

OceBoe paccTosiHMe, COOTBeTCTBYlOUee pacnonoxeHnto max[min(W.3(z), ITA.3(z) x 1
cM)], roe z>zbp (cm).

1.69VAaprt(CM).

OceBoOe paccTosiHue, nNpu KoTopoM TIB siBnsieTca rno6asibHbIM MakKCUMYyMOM (T.e. zZSp =
zB.3) (cm).

OceBoe paccTosiHMe, COOTBETCTBYOLULEE MAKCUMa/IbHOMY CHUXEHHOMY WHTerpany
NPOCTPAHCTBEHHOIO NuKa UHTEHCMBHOCTK (MIa).

OKBMBa/IEHTHbIN AMaMeTp Myyka B 3aBUCMMOCTU OT OCEBOr0O paccTosiHusi z. PaBeH
[(4/tt)(Wo/ITA(2))]0.5 rae ITA(z) - ycpeagHeHHass NO BPEMEHU MHTEHCUBHOCTb B
3aBUCUMOCTU OT z (CMm).

LleHTpanbHaga vactota (Mly). Ana MI, fc - aTo yeHTpanbHas 4yacToTa, CBsA3aHHas C
AviarpaMmmoii HanpaB/1eHHOCTU, ob6ecneyvnBatowel rnobasbHbli MaKCUMYM COO6GLLEHHOIO
3HayeHua Ml B cniydyae T1 B KOMOMHUPOBaAHHbIX peXumax, BKAYarLWmX gnarpaMmmbl
HanpaB/EHHOCTU HepaBHOW LEeHTpasibHOW YacToTbl, fc NpegcTaBnsaeT cobon obwmii
AnanasoH LeHTpasibHbIX 4acTOT COOTBETCTBYOLWNX AnarpaMmMm HanpaB/€HHOCTN.

Pa3Mepbl aKTUBHOW anepTypbl ANS a3uMyTaslbHOW M/IOCKOCTU (X) U MJIOCKOCTU OCU
o630pa (y) (cm).

OnuTenbHOCTb MMnNynbca (MKC), CBsi3aHHasa € AuarpamMmoli HanpaB/1eHHOCTH,
ob6ecneumBatoulen coobuULeHHOe 3HayeHne Ml

YacToTa NOBTOpPEHUS MMMYJ/bCa, CBA3aHHasi C auarpaMmmoli HanpaB/IEHHOCTMU,
obecneunBawen coobueHHoe 3HaveHne Ml (Iy).

91 fsm
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FDA 3HauveHue

pr@Pllimax MnkoBOe akycTuUecKoe fAaB/ieHne pa3pexeHus B TOUKe, rae MHTerpan NpoCcTPaHCTBEHHOro
nMKa MHTEHCMBHOCTMN B CBOGOAHOM Mnosie 6yaeT makcumasnbHbiM (MMa). Cm. pasgen 6.2.4.1
CtaHpapTa gucnnes BbiBOAa, O3arfaB/ieHHbI «MeToA0/10rnMss N3MepeHnss MexaHu4eckoro
M TENNIOBOrO0 MHAEKCA».

deq@PlImax OKBMBA/IEHTHbLIN AMameTp nydka B Touke, rAe WHTerpas MnpoOCTPaHCTBEHHOro Muka
WHTEHCUBHOCTM B cBO60AHOM nosie 6yaeT MakcuMasbHbIM (cMm). Cm. pasgen 6.2.5.1
CTaHfgapTa Aucnnesa BbIBOAa, O3arnas/ieHHbIli «MeTo4010rnsa U3MepPeHns MexaHNuyeckoro
N TENNOBOM0 MHAEKCa».

FL ®dOKyCHOEe paccTosiHMe UM AsinHa no asmmyTasibHOW ocu (X) 1 ocu nonsa o63opa (y), ecnu
OHM pasnnyaroTcsa (cm).
IPA.3@MImax CHMXeHHass ycpefHeHHass MHTEHCUMBHOCTb MMMy/bCa B TOYKE N106a/1bHOT0 Makcumyma

coob6uieHHoro Ml (BT Ha KB. CM.).

JokymeHT Ne HC-IFU-001 (Bep. 2.5) 92 fsta /S:|
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NeoeBof AaHHOIO TeKcTa chenaH MHOW, nepesogunkom nbyeHKo Cepreem EBreHbLeBMYEM.

Poccuiickaa ®Pegepauns
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2.1. Intended Use

The user should be careful to manage patient information and key security information because SONON
300L 1s used with personal mobile device.

Intended use. The SONON 300L is indicated for ultrasound echo imaging, measurement, and anaiysis of
the human body for general clinical applications including muscuioskeletal (MSK), vascular, small parts
(breast, thyroid) and lung imaging.

Scope of application: The SONON 300L is indicated for primary and special medical help, e.g. in medical
offices, clinics and hospital departments of emergency surgery.

This device is designed for passive observation and early detection of diseases. If you need a more
complete examination or doctor's opinion, we recommend that you send the patient to the hospitai for a more
thorough examination

If any abnormalities are detected, a more thorough examination and a consultation with a specialist are
recommended.

SONON Uitrasound Imaging System is intended for the purposes of ultrasound examination within screening
procedure (special safe studies to identify the risk of any medical condition) in various areas of medicine
including in external environment and some specific examinations and manipulations in emergency
medicine, anesthesiology, trauma surgery, pulmonology, surgery and cardiology.

Special examinations and manipulations should be conducted by qualified professionals (having a legal proof
of their specialization) and performed according to occupational standards implying presence of specific
medical workers, relevant equipment and required medical supplies, which can only be performed in
appropriate general health institutions.

Use of SONON Ultrasound Imaging System in screening is intended for examination of stabilized patients
without making any diagnosis in order to determine further thorough specific examinations.

Use of the abovementioned Ultrasound Imaging System for non-stabilized patients in external environment is
not recommended, as the examination of non-stabilized patients requires certain conditions regulated by
occupational standards, and the information acquired by SONON Ultrasound Imaging System could be
insufficient to choose the right therapeutic strategy

2.1.1. Intended Patient Population

Item Description
Age All ages
Weight N/A
Gender Males and females
Health Do not use in patient who will be harmed caused by jNepJying.4/i;'asp4|id (e.g.,
implanted pace-maker) 11rii «'u\l
ti
Nationality
Patient state Patient is not user(not relevant), only used by related experts
Document No. HC-IFU-003 Rev.2 fS B
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3.1. Symbols

Some symbols used with electrical medical equipment have been accepted as standard by the IEC. They
serve for marking connections, accessories, and also serve as warnings.

Symbol Qescription/Function

LU Electrical protection: Insulated patient application (Type BF)

A Warning; This symbol indicates hazard about Operation condition For more information, see on
Section 3.2 "General Safety"
Consult accompanying documents: This symbol advises the reader to consult the accompanying
documents.

Freeze mode; This symbol means that image is frozen.

6 Stand-by; This symbol's function is to turn the device on or put it in standby mode.

Wi-Fi: This symbol means wireless communication.

Manufacturer information: This symbol is followed by the name and address of the device
manufacturer.

@ Manufacture Date: This symbol is followed by the device rnanufacture.date in theTorm YYYY-MM
1 1Serial Number: This symbol is followed by the device serial number.

REF  Model name: This symbol represents the model name of product

Representatives information: The manufacturer's EL) representative infom”fion**ows with this

fic REP
symbol

territory of the European Union. The CE mark ensures that the products manufactured by the

@ The CE marking is a marking of the conformity of products to the quality requirements in the
manufacturer fully comply with the safety requirements for humans and the environment

5
VI This way up. Indicates correct upright position of the transport package.
! Fragile, handle with care

Keep dry

)K Indicates the need for separate collection for electrical and electronic equipment in compliance
with the Waste Electrical and Electronic Equipment (WEEE) Directive.

This symbol means "Caution: Federal law restricts this device to sale by or on the order of a

|r* Only] S
physician

(@ Electromagnetic radiation. There may be interference near equipment marked with this icon

Temperature limit

Document No. HC-IFU-003 Rev.2 1 IWsS|
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@ Humidity limitation

Atmospheric pressure limitation

3.2. General Safety

Warning
¢ Only authorized personnel shall perform any type of repair on the 300L. Never attempt to open a
transducer or transducer connector. This will avoid the warranty!

* Probes are not delivered sterile! Before the first use. it is MANDATORY to clean and disinfect probes to
avoid infections or disease transmissions!

* Probes must be cleaned and disinfected before they are replaced or disposed of.
« Do not modify this device without authorization of HEALCERION.
« Do not use the probe with high frequency surgical equipment. Doing so may damage the equipment.

« If you lose your tablet PC or smart phone, the stored data cannot be recovered. Please take care not to
lose these items.

* Do not touch the patient with iOS or Android mobile device when you use the 300L

¢ Must comply with Operation condition: max. 10 min. with 10 min. resting time.

IrOiSiol
Do not touch the patient and the charging connectors simultaneously.

This equipment should be used in compliance with applicable laws. Some jurisdictions restrict certain
uses, such as gender determination.

Changing the display settings can affect image quality and compromise diagnostic quality. The user is
responsible for using appropriate display settings for achieving appropriate irn”~e qualttyu

Ultrasound procedures should be performed prudently using the principle of ALARAMAsLow As
Reasonably Achievable). It is strongly recommended to consider ALARA when conducting' ultrasound
scans. See Section 3.6 “Bioeffects and Safety of Ultrasound Scans” for additional information.

Features that facilitate measurements must be used with extreme care. Such measurements are
suggestions of the system. If in doubt, verify the measurement results with manual measurement
methods. The user is responsible for the diagnostic interpretations of the measurements.

Document No. HC-IFU-003 Rev. 2 12
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3.3. Electric Safety

The probe is driven by electrical energy that can harm patients and users if live internal parts come in contact
with conductive solutions;

Warning

DO NOT immerse the probe into any liquid beyond the immersion level. Never immerse the probe
connector into any liquid.

DO NOT drop the probe or subject them to other types of mechanical shock or impact. Degraded
performance or damage such as cracks or chips in the housing may result.

Electrical leakage checks should be performed on a routine basis by qualified hospital personnel.

3.3.1. Immersion Level

¢ Probes labeled “IPX7” are watertight up to a maximum of 4 cm below the probe.¥

max.4 cm
3.4. Electromagnetic Compatibility
e The system must remain the essential performance of the ultrasound system in EMC environment

according to IEC 60601-1-2. The essential performance refers to section 9.1.4 “Guidance and
Manufacturer's Declaration” of this manual.

3.5. Coupling Gels luibioi

* Do not use non-recommended gels (lubricants). They may damage the probe and void the warranty. ]

Applying In order to ensure the optimal transmission of energy between the patient and probe, a conductive
gel or couplant must be applied liberally to the patient where the scanning will be performed.

Precautions Coupling gels should NOT contain any of the following ingredients, as they are known to cause
probe damage:

» Methanol, ethanol, isopropanol alcohol, or any other alcohol-based products

Document No. HC-IFU-003 Rev. 2 14
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3.6. Bioeffects and Safety of Ultrasound Scans
Thermrdl Safety

Maintaining a safe thermal environment for the patient has always been a design priority at Healcerion The
operating temperature of the ultrasound probe must remain below 43°C.

Whenever ultrasound waves travel through tissue, there always is a certain risk of damage. There has been
a great deal of research on the impact that high frequency waves can have on different kinds of tissues
under defined conditions and, "There is, to date, no evidence that diagnostic ultrasound has produced any
harm to humans - including the developing fetus." (Guidelines for the Safe Use of Diagnostic Ultrasound
Equipment, Safety Group of the British Medical Ultrasound Society 2010).

Physiological effects due to ultrasound are generally assumed to be deterministic and only occur above a
certain threshold, in contrast to ionizing radiation, which causes effects accidentiljy. Thus, uUra”und
examinations can be conducted very safely if certain procedures are followed. TherefcK” j**i*rJm~hded
to read the following sections and study the cited literature.

36.1 Prucent Use

Despite the relatively low risks of ultrasound scans, as_comypared to other imeging tep.boi the
OFEIPatOI’ must choos)é exposure levels with caution to minimize the risks of birgy%?f ,\ﬁﬂ,\. q-J&;I

A fundamental approach to the safe use of diagnostic ultrasound is to use the lowest output power and the
shortest scan time consistent with acquiring the required diagnostic information. This is the ALARA principle
(i.e. As Low As Reasonably Achievable). It is acknowledged that in some situations it is reasonable to use
higher output or longer examination times than in others: for example, the risks of missing a fetal anomaly
must be weighed against the risks of harm from potential bio-effects. Consequently, it is essential for
operators of ultrasound scanners to be properly trained and fully informed when making decisions of this
nature.” (Guidelines for the Safe Use of Diagnostic Ultrasound Equipment, Safety Group of the British
Medical Ultrasound Society 2010)

Special care regarding ALARA should be taken with obstetric examinations, as any potential bio-effects are
likely to be of greatest significance in the embryo or fetus.

Ié)is strongly recommended to consider ALARAWhen conducting ultrasound scans. (See Appendix

The SONON Ultrasound Imaging System (Model: 300L) is B Mode and CF Mode, output (5MHz /
7.5MHz/10MHz- low ultrasonic powered) device.

The factors that operator can control are below and the output value is less than 1. (Ml and TI)

* TGC (Time Gain Compensation)

* DR (Dynamic Range)

¢ FL(Focal Length)

«  Depth

* Image Filter

¢ Line Density

Document No. HC-IFU-003 Rev. 2 16
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3.7. Environmental Conditions

Probes must be operated, stored, or transported within the parameters outlined below.

ltem Qperationel Storage&Trarsport

Tenmperature +18°C to +35°C (+64.4°F to +86T) -10°C to +50°C (+14°F to +122°F)
Humdity 30% to 75% noncondensing 10% to 85% noncondensing
Pressure 700 hPa (3000m) to 1060 hPa 700 hPa (3000m) to 1060 hPa

3.8. Other Recommendations

Like most high frequency computing devices, the electronic components of the SONON 300L will generate
some heat while operating normally and as intended. The SONON 300L is equipped with safety mechanisms
which will automatically reduce computing speed (frame rate), and ultimately shut down the device, before
any risk of overheating occurs. The SONON 300L is verified to comply with harmonized safety standards,
under any operating condition described in this user manual (see Section 3.7 "Environmental Conditions").
To help keep the SONON 300L operating temperature at the optimal level, and to ensure longer scanning
times with the maximum frame rate, it is recommended to hold the SONON 300L so that there is good
contact between the device and the hand. The image display of the mobile device is dependent on the
ambient light; avoid direct sunlight on the display when scanning and reviewing images.

[l rrald
3.9. Disposal | a mlO|

unsorted municipal waste and must be collected separately. Please contact the manufacturer
or an authorized disposal company to decommission your equipment according to local

[ regulations.
Battery disposal

E This symbol indicates that electrical and electronic equipment waste must not be disposed as

Lithium batteries are included with this device. Do not puncture, mutilate or dispose of batteries in fire.
Replace only with the same type, as recommended by the manufacturer. Dispose of used batteries in
accordance with manufacturer instructions and in accordance with your local regulations.

A separate collection symbol is affixed to batteries, or its packaging, to advise you that it must
be recycled or disposed of in accordance with local and national laws. To minimize potential
impacts to the environment and human health, it is important that all marked batteries that you
remove from the product are properly recycled or disposed of. For information on how batteries
may be safely removed from the device, please consult the equipment instructions, or your local
authorities.

Document No. HC-IFU-003 Rev. 2 18 tss
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4.1 Product Description
411 Package Contents;

Scanner SCNCN300L

Accunruiator bettery - 2 pes.

Adapter (for Battery Charger) SONON

Network adkpter (for SONCN 300L)

Protective cap for SCNON

Mbunting for SONON

Document No. HC-IFU-003 Rev.2 21
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ORTL

Battery Charger SONON

Power Cord - 2 pcs.

Brief manual SONCON 3001

Software Usage Agreerment
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4.2 Screen Layout

4.2.1. Outline of apparatus

~

No. Name
Probe Head
2 Function button

3 Power LED

Power button
Wi-Fi button
Charging device connected

Document No. HC-IFU-003 Rev. 2
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Function
To be applied to the patient

Blue LED is turned off during the freeze screen.
Blue LED is turned off during the live screen.

Turning on the power supply (White)

Turning off the power supply (Green LED is displayed for 2 seconds,
and then, the LED is turned off.)

Charging in progress (Flickering with green color)
Power On /Off

Wi-Fi Indicator (Blue) I \c-'t .
This is the section where AC adapteHW"conni?lgo. ftr charging the
battery of apparatus.

AN
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4.3. Battery

Do not place the battery near a heat source or expose it to direct flames. Such exposure may lead to
corrosive liquid leakage, electrical shock or fire.

If any liquid from the battery should come in contact with an eye, immediately wash the eye with plenty of
water and seek medical assistance as soon as possible.

« Do not immerse or expose the battery to water.

The AC adapter must be kept outside the patient environment, (refer to EC 60601 -1)

Haoure 1 Patient ermronent

The SONON 300L is powered by a Lithium lon battery. The battery is not fully charged prior to shipment. To
maximize battery life, it is recommended that the battery be fully charged before initial use. Use only the AC
Adapter provided with the SONON 300L.

=

| O | diJ.l
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4.3.2. Removing and Inserting the Battery
4.3.2.1. Battery changing Process

(1) Slide down the lock button (2) Slide the battery cover toward the lock button

LL,
(3) Remove the battery cover (4) Remove the battery
(5) Insert the new battery
L s i
Document No, HCAFU-003 Rev. 2 26 s
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4.3.2.2. Battery charging process

(1) Plug the adapter cable into the adapter

Sy

M.,

(3) Plug the cable into the Battery Dock

(5) Slide the battery into the battery dock.

(7) Press the button of battery charger

Document No. HC-IFU-003 Rev.2
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(2) Turned the green light after connected the cable

(4) Place the battery on battery dock and push to
insert the battery into battery dock.

(6) During the charging, red indicator lamp is lighted,
and when completed, g reen indicator lamp is,tumed
on. n =+

ol

(8) Separate the battery pack
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4.3.3. Battery Specifications
item Specification
Description Rechargeable Ll-ion Battery Pack
Capacity 2600 mAh (7.4 V)
Listime Guarantes 8 months
Modsl MBP-281PSD26
Ceoll Type ICR18650
Dimensions L'W’H?Omm(tO.Zm)'S?m(tO.Zm)'ZOmm(:tO.me)
Safety PCM Logic )
-
b+ )
o
) Notice
»

For information about purchasing a battery, plisase contact HEALCERION.

TR
l‘i’.ll::!":.’:_i!
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To operate SONON 300L ultrasound imaging system you need to install SONON Ultrasound App It is
impossible to log into the mobile application without SONON 300L devices Gust as the scanner cannot work
without the mobile application installed)! The access code / access key (or wifi connection between the
mobile device with pre-installed software and the SONON 300L scanner) is a serial number of the scanner
indicated on the identification label located on the back of the product. To activate the program enter the
login - the senal number (SN) of the scanner SONON 300L, company name, email and set your own
password. Thus, you create your account which you will use as the only way to access the software

Software Features

- displaying on your phone or tablet the ultrasound images made by SONON 300L scanner’

- processing (converting) the images to be displayed

- displaying the processed (converted) image on the phone/tablet

- managing diagnosis features

- sensor-based control of the main program settings

- saving the diagnosis information (image, measures, user notes/comments and patient information) and
managing previous records (edit, copy, delete, send by email)

- measuring of the received ultrasonic data.

- managing scanner settings: wifi connection settings with possibility to modify «default password»

upgrading the scanner firmware

- managing transfer and backup of patient information

5.1. Mobile Device Requirement

W\aming
If you remove and reinstall the app, all stored information will be deleted and cannot be recovered.

Intended for use with standard Android (v. 4.4 or later) and iOS operating systems (v.9.0 or later). Android
Rooting and iOS Jailbreaking removes the limitations on the manufactured devices running the standard
0OS, and thus the SONON 300L is not intended for use with these devices. Healcerion is not responsible
for any error in usage.

» Do not use anything other than a mobile device that recommends.

After installing the SONON 300L App from the App Store / Google Play, the new version is recognized and it
is automatically updated. At this time, firmware also is automatically upgraded.

Notice

/hen you operate the SONON 300L, HELCERION needs your personal infcirmation. Pleasejsad 'Appendix
- Usage Agreement'. ff

fPﬁrsonal information protection and protection of the device from the unalmo"re"""cessis performed as
ollows;

1. The application by Healcerion downloaded from Apple Store or - === - =
Google Play could not be used without registering it. I I I I I | I l I

2. The registration of the software by Healcerion implies the following:

2.1. Entering of the access code. The access code is the scanner serial SONON UITfUSOUND IMAGING SYSTEM
number (SN) indicated on the identification label on the back of the @ 300L POWW iMtiarMbtf

product. Thus, one cannot use the application if he/she does not have =~ ® H-170/1094
any device. &3 2013'06c ,
iri H ukt” Ce.U

mMho, 3B-U, Dif)U |-ro 31.Sll, 6un>.tu
SwMI D*37«. RCPUBUC Of KOMA

fwW OMVEUSS5[, M . Cutrdm]
531030 aro«M ll»«lllum
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access code the user (doctor) should enter the company name, email, user password
aithorizatior™ account will be created, and further access to the software will only be available after user

HEALCERION

Fillin your infom ation

Organization

Serial Number

Password
Password O ilivi
=?lo!
Confirm password
Email address
LI*

3. Once the application is registered you should connect the SONON device to the installed software to
SONON scanner using Wifi interface, primary password indicated in the User manual. The connection allows
using only one device (application) with each SONON scanner simultaneously. The attempt to connect
another device (application) at the same time will display a “connection error” message and the application
on the device will be unavailable.

Document No. HC-IFU-003 Rev. 2 32
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Chapter 6 Operating the Device
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6.3, Probe orientation (Line 1 Marker)

The probe is provided with an orientation marking. This mark is used to identify the end of the probe
corresponding to the side of the image having the orientation mark on the scanning screen.

k The basis of line 1 Marker is based on the protruding part of SONON 300L product's probe head
section.

(1) Select the line 1 Marker.

(2) The line 1 Marker is displayed at the opposite side.
(3) The screen is reversed.

Oblol

Document No. HC-IFU-003 Rev.2 37
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6.4. Operating Procedure

6.4.1. User Interaction

Action Interaction loon
Single Tap Single
Double Tep Double Tap
Drag Drag (Any Direction)
Pinch in ZoomQut
Pinch aut ZoomIn

64.2. Registration inthe App
64.21 Primary adjustirent screen

i*  Must fill in the registration information only on

HG,

—— HTAlime/ON

i "»TH-n>cellTru*ne>ur<r » « Hfrftd » jr

ce for the first time.

b3y UBB >R T . lIB¢
Miout I NBM.~</-.

Ll . t.

< »4

*4«WoM« <MArtrevr«Kn*H
gk,
rera*r ser>04i-wen « 1 d«* o W oni

(1) Select the next button after opening the 300L app.
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(2) Agree with the terms and conditions.
(3) Fill out your information.
(4) Select the OK button.

* Be careful not to forget your password.

6.4.3. App Log-in

nrai rrallim

=
-

H C

HEALCERION

(1) Select OK after inputting the password set up during the subscription.
(2) Moved to the APP standby screen.

6.4.3.1. Find Password

HC

HEALCERION

> «ER

(1) Fill out the serial number and e-mail address you filled in the first time.

(2) If the user fills out the correct information, the password will pop-up.

I"*» |

r + A

Document No. HC-IFU-003 Rev.2 39
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6.4.4 Start Scan

Borneos B LME O T 4 sarsle o

X When SONON 300L is connected to the mobile application and iftheusertaps the start-button, it g
available to start the scan.

(1) Select the start scan button.

(2) The progress icon is displayed.

(38) After connecting the SONON 300L and mobile application, the information of SONON 300L is normally
outputted.

(4) When SONON 300L is not connected to the mobile application, the user can’t use the scan functions.
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6.4.5.1.2 Menu Area

'o—‘olt,lj'c—;cooo\lmm.bwmp_g

& &

Document No. HC-IFU-003 Rev. 2

. Rk«f ETC CF

Name

B Mode Selection

B mode image Parameter
Gain

DR

TGC

Filter image parameter
Frame Average

SRI

Gray Map

ETC image parameter
Multi Focus
Frequency

CF Mode Selection

CF image parameter

CF control panel

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

Function

Default B mode, All device type support
Gain / DR / TGC, All device type support
Overall Gain control

Dynamic Range control

Time Gain Compensation Control iritll " s
Frame Average/SRI /Gray Map, All dev

4 Step (0,1,2,3)

6 Step (0,1, 2,3,4,5)

8 type gray map support

Multi Focus / Frequency, Convex model type is not supported
On / Off, Max 2 Focus seiection

5,7.5,10 MHz Center Frequency selecti,brt,,..

B+CF mode, ROI box control, 300C is not supported *

In CF mode selection, automatically changed to CF image
parameter

Invert/Steer/ Box size/ Flow Speed /C Gain / Rejection Control
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6.4.5.1.3. Menu Area

No. |Nm Function

1 |Patient information Patient Name/ID

2 [Operation indicator Immrsmmmﬂwm
3 iLine1Markorb1Mon Display Scan Line 1 (Reversal screen is displayed.)

4 |Acoustic Output Power |MI, T1 value is displayed with Operator & Hospital information

Level Indicator

$5 |Ukrasound Scan Preset / FPS / Frequency information
information

6 {Focus control |Focus value

7 |Depth control |Depth Vaise

o)
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6.4.5.3. Zoom Action

LI Y ¢
, .0 Gx ﬂ“%".r-Y,xr'— i
R T

*  Pinch Out (Zoom in) Action (max 400%)
®  Pinch in (Zoom out) Action (min 100%)

6.4.5.4. FL Control

(1) Single tap FL position in side ruler area
(2) Display New FL marker
(3) The MI m value in accordance with the change of FL value is displayed.

*  FL value cannot exceed the value of depth, and maximum FL value shall be set up as
Depth-1.

*  The range of FL change is 0.5 cm~6 cm.
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6.4.5.S. Depth Control

(1) Drag the side ruler area.
(2) Display New Depth.

~  Drag up - increase Depth / Drag down - decrease Depth
If the depth is reduced by user to less than the FL value, the FL is automatically changed to the
finally changed value of depth -1.

X e.g When the depth before the change is 10 cm, and FL is 6 cm, if the depth is changed to 5 cm, the
FL is automatically changed to 4 cm.

~  The range of depth change is 3 cm~10 cm.

6.4.5.6. Recording

6.4.5.6.1. Cine File

(1) Select the recording button.

(2) During the recording a message «Recoding» appears on screen.
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(3) Press the recording button

sav rnessage, 'Cine file saved' is displayed, and the diagnosis data (Recording file) is

6.4.5.6.2. Still-Shot Image

(1) Select the recording button.

(2) ‘still shot image is saved' is displayed, and the diagnosis data is saved.

6.4.5.7. Quick viewer
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6.4.6. Freeze Screen

mtmwH
NmT

a

Eenzyin

er. «

2¢mmff ac £

(o3

#

While scanning, press Function button or tap freeze button to freeze the image.

No. Name

1 Scan - status Indicator
2 Image Parameter

3  Function button

4  Rewind Bar

6.4.6.1. Length

Function
Display Live/Freeze.
Confirm settings value of B-mode, CF-mode, Filter and ETC.

Select Live/ Freeze.
Drag the rewind bar and confirm the saved diagnosis image. (Saved up to
150 frames)

"4

(1) Single tap the Measurement button.

(2) The Sub Menu will be displayed.

aa
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6.4.6.3. Comment

)
&)
(©)
4
®)
(6)

fc

ssa-.- : %

Single tap the Measurement button.

Display the sub menu.

Tap Comment button.

The virtual keyboards will be displayed.

Input comment and tap the send of virtual keyboard.

Display user's input note.

64.64. Delete

@

—Select the measured data and dragtothetrashcan icon at the right bottomfof tee sen

&)

Delete individual.

Delete All.

- Select trashcan icon and delete all measured data.
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6.4.6.S. Saving Diagnosis Fiie

(1) Single tap the saving icon button.

(2) The message 'Still-shot image is saved' is displayed for 2 seconds, and the image is saved.

6.5. Patient Information
6.5.1. Patient List

The location of Patient List can be accessed by selecting the 'Patient List' from the Start Screen, or selecting
the 'Patient List Icon (Human shape)' from the Live, Freeze screen.

HC

HEALCERION

Ao

Sf? Is i %
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(1) Tap the patient info icon- Same as the Freeze Mode Patient Info, button.
(2) Move to Patient list Screen.

6.5.1.1. Add new patient

(1) Tap Add new patient button.
(2) Input each item at the Patient Info screen.

(3) Select the Save.

(4) Popup window is displayed, and select OK.
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6.

5.1.2. Patient List Edit

(1) Tap edit button

(2) Tap selected patient on patient list.

(3) Tap the activated Delete.

(4) Print popup for caution about deleting patient.

6.5.1.3. Patient Information Edit

X! \;\;ég)g;;‘ldka’l'»
Atel 1 . Q al-Aowin
N WSS L
- e e

(1) Tap edit button.
(2) Input each item at the Patient Info screen.
(3) Select the Save.
(4) Popup window is displayed, and select OK.
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6.5.2. Play List

TriM® 5"

Ql 4ol
&

el e

(1) From the patient list screen, select the patient whose diagnosis data is to be reviewed..
(2) The patient information screen of the patient chosen is displayed, and select the Playlist.

(3) From the Playlist screen, the diagnosis data of the patient selected is displayed.

6.5.2.1.Edit Play list

0 /\« FhkAANN

Q5

kf XMV tS
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6.5.2.1.1. Delete

(1) Select Edit button.
(2) Select a file you want to delete, and select delete button.

(3) To delete the file, select OK button if a pop-up window appears

6.5.2.1.2. Move

iPl L2Xd £

ID IO

(1) Select a file you want to move, and select move button.
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(2) Select the patient name.

(3) Confirm the process with a completion pop-up.

6.5.2.2. Diagnosis Fiie Viewer

A < e

3 r— P e
gy [ - aaadeganyl
-, [ il

& [T .2‘:{”’”:‘

o [ Joniiadd

BP401 0 emch
S

}t"ﬁi!
i

rgprgeqee

- ey tacte

(1) Tap the Diagnosis Cine File.
(2) The Cine File Viewer will be displayed.

N m * ft
X Ql
X L,
QWerelirM1
y-twi*

(1) Tap the Diagnosis Image.

(2) The Image Viewer will be displayed.

After examination, the image (photo or video) saved on smart phone or tablet can be sent to another
telephone (or PC) in order to archive it (storage will allow its further analysis to|[*s~W ~ Jjiaghc"is or monitor
patient s condition). This information will be analyzed by ultrasonography profe~rar*afW”~c”%||ng physician
by visual estimation of the image and recorded measures. The report will bel-* ' “ ~ tho~Tjttf*eonography

professional based on the image analysis. He/she will provide a specific image description and conclusion
(following the ultrasound examination procedure) that will be added to the medical history sheet.
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6.5.2.3. Share

(1) Select button in the viewer
(2) Select Share button.
(38) Select Create new, and the transformation process will begin.

(4) Select the file sending method.
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6.6. Settings

6.6.1. Settings Menu

Setting menu can be selected from the Live, Freeze, and start screen.

HC

HEALCERION

(1) From the Start screen, select the ini setting icon.

(2) The Settings screen is appeared, and the 5 items, i.e.. Preferences, Export, Preset, Backup, and Import
are displayed.

(1) From the Live, Freeze screen, select | u 1| .icon

(2) As the sub-menu, and when the Settings button is selected, the 6 items, i.e.. Device settings.
Preferences, Export, Preset, Backup, and Import are displayed.
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6.6.2.Device Settings

6.6.2.1. Firmware Update

AWK «f. o sxd

yH AiRt so:MiectipeaNe>

X Iffirmware update is needed, firmware update button will be displayed automatically.

(1) From the Settings screen, select the Device Settings button.

(2) From the Device settings screen, select the Change for changing the Wi-Fi password of SONON 300L

fd KKiii
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6.6.2.2. Change Wi-Fi password

»Cine o -(He

lOnA "
lo”

ThHhb«

aya, wt, i UNp< MWVt

s Disconnect the network first then, reconnect to the device through Wi-Fi again.

(1) From the Settings screen, select the Device Settings button.
(2) From the Device settings screen, select change to reset the Wi-Fi password of SONON 300L.

3) Select the SSID / Key field. Keyboard is appeared, and it is activated so that the SSID and
Password can be changed and set up.

(4) After changing the password, select 'Save'.

(5) On the Device Settings screen, the changed details are displayed.
Forgot Wi-FI password.

(1) Press the function button and Wi-Fi button together for about 5 seconds

2) SONON device will be turned off and SSID / Password is initialized when the SONON device is
turned on.
(3) Password is initialized

- SSID: SONON30OL-H-XXXXXXXXX (Serial number of SONON)
-Password: 1234567890
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6.6.3.Preference

~  Thermal Index - Setting up
*  type ofTl value to be displayed on the screen (For MI value, the basic value is displayed).
*  Recording File Size - Recording file save unit (Capacity).

(1) Input the desired size and select the Preferences button from the Settings screen;
(2) Select the capacity of the recording file to be saved to the Recording File Size.

(3) On the Device Settings screen, the changed details are displayed.

6.6.4. Export

(1) Before you share a file. Set types of file when a file is shared in Export menu.

(2) Set compression ratio of file in Export menu.
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6.6.5. Preset

r

sy

(1) Select Reset to default the preset value.

(2) Select delete to delete the saved preset (Saved as New Name)

6.6.6.Backup g >- :1 .

P.- ..... gv.rrm traBar:iiagg

*  When selecting the backup after choosing the patient to be backed up, the data of corresponding
patient is backed up.

*  The file backed up is saved to the'BackupFiles'folder of SONONApp.

(1) Select the Backup.

(2) Select the patient to be backed up.

(38) Select the Backup button.

(4) Popup window is displayed, and select OK,

(5) After completing the backup, the data memory used is increased.
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6.6./.Import Backup File

MV*

rtfiT.

*  When selecting the patient with backed up file, the data of the selected patient can be imported.

(1) From the Settings screen, select the Import backup file.

(2) On the Import screen, total capacity and the backed up file are displayed.
(3) Select the backed up file to be imported again.

(4) Popup window is displayed, and select OK.

6.6.7.1.  Inport Backup Hle-Delete fn N "It

- o mBr ‘esar l’\-l1
AN
A
Gk C
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(1) From the Settings screen, select the Import backup file.

(2) After selecting the patient to be deleted, select the delete.

(3) Popup window is displayed, and select OK.

(4) Among the Import patient list, the backup file selected is not displayed.
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The user must ensure that safety inspections are performed at least every 12 months according to the
requirements of the patient safety standard IEC 60601-1 / UL60601-1.

Only trained persons are allowed to perform the safety inspections mentioned above.
The 300L requires regular care and maintenance to function safely and properly.

To ensure that the 300L operates continuously at maximum efficiency, we recommend that the following
procedures be observed as part of the customer's internal routine maintenance program.

7.1. Inspecting Probes

After each use, inspect the probe's lens and casing. Look for any damage that would allow liquid to enter the
probe. If any damage is found, the probe must not be placed into any liquid (e.g., for disinfection) and must
not be used until it has been inspected and repaired/replaced by a HEALCERION Service Representative.

7.2. Planned Maintenance

Do the Following Caily Alter/Before Each Use  As Necessary
Inspect the Probe head v
Clean the Probe head

¢ Probes labeled "IPX7" are watertight up to a maximum of 4cm below the probe.

7.3 Cleaning & Disinfecting
Recommendations for cleaning the ultrasound probe;

¢ Remove all coupling gel and other visible substances from the probe byffwpirl*ftH a/sbn dry cloth. If
necessary to remove material dried to the surface, the cloth can be moiste|ie”™ wtfi lurgwarm water.»

« After each use, inspect the probe's lens and casing. Look for any damage that would allow liquid to enter
the probe. If any damage is found, the probe must not be placed into any liquid (e.g., for disinfection) and

must not be used until it has been inspected and repaired/replaced by a HEALCERION Service
Representative.

Recommendations for disinfecting the ultrasound probe (After cleaning):

(1) Spray disinfect onto the surface of probe head.
(2) Repeat step one for two or three times.
(3) Let stand for about 1 minute.

(4) Wipe out the disinfectant with a clean cloth.
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9.1. Safety Conformance
9.1.1. Conforms to the following safety standards

¢|EC 60601-1 Electrical Medical Equipment

¢|[EC 60601-1-2 Electromagnetic Compatibility

*|[EC 60601-1-6 Usability

*|[EC 62304 Software Life Cycle Processes

*|[EC 60601-2-37 Particular Requirements for the Safety of Ultrasound Medical Diagnostic and
Monitoring Equipment

*|[EC 62359 Ultrasonics - Field Characterization - Test Methods for the Determination of
Thermal and Mechanical Indices Related to Medical Diagnostic Ultrasonic Fields

¢SO 10993 Biological Evaluation of Medical Devices

9.1.2. Essential Performance

¢ Acquisition of ultrasound images

« Display of ultrasound images on main display
¢ Measureme ” f ultrasound images

9.1.3. Marking plate

9.1.3.1. ID Label
SONON ULTRASOUND IMAGING SYSTEM CWaHMA YIbTPA3BYKOBOIO CKAHVMPOBAHWA SONON

SI1300L POAMRRccluifNblc @300L ST———
. HDHNWK iMKymynirop
ss OC7.4VEr=2s00nUVUi 7.4B nocT, Toka 1T ZZ Z 2600 MAY
Jn LO A ¥ c3 )I( © All*”
W H»k<rign Co.uUd M1 XuncepuoH Ko. N7a.
804ho. 38-21, DifitaLro 3I-gfl, Gure-cu S04ho, 38-21, Digital-ro 31-gil, Guro-gu
Seoul 08376, REPUBLIC OF KOREA Seoul 08375, REPUBUC OF KOREA
@  OBELISSA Bd. Ginenl W«hb, IsH OBEN CA. Bd. Gdl "
. A., Bd. Gdndral Wahis,
\ O;?hﬁggoMirﬂsrﬁiﬁiﬁgl%zmr enttimt ; 531030 Brussels, Belgium
» «i
‘ ' Permpeorbt VB, 10MH, morovingpepba H I0MH [p» Oyl
Model: 300L
Position: bottom surface of the device
I_I mna _D
9.1.3.2. Side Labei Marking O |
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9.1.3.3. Adapter

/ | T. E. TOVEK SUPPLY 6&NERY CHA(BER
iisaasii 5#S«g-ll
KCDEL B=iro;05N07 MODH. B4 910SO8NOL
ISPIff: -gO-2W V~, 50-60 Hz. 0.3 A INPUT; 100-2iD V~, 50-60 Hz, 05 A
OPN: £y~ 204 QUIPUT: 464 Y -. 15 A
CE CE€
*[\V. ekHeskwa | ;)qj
H1«<K3>1vdi
fi. A o X c. 0 4
INEcoat | ~ DATE QODE |
3ridc«Pcwer Ccrp IANUFACTURED 8F  Bn'ejtfower Corp,
WATUFOWED 3y* WeHerc Jdi nerokSs CUSTGER SERACE NS. : ej-31-J«9-13J4
‘ asiPME” SD?MCE N[}N-(,]El'm7-7ﬂ5—-7.M S MAE IN KOREA
Adapter (for 300L) AC adapter (for charging device)
3 1?
nr
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9.1.3.4. Battery Charger

HC

Model: DOCK 300C R Mogens: DOCK 300C
'”p“t' PO"'_‘_”' DC3'4Y_ rrl.5A BXoHast MOUHOCT: 8.4 Briocr, Toka = 1 5A
Oulpu; Powesr .OC8.4V'=r31,5A BHXoHen MOLHOCTS: 8.4 Bnoa Toka 15A

M<D1 NKOCA

Hsalcer_lo_n 'ICIO.‘iI'_Id'IG XuncepuoH Ko. N114.
" BKieL o MIRA S ¢ 804ho, 38-21, Digital-ro 31-gil. Guro-gu,
Seoul. 08376, REPUBLICOfKOREA M T

TEL;482-70-7552-6326  cLNJ« TEN.: +82-70-7582-6326 K

rrT

9.1.3.5. Package Label

The label on the package contains the following information

- commercial name of the device.

- catalogue number (REF).

- serial number (SN).

- symbol “Manufacturing Date” (year-month)

- symbol “Manufacturer Data". This symbol is followed by the name and address of the device manufacturer.
- symbol “Manufacturer’s representative in the ED”. This symbol is followed by the name and address of the
manufacturer’s representative in the ED.

- battery type.

- direct current.

- battery capacity.

- operation mode.

- symbol “Refer to the accompanying documents”.

- symbol “Attention! Dangerous working conditions”. Please see the “Safety instructions”.

- symbol “Electromagnetic Radiation”. Interference may occur near the equipment having this sign.

- symbol “Caution: Federal law restricts this device to sale by or on the order of a physician"

- symbol of the conformity of products to the requirements for quality in the territory of the European Union.

Label design for Russia:

HC Cucrtema ynbTpasBykKoBoro ckaHmposaHus SONON 300L
MErcrup ¢ npuHagne>KHocTamu CCoLu
IkEl 3001IH h-16100006 dJ 2016-10 CpenaHo B Kopee
aJ HEALCERION Co, Ltd (XuncepuoH Ko, J1ra, Kopesi)
804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea

Obelis s.a, Bd. General Wahis 53 1030 Brussels, Belgium i3
Mepe3apsi>KaemMblil TNTUA-NOHHBIN aKKyMynsiTop
7.4V noct.Toka— 2600 MAY © A aif

Pe>xum pab6oTbl: Makc.10 MVH,, 3aTeM nepepbiB 10 MUH.

Transport packaging contains the following symbols:

Document No. HC-IFU-003 Rev.2 74

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



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

ay adversely sffect the EMC performance

6 183deyn



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

t,,

should be
orcial or



Electromagnetic immunity

The SONON 300L is intended for use in electromagnetic environments, as specified below. The customer or
the user of the SONON 300L should ensure that ft is used in such an environment

IMMINITYtest  |Ec 60601 test Compliance

Electromagnetic environment-Guidance

level level
Portable and mobile RF communications
equipment should be used no closer to any part of
the SONON 300L, including cables, than the
recommended separation distance calculated
from the equation applicable to the frequency of
the transmitter.
Recommended separation distance
d=nr.271P
80 MHz-800 MHz
d=1.271P
Conducted RFEC 3 v rms 150 kHz to 800 MHz-2,5 MHz
61000-4-6 80 MHz 3Vims[V]
Radiated RFEC 3 vim 80 MHzto  3vim[El] d=23VP
610004-3 2,5 GHz

where P is the maximum output power rating of
the transmitter in watts (W) according to the
transmitter manuf~cturer®”~dis Ne
recommended sedareiig”igat™”™ meters(m).
Held strengths fror||[x"Ni|(W p4 |~ 'tters, as
determined byan « M i u, B a g LI e surveys,
should be less than the compliance level in each
frequency range.

Interference may occur in the vicinity of equipment
marked with the following symbol:

((M))

NOTE 1 At 80MHz and 800 MH, the higher freq ran%lappli&s.
NOTE 2, These guidelines may not apply in al situations. Electromagnetic propagation is affected by
absorption and reflection fromstructures, objects and people.
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9.2.4. CF-mode (FDA)

201.7.9.3.101

Index lable

Global Maximum index value

Index comporlent value

Pr.3 (MPa)
wo (mw)
Pixi (mw)
Acoustic Zsp (cm)
Parameters  2pp (cm)
zui (cm)
Z@PIl.3nax (cm)
fc (MHz)
PRF (Hz)
SIT (H2)
Other s
Wa3 at Mimax (Wicm*)
Information
/a3 max (mW/cm*)
/spa at Z pii Or Zsii (mW/cm*)
pr@P/max (MPa)
Control 1
Control 2
Operating Control 3
Control Control 4
conditions Control 5
Control x

Document No. HC-IFU-003 Rev.2
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Ml

0.42

0.95

1.39

5000

0.81

5.83

0.204

82

TABLE: Acoustic output reporting table

TIS
At Below
surface  surface
0.0275
1.16
1.385

TIB TIC
At Below
surface  surface
0.041
1.16
4"
ff 1
5
|
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FDA
Ml
TISscan

TISnon-scan

Meaning
the Mechanical Index.
the Soft Tissue Thermal Index in an auto-scanning mode.

the Soft Tissue Thermal Index in a non-autoscanning mode.

TIB the Bone Thermal Index.

TIC the Cranial Thermal Index.

Aaprt the area of the active aperture (square centimeters).

pr.3 the derated peak rarefactional pressure associated with the transmit pattern giving rise to the value reported
under Ml (megapascals).

Wo the ultrasonic power, except for TISscan, in which case it is the ultrasonic power passing through a one
centimeter window (milliwatts).

W.3(zl) the derated ultrasonic power at axial distance z| (milliwatts).

ITA.3(zl) the derated spatial-peak temporal-average intensity at axial distance z| (milliwatts per square centimeter).

21 the axial distance corresponding to the location of max[min(W.3(z), ITA3(z) x 1 cm2)], where z>zbp
(centimeters).

zbp

n (centimeters).

zsp the axial distance at which TIB is a global maximum (i.e., zsp = zB.3) (centimeters).

z@PIl.3max the axial distance corresponding to the maximum of the derated spatial-peak pulse intensity integral
(megapascals).

deq(z) the equivalent beam diameter as a function of axial distance z. It is equal to [(4/n)(Wo/ITA(z))]0.5 where ITA(Z)
isthe temporal-average intensity as afunction of z (centimeters).

fc the center frequency (MHz). For M, fc is the center frequency associafeii*t(iMti*tiin% niNe giving rise
to the global maximum reported value of MI. For Tl, for combined modeffmw”viTY giinioSra™" of unequal
center frequency, fc is defined asthe overall range of center frequencies of the respective transmit patterns.

Dim. of Aapit the active aperture dimensions for the azimuthal (x) and elevational (y) planes (centimeters”

PD the pulse duration (microseconds) associated with the transmit pattern giving rise to the reported value of Ml

PRF the pulse repetition frequency associated with the transmit pattern giving rise to the reported value of Ml (Hz).

pr@Plimax the peak rarefactional pressure at the point where the free-field, spatial-peak pulse intensity integral is a
maximum (megapascals). See Section 6.2.4.1 of the Output Display Standard, entitled "Measurement
Methodology for Mechanical and Thermal Indices".

deq@Plimax the equivalent beam diameter at the point where the free-field, spatial-peak pulse intensity integral is a
maximum (centimeters). See Section 6.2.5.1 of the Output Display Standard, entitled "Measurement
Methodology for Mechanical and Thermal Indices".

FL the focal length, or azimuthal (x) and elevational (y) lengths, if different (centimeters).

IPA.3@MImax the derated pulse-average intensity at the point of global maximum reported Ml (watts per square centimeter).

Document No. HC-IFU-003 Rev.2 89
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HEALCERION

CUNCTEMA YNIbTPA3BYKOBOI'O
CKAHNPOBAHNA SONON 300L
C NMPUHaA/IEXXHOCTAMMU

CE

0123

PykosBopacTteo nonbsosartens, sepcusi 2

HEALCERION

Copyright© Bce npaBa npuHagnexat Healcerion Co., Ltd.

[wiAa |
JokymeHT Ne HC-IFU-003 Peg.2
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Wramn: HOTAPUYC KM XAK CYH

NcTopuss M3MEHEHUN [OKYMEHTA

VI3meHeHne Jata
PykoBoacTBO nosib3oBartens, sepcus 0 2016-10-25
- MepBblil BbIMNyCK
PykoBoacTBO nonsb3oBaTtens, Bepcus 0 2016-10-25
- N3meHeHO: Tunorpadckasa owmnbka
PykoBoacTBO nosnb3oBartesif, Bepcus 1 2017-01-12

- N3meHeHO; 5,1 TpeboBaHUA K MOBUTbLHOMY YCTPOIACTBY

- N3meHeHO: 9.2 Tabnuuybl yyeTta akyCTUH4ECKON MOLLHOCTU

PykoBoacTBO nonb3oBarTesif, Bepcus 2 2017-02-22
- N3meHeHO: 2.2 MpoTnBONoOKasaHus

- N3meHeHO: 3.1 CumBOSbI

- 'ameHeHO: 5 YcTaHOBKa MOGUIBHOIO NPUIOXEHUSA

- 3meHeHO: 6 3kcnnyaTtaumsa ycTponcTea

PYKOBOACTBO Mofib30BaTesns, Bepcus 2, pegakuma 2 2018-12-14
- N3meHeHO: 2.1 Ha3HauyeHue

- N3ameHeHO: 4,1 OnuncaHne npoaykra

- lameHeHO: 5 YcTaHOBKa MOGUIBHOIO NPUIOXEHUSA

M3ameHeHo: 5.1 Tpe6oBaHNsA K MOGUIbHOMY YCTPOWCTBY

- N13meHeHOo: 5.2 YcTaHOBKa MOGU/ILHOIO NpUIoXeHus

Mi3ameHeHo: 6.5 NHopmaunsa o nayueHTe

imMyn
JokymeHT Ne HC-IFU-003 Pep.2
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1.1. o gaHHOM pyKOBOACTBE

Cunctema ynbTpa3BykoBoro ckaHmposaHna SONON 300 L
HanveHoBaHue nsgenus C NPUHAaANeXHOCTAMN

Mogenb 300L

MpouTnTe BCE WHCTPYKUMM pfaHHOro PykoBoacTBa nosb3oBaTesns, npexae 4Yem npuctynarb K
ncnosib3oBaHMO CUCTEMbI Y1bTPa3BYKOBOro ckaHuposaHuss SONON 300 L ¢ npuHagnexHoctamu (ganee
MO TekcTy - ckaHepa 300L).

XpaHuTe pgaHHoe PykKoBOACTBO TMoONb30BaTtesids BMecTe cO ckaHepom 300L ana wncnosb3oBaHUA B
nanbHenweMm.

HekoTopble onuuu UMM cBOWCTBA MOTYT 6bITb HEAOCTYMNHbI B HEKOTOPbIX CTpaHax.

Fpadhuka 3akpaHa W unnwcTpauum B AaHHOM PyKOBOACTBe Mo/sib3oBaTenss npegHasHauyeHbl NuUWb AN
NOSICHEHUS U MOTYT OT/IMYATbCS OT peasibHbIX U306paxeHnit Ha akpaHe.

Bce ccbinkn Ha cTaHgapTbl U pernamMmeHTbl, a TakXe X Bepcun ,D'eVICTBVITeI'IbeI Ha MOMEHT I'Iy6}'II/IKaLI|I/IVI
AaHHoOro PykoBopacTeBa nonb3oBaTend.

1.2. YcnoBHble 0603Ha4YeHuUA

B p[aHHOM pyKOBOACTBE WCMNOMb30BaHbl criefyloliMe YycnoBHble 0603HaudeHus ans [lpepynpexaeHum,
MpepocTepexeHuit n NMpumedyaHui.

MpeaynpexaeHve

O6palaeT BHAMAHMWE Ha COCTOSIHUE WM BO3MOXHYIO CUTyaluto, cnoco6Hy0 TpaBMMpoBaTh
nonb3oBaTesns U/uanM nayueHTa.

BHumaHue

O6uwmne Mepbl NPefoOCTOPOXHOCTU ANA 3aWKUTbl NONb3oBaTena/nayneHTa n o6opyaoBaHuUs.

MNpnmeyaHve

BaxHasi MH(popMaLus, KOTOPYD HEO6XOAMMO YUYecTb, Npexae YeM NpPoAOMIXKUTbL pPaboTy.

JokymeHT Ne HC-IFU-003 Pepn.2 HC
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2.1. Ha3HauyeHue

BHumMaHne

Monb3oBaTenb [OMXEH C OCTOPOXHOCTbI YNpaBAATb AaHHbIMU MauyMeHTa W UHQoOpMauuein no
6e30MacHOCTM, NOCKO/NbKY ckaHep 300L Mcnosib3yeTcs C IMYHLIM MOGUbHbLIM YCTPONCTBOM.

Ha3HayeHue; Cunctema ynbTpa3BYKOBOro CKaHMpoBaHUA SONON 300L ¢ npuHagnexHocTamMmu
npegHasHavyeHa AN yNbTpa3BYyKOBOUW Bu3yanu3auumum, M3MepeHusas W aHanu3a Tesia 4venoBeka B o6wwmx
KNUHUYECKNX CUTyaLMaX, BKAIOYasA CKeNeTHO-MYCKY/bHYl0 cuctemy (CMC), cocygucTyto cuctemy, Heboblmne
yacTtu Tena (rpyasb, wuToBmnaHas xenesa) 7] nerkue.

O6nacTb MPUMEHEHUS: npuMeHseTCa Npu NepBUYHOK U cneunanbHONl MeAUUUHCKOW NOMOLLM, HanpuMep, B
MeAULUUHCKUX KabuHeTax, KIMHUKAX U B 60/IbHUYHBLIX OTAE/IEHUSAX HEOTMOXHOW XUpypruu.

[JaHHOe ycTpolicTBO npeAHasHayYeHO A1 MacCUMBHOTO HabNlOAEHWSs W paHHero BbisiBNeHUs 3abosieBaHuWi.
Ecnun TpebyeTca 60nee nonHoe ob6cnefoBaHne WM MHeHMe Bpaya, TO peKOMeHAyeM OTnpaBuTb NauueHTa B
60onbHUUY ANA 60nee TwaTenbHOro o6cnefoBaHnA.

Mpu BbIABAEHUN OTK/IOHEHUI OT HOPMbl pekomMeHayeTcs 60see nosHoe o6cnefoBaHMe W KOHCynbTaums
cneyuvanucra.

CuncTema ynbTpa3ByKOBOro ckaHupoBaHus SONON npepgHa3HadyeHa AN YNbTPa3BYKOBbIX MCC/NefOBaHUN B
pamkax npoBefeHWss CKpUHUHra (6e3onacHbliX cneumanbHbIX UCCefOBaHW C LeNbl BbIABAEHUSA pucka
pa3BuTMA onpeAesieHHON NaTosiorMmn) B pasHbiXx 061acTAX MegULUHbI, B TOM Ync/ie BHe 60/bHUL, N HEKOTOPbIX
cneumann3npoBaHHbIX UCCMeA0BaHU M MaHUNYNAUNA B peaHMMaToNnorum, aHecTesnosiornm, TpaBMmaTonorun,
ny/ibMaHOMOTUU, XUPYPIrNn U Kapauonoruun.

Cneyunanm3aMpoBaHHble uWCCNeAOBaHUA W  MaHUNyAAauUM  [OJDKHbI  MPOBOAUTBLCA BpayamMu, UMelolne
COOTBETCTBYWOLWYIO (NOATBEPXAEHHYHO B YCTAaHOBJ/IEHHOM 3aKOHOM nopsAke) KBanudukauuw ©n B
COOTBETCTBUM C MNPUHATBIMKM  NpodeccuoHasnbHbIMKM  CcTaHgapTamu, npegnonararmwmumMmm Hanu4yue
onpefesieHHOro MeANLNHCKOro nepcoHana, conyTCTBYHOLWEro ob6opypaoBaHusA n  Tpebywuwmnxcs
MeANKaAMEHTOB, 4YTO MOXeT 6biTb 06ecnevyeHO TO/IbKO YC/IOBUAX COOTBETCTBYHOLWUX OTAENeHUA nevyebHO -
NPodMIaKTUHECKUX YUPEeXAEHWA.

Mpn npoBefeHUN CKPUHUHIaA C UeNbl MPUMEHEHUA CUCTEMbl YNbTpa3BYKOBOro ckaHmposaHus SONON
ABNsieTca o6cnegosaHne CcTabuibHbIX nNauueHToB, 6e3 MNOCTaAaHOBKWM AuarHosa, AN onpegeneHus
HanpaB/ieHUA falbHEWWNX cneynann3npoBaHHblX, 60s1ee rNy60KMX UCcrefoBaHni.

MWcnonb3oBaHne Ha3BaHHOW CUCTEMbl YNbTPa3BYKOBOrNO CKaHWPOBaHUA Yy HecTabuibHbIX MNauWeHTOB BHe
60/1bHUL, He MnoKasaHO, TaK KakK A/ MNOJ/IHOLEeHHOro obcnefoBaHUa HecTabu/bHbIX NauuMeHTOB TpebyeTcs
cobnoaeHne onpepfesieHHbIX YC/NOBUWIA, pernamMeHTUPOBaHHbIX MpodecCcnoHanbHbIMW CcTaHgapTamMu u
MH(opMaLmmM, Nnony4yaemoii ¢ NOMOLbIO Y/1bTPAa3BYKOBOro ckaHnpoBaHusa cuctemoir «<SONON» MoxeT 6bITb
HefoCTaTOYHO A1 Bblbopa cTpaTterun nevyeHus.

2.1.1. UeneBasa rpynna nauveHToB

Xapakrepuctuka OnuncaHve

BospaCT Bce Bo3pacTHble rpynnbl
Bec HenpumeHnmo

Mon MY>XUYNHbI U XXEeHLWUHbI

He ncnonb3oBaTbh Ha NauuMeHTax, KOTOPbIM NMOBPeAUT yNbTpa3BykK (Hanp., ¢

CocrosHue 300poBbA MMMAaHTUPOBAHHbLIM KapAUOCTUMY/IATOPOM).

HaunoHanbHOCTb Nio6as

MayneHT He ABNAeTCHA Nosib3oBaTenem (He nveet 3Ha‘-IeHVIF|), TONNbKO AnNA

CocTosaHMe nauneHTa
npumMmeHeHuUa cneynanncrtamm,

HC
JokymeHT Ne HC-IFU-003 Pep.2
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2.1.2. UeneBoii npodnsb nonb3oBaTens

XapaktepucTumka
O6pa3oBaHue
3HaHus

3HaHue Aa3blka

OonbIT

3peHue
MamAaTb

JdonycTtnmble
orpaHnyeHuns dua.
BO3MOXHOCTelh

OnuncaHvie

CneuunanucTbl, npowejlne cooTBeTCTBYOLWEE 06yUYeHMe.

e HanMuyune 6a30BbIX 3HAHUI 06 ynbTpasBykKe

* NOHMMaHue PU3M0MOTMYECKOTro B/IMSIHUS Y/bTpa3ByKa.

* CNOCOBHOCTb UHTYUTUBHO pacnosHaBaTb U NMOHMMATb NPOrpaMMHbIi U
annapaTHbIi NONb30BaTeNIbCKUN UHTepdgerc (SW Ul n HW Ul).

* cNOCO6BHOCTbL pa3nMuyaTb MO6U/bHbIE YCTPOMCTBA, Ha KOTOPbIX yCcTaHOB/ieHo MO.

* CNOCOBHOCTbL NOHUMAaTb OGHOB/EHUS.

e CNOCOBHOCTb NOHMMAaTb TEPMUHbI, UCNOMIb3yeMble B Npu6ope U AaHHOM
pyKoBOACTBE.

* CNOCOBHOCTbL MOHMMAaTb MeTOZ0/I0NTMI0 PYKOBOACTBA.

* YMeHVe NoAb30BaTbCsd MOGUMBbHLIMUK YCTpOicTBaMW.

* YMeHMEe YyCTAaHOBUTb COEiMHEHUE MEXAY NPUGOPOM U MOBUABLHBLIMMU
ycTpoiicTBaMu.

* YMEHNE OTC/IEXNBATb COCTOSAHNE COEANHEHUS.

e yMeHMEe UCNOoNb30BaTb MOGU/bHbIE MPUTOXEHUS.

* YMeHue ycTaHaBnuBaTb o6HoBneHus Mo.

* YMeHVe NoOHUMAaTb U UCNOMb30BaTb AaHHble C UHTepdeiica MO.

e YMeHMe UCNOoNb30BaTb YAbTpasByK.

* NO/IHOE MOHMMaHWe PYKOBOACTBA, MPUSIOXEHHOTO K npuéopy.

* CKOpPpEeKTUpOBaHHaaA ocTpoTa 3peHnsa 1.0 nnam nyywe

* MNPOYeCTb PYKOBOACTBO No/sib3oBaTesid N 3aNOMHUTbL Mepbl NPeagOCTOPOXHOCTU U

OCHOBHble PYHKLUN n3genns.
* HenpumeHumo

JokymeHT Ne HC-IFU-003 Pep.2
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2.1.3. MpuHUMN geincTBus

Mpu6op 300L ucnonb3yeT 3X0-UMMNY/bCHYI TEXHONOTUI0 AN onpegeneHus rny6uHbl U MecTOMOJIOXeHUs
TKaHeBblX TPaHUL, U WU3MepeHWs BPeMeHU MNPOXOXAEHUs akyCTMUYecKoro umMnysabca OT nepepatyvMka no
TKaHeBOW rpaHWubl W o06paTHO [0 TMNpUeMHUKA. Y/NbTpPa3BYKOBble BOJIHbl, WCNyCKaeMble [aT4YUKOM,
pacnpocTpaHAlTCA CKBO3b pas3/inuHble TKAHW Y BO3BpallaloTcs B AaT4uK B BUAE OTPAXEHHOro axa.

3aTeM KpucTansbl gaTtynmka npeobpas3yrdT MNOSYYEHHOE 3XO B 3/IEKTPUYECKUE WUMMYbCbl, KOTOpble
o6pabaTbiBalOTCA ANA POPMUPOBAHUSA YIbTPA3BYKOBOro M306paxeHUs, BbIBOAUMOTO Ha 3KpPaH.

OTpaXeHHble CcurHanbsl ycunmpawTCa " 06pa6aTbIBaK)TCﬂ HECKOJIbKUMWN aHanoroebiMn u LU/IC*)pOBbIMVI
cxemamm c [*)I/I}'IpraMVI ANA pa3HblX BapunaHTOB 4aCTOT M BPeMeEHU OTK/IUKaA, npe06pa3yﬂ BbICOKOYaCTOTHbIE
3N1eKTpnyeckmne curHanbl B cepuro LLI/IdI)pOBbIX |/|306pa>KeH|/||‘/’|, COXpaHAeMblX B NnaMATHU.

YnbTpa3dBykoBoe un306paxeHne OCHOBAHO Ha MexaHU4YecKux KonebaHMAX Kpuctanna, BO3OYXAEHHOro
3/1eKTPUYECKUMN uMnynbcammu (Nbe3oanekTpuyecknii  ad dekxT). MHOrouyncrieHHble KpucTasnsbl B
COBOKYMNMHOCTM 06pa3yloT npuemMonepegarymk (aatuuk). flaTymk npeobpasyeT oguH TUN aHeprum B Apyroin. C
NOMOLbIO 3XO-UMMY/NIbCHOrO nNpuHUMna paboTbl YNbTPa3BYKOBbIX MNbe303/IEKTPUYECKUX KpUCTannos
y/1bTpa3ByKOBble AaTynKn npeobpasytoT 3/IeKTPUYECTBO B 3BYK.

Cuctema ynbTpa3BYKOBOro ckaHupoBaHus SONON 300 L npepctaBnsieT coboii yCcTPOWMCTBO C OAHUM
pexnmom paboTbl (pexum B) u ogHoli mMowHocTbi (3,5 MILU - HU3Kass MOLWHOCTb y/nbTpa3Byka). Cuctema
ynbTpa3BykoBOro ckaHuposaHus SONON 300L npepctaBnsieT cob0il yCTPOMCTBO C paboumm pexumom B un
pexumom CF (5 Mly / 7,5 MlNy, /1 o MlNy, - HU3KasAs MOWHOCTb y/AbTpa3BykKa).

Pexum B - agByxmepHblli (CeKTopanbHbli, 2[-peXxnMm): NO3BONSAET MNONYyYUTb [BYXMeEpPHOe MJ/IOCKOCTHOe
n3obpaxeHne Ha HEKOTOPOW rNy6GUHE PacnO/IOKEHHbIX PSAAOM CTPYKTYP W UX ABUXEHWe BO BpeMeHu. ITo
Hanbonee MNPOCTON ANA BOCNPUATUSA PEXMM, MOTOMY YTO OH OTpa)XaeT aHaTOMMWYECKYyH CTPYKTYpy, Kak Ha
nonepeyHom paspese. ITOT peXuM ABNSAETCA OCHOBHbIM, BO BCEX C/ly4asiX C ero MCNosib30BaHUsA HaynHaeTcs
Y3W. MonyyeHne nsobpaxeHnsa B B-pexnme ocHOBaHO Ha adpheKkTe OTpaxXeHUsA y/ibTpasdByKa OT rpaHul, cpej
nccnepyemoin obnactn: npubop Y3 aHanu3upyeT amnaumTygy n daly OTPaXeHHOro axocurHana, fgaHHas
MHOopMaLuua y4dacTByeT B Mnpouecce MocTpoeHUsa nsobpaxeHusa (KOTopoe B MNOC/Ae[CTBUM BbIBOAUTCA Ha
3KpaH npubopa) un obycnasnmBaeT SAPKOCTb CBEYEHUA W MNOJIOXKEHUE TMNUKCENA Ha [UAarHOCTUYECKOM

n3obpaxeHnu.

Pexunm CF (4BeTHOro Ayn/IeKCHOTro KapTUpoBaHuA) Ncnosib3yeTca ANs:

-Ka4eCTBEHHOW OUEHKM KPOBOTOKa — oOnpefesieHUe XxapakTepa TokKa KpOBWU: NaMWUHapHbI (paBHOMepHbINA
NOTOK) UNY TYpPOYNEeHTHbIN (MHOXECTBEHHblEe 3aBUXPEHUSA);

-KONMNYECTBEHHOW OLLeHKN KPOBOTOKa — oOMpeAesieHNne CKOPOCTe KpOBM B cocyfe. XapakTep KpOBOTOKa

(namMuHapHbIli WA TypOYNEeHTHbIWN) 3ako4UpOBaHbl  pasHbIMKW  LBeTaMW, WHTEHCUBHOCTb  KOTOPbIX
onpeaensieTcsi CKOPOCTbIO NOTOKa KPOBMW. LiBETHOEe AONM/IepoOBCKOe UCCeAoBaHWe ynpowaeT AUAarHOCTUKY 1
3HaUNTeNIbHO YMeHbllaeT PUCK OWMUGKM, OCOGEHHO MNpu nopokax cepila, BefAb LBeTHOe packpawunBaHue
KPOBOTOKA OYeHb HarnsigHo.

2.2. lNMpoTuBOMNOKasaHnA

MpepynpexaeHvne
CkaHep 300L He npegHa3HauyeH ans:

e 0(Ta/IbMOJIOTMYECKOTO NMPUMEHEHUS WU NO60Tr0 NPUMeHeHUs, NpeanonaratlLero NpoxoxaeHue
3BYKOBOIO flyya yepes rnas.

*  MCMO/b30BaHWsA BO BpeMsi onepauuu
(Hanp., Npu BBOAE AaTuMKa B XMPYPruyeckuii paspes uam TpenaHayMoHHOe OTBepcTue);

e BHYTPMMNOJ/IOCTHOTO MPUMEHEHUS;

e BM3yasiM3auuun OTKPbITO paHbl.

Bo3MoOXHble MOBGOYHbIE AeNCcTBUSA

[MO60OUYHBbIX 9P (PEKTOB HE BbIAB/IEHO.

NokymeHT Ne HC-IFU-003 Peg.2 uus
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3.1. CumBoONbl

HekoTopble CUMBO/IbI Ha 3/IEKTPUYECKOM MeAULUHCKOM 060pyAoBaHUM MOTyT 6biTb CTaHAApPTU3MPOBaHbI
M3K, OHM 0603HavYaloT cCoeANHEHNsl, KOMMNJIEKTYIOWME, U CNYXaT npeaynpexaeHnem.

Cumosni OnuncaHue/thyHKUNA

CumBon pab6ouei yactn Tuna BF

A MpepynpexaeHue: 3TOT cMMBON 0603HayaeT onacHble yCc/0BUs pa6oTbl. JONOHUTENbHYIO
MHpopMayuto cMm. B N. 3.2 «O6LWMe NpaBuaa TEXHUKN 6e30NacCHOCTU.

CM. conpoBOAUTENbHYO AOKYMEHTaLUu; 3TOT CUMBOJT pPeKOMeHAYeT Nosib3oBaTesito 06paTuTbes
0 K CONPOBOAUTE/IbHOW AOKYMeHTauun.

Pexnm npmoctaHoBKK: 3TOT CUMBOJI o603HayvaeT, 4TO V|306pa>|<eH|Ae «3aMOpPOXEeHO».

eXNUM OXngaHmAa: 3TOT CUMMBO/ ob6o03HauvaeT q)yHKuMm BK/TIOYEHNA yCTpOI7ICTBa nnn ero nepesopn
6 B pexunm oxnaaHua.

Wi-Fi: 3ToT cnmBon o6o3HavyaeT 6ecnpoBOAHOE COeAUHEHME.

MHdopmauua o npousBoauTesie: 3a 3TUM CUMBOJIOM c/lefyeT HaMMeHOBaHue 1 agpec
npousBoAUTENS U3AENUs.

JaTa N3rotoBneHnsa: 3a aTUM CMMBOJIOM cneAyeT Aata U3rotosneHnsa nigenna s suge N Trr-MM.

SN CepuiiHblii HOMep: 3a 3TUM CUMBOJIOM cliegyeT cepuiiHblii HoMep n3aenus.

REF HanmeHoBaHue Mogenun: 3TOT CUMBOJ NpeacTaBNsaeT HauMeHOBaHWe Mogenu mn3igenunsa.

MHdopmauna o npeagcrtaButensax: ¢ 3TUM CUMBOJIOM BbIBOAUTCA UH(popmauna o npepcrasuTesne
npounssoauntensa B EC,

EC REP

MapkupoBka CE siBnsietca o603HayeHMeM COOTBETCTBUSA NpoAyKLUU HA TpeBGOoBaHMA K KauyecTBy
Ha TeppuTopun EBponeiickoro Cot3a. 3Hak CE rapaHTupyeT, UTO Npou3BoAMMas U3roTOBUTENIEM

a or npoayKuusi NoJIHOCTbIO COOTBeTCTBYeT Tpe6oBaHUsAIM 6e30MacHOCTU ANA YenioBeKa U
oKpyXxatoluein cpeabl

I/I JToli cTopoHOli BBepx: o603HaYaeT NpaBu/ibHOe BepTUKANbHOE NOJIoXeHue
TPAHCNOPTUPOBOUYHOI YNAKOBKMU.

p) Xpynkoe, o6paliaTbCs C OCTOPOXHOCTbIO

Bepeub oT Bnarn

O603Ha4YaeT He0O6XOAMMOCTb OTAENBbHOW YTUAN3AL NN 3NEKTPUYECKOTO U 31eKTPOHHOTO
obopypoBaHuA B cOOTBeTCTBUU C AinpekTnBoii EC 06 oTXxo[ax 3/1eKTPUYECKOro 1 3/1eKTPOHHOTo
o6opypoBaHna (WEEE). JononHUTeNnbHYO MHPOpMayuuio cMm. B pasgene 3.9 «YTunmsauyunsa»

310T CMMBOJ1 0603HauaeT «OCTOPOXHO: dhefepanbHbIi 3aKOH OrpaHMyYnBaeT NpoAaxy AaHHOTOo
npuéopa TO/bKO NevyawMm BpavyoM WM MO ero ykasaHuto.»

ROy

( ) ONeKTpomMarHuTHoe n3siyyeHue. B61un3u 060py,ﬂ|OBaHVIF|, nomeyeHHOro gaHHblIM 3Ha4kKoM, MOrIyT
«o»
Ha6ﬂK),anbCH nomexu.

MpeaenbHas TeMmnepartypa

pura
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% MpenenbHbI YpOBEeHb B/IAXHOCTU

(P4  npegenbHoe aTmocdepHoe fgaBnetmne

3.2. O6uwwne npaBusia TEXHNKMN 6E€30NaCHOCTMH

MpepynpexaeHve
TOoNbKO YNO/THOMOUYEHHbIV MepcoHan BnNnpaBe NpouM3BOAUTbL /10601 peMOHT ckaHepa 300L. Hukorga He
nbliTalTecb BCKpbIBaTb AaTYMK WIW ero coefnHeHne. 3TO aHHYNUpPyeT rapaHTuio!

KOHTakTHble AaTuuKM NOoCTynakwT He cTepunbHbiMu! Mepen npumeHeHnem OBA3ATEJ/IBHO

NPOW3BECTU OYUCTKY U Ae3MH(eKyMio 4aTYMKOB BO nsbexaHume nepegaym MHekynini mnm
3aboneBaHui,

e JaTuymkum Heob6XxO0AMMO OYUCTUTL U NpoAe3nHpnUMpoBaTb Nepes 3aMeHOW AN yTunumsaymen.
« Moaundukauma gaHHoro npnbopa BO3MOXHa TONbKO C pa3peweHnsa komnaHum HEALCERION.

He ucnonb3yiiTe AaTU4NK C BbICOKOUYACTOTHLIM XUPYPrMyeckum o6opyaoBaHveM. B NpoTUBHOM cny4ae
o6opyfoBaHne MOXeT 6blTb NOBPEXAEHO.

B cnyyae yTepu nnaHweTHoro MK vnn cmapTchHa COXpaHeHHble AaHHble He BOCCTaHaB/IMBakTCA.
CneguTte 3a TewMm, 4TO0ObI He noTepATb 3TN NpeamMmeThbl,

e He KacailiTecb nauymeHTa MOGU/bHbLIM yCTpoCcTBOM Ha 6a3e iOS unu Android Bo Bpems
ncnonb3oBaHnsa 300L.

+ Co6nwopaaiite pa6oune ycnoeusa; Makc. 10 MUH. paboTbl 1 10 MUH. OTAbIXa.

BHumMaHune

He kacaiiTecb O4HOBPEMEHHO MauueHTa U 3apsXatlolnux coeguHEHMNN.

LaHHbIN Npn6op HeO06X0AMMO MCMNOMb30BaThb B COOTBETCTBUU C AeiCTBYHOLWNM 3aKOHOAATE/TbCTBOM.
HekoTopble OPUCAUKLMM OFpaHUUYMBAIOT onpeAesieHHble 061acTV NPUMeHeHUs, Takne Kak
onpegeneHue nosna.

Mi3MeHeHMe HacTpoOek AUCN/ea MOXeT NOBNUATbL Ha Ka4yecTBO V|306pa>|<eva N CHN3NTb KayeCcTBO
AnarHocTukun. NMonb3oBaTenb OTBeYaeT 3a UCNOMb30BaHMe NOAXOAAWMX HACTPOEK ancnsea Ans
AOCTUXEHNA Haunnydulwero Kkayectea VI306pa)KeHVIF|.

YnbTpa3ByKoBble Mpoueaypbl criefyeT NPoBOAUTL Hag/exawmmm ob6pa3omMm Ha OCHOBaHWW MpuHuMna
ALARA (pasyMHO AOCTUXUMBbI/ HU3KWUIA YPOBEHbL). HacToATe/IbHO peKOMeHAYeTCs yUYuTbiBaTb NPUHLAN
ALARA npu npoBefeHUN yNnbTPa3BYKOBOro CKaHMpoBaHUA. JONONHUTENbHYIO MHGOPMAaLNIO CM. B M.
3.6. «buonornyecknin adpdhekT n 6e30NacHOCTb Y/IbTPA3BYKOBOro CKaHUPOBaHMUA».

CpepacTBa ynpoweHUss u3aMepeHunii cnefyet MCNONb30BaTh C KpaillHE OCTOPOXHOCTbIO. Takue
M3MepeHnsa SABNSATCA NPeAnosiIoXeHUAMUN CUCTEMbI. B c/lyyae COMHeHU npoBepbTe pe3ynbTaThl
M3MepeHuin pyyHbimyu MeTodamu. Monb3oBaTesib OTBEYaeT 3a AMArTHOCTUYECKYD MHTepnpeTalutio
pe3ynbTaToOB U3MepeHus.

uusS
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3.3. JnekTpuyeckasa 6e30nNacHOCTb

LaTtunk pa6oTaeT Ha 3/1IEKTPUYECKON 3HEprum M MoXeT MPUUUMHUTL Bpes NayueHTam W MNosib30BaTensm B
c/lyyae KOHTaKTa HaxoAslWMWXCcs Nnof HanpshkeHneM BHYTPEHHUX yacTeli ¢ NPOBOAALIMMY pacTBOpamMu.

MNpepynpexaeHne
HE norpyxaiTe gaTtymk B /Il0OOYI XUAKOCTb HUXE YPOBHSA MOrpyxeHus. Hukorga He norpyxalbite

pa3beM HU B KaKyl XMAOKOCTb.

HE poHsiiTe faTunK 1 He NoABepraiTe ero MHbIM MexaHU4YeckMM yaapam Wau Bo3AeicTBUsSM. 3To
MOXeT MPUBECTU K CHUXEHUIO MPOU3BOAUTE/IbHOCTU UM MOBPEXAEHUAM, TaKUM KaK TpeluHbl Unn
CKO/bl Ha Kopnyce.

KBanuguumpoBaHHbie TEXHUKA 60MbHULbLI AO/KHbI PEerynsipHO NpoBepsaTb NPUGOP Ha yTeuky
3/1eKTpOTOKA.

3.3.1. YpoBeHb NorpyxeHus

BHumaHue

LaTunky co cTeneHblo 3aWnTbl «1PX7» BOAOHENPOHMLLAEMbl MAaKCUMYM Ha rny6uHe A0 4 CM HUXe
aartyuka.

Makc.4 cm

3.4. DnekTpoMarHMTHas COBMEeCTUMOCTb

CnctemMa [O/KHa COXpPaHATb OCHOBHble pabouyve XapakTepUCTUKM YNbTPa3BYKOBOW cuUCTeMbl B cpefge
OMC cornacHo M3K 60601-1-2. OcHOBHble pabouve XxapakTepuUCTUKM onucaHbl B pa3gene 9.1.4
«/IHCTpYKUMNA 1 3asAB/IeHNEe Npoun3BoAuUTeNsa» AaHHOIo0 PyKOBOACTBA.

3.5. KOHTaKTHble renun

| BHUMaHUe |

Mcnonb3yiiTe TONIbKO peKkoMeHAOoBaHHble renu (cmasku). Mpoune resin MOryT NOBPeAUTb AATUUK U |
aHHYNMpoOBaTb rapaHTuio.

HaHeceHue Uto6bl o6ecneunTb ONTUMaNbHYH Nepefadvyy SHEPrUM MeXAy MNauueHTOM W AaTHUKOM, Ha Ty
yacTb Tefna nauuMeHTa, Ha KOTOpoil 6yaeT NPOBOAUTLCA CKaHMpOBaHWE, HEO6XO0AMMO O06UIbLHO HaHEecTu
KOHTAKTHbI refib UIN cMasky.

Mepbl MpPegoCTOPOXHOCTU KoHTakTHble renn HE  [OMXHbI cofepxaTb Kakue-nn6o
MHIpeANEeHTOB, MOCKO/IbKY M3BECTHO, YTO OHW NOBpexXAalT AaTyUK:

3 crepywmnx

e MeTUNoBbI, 3TUMOBbIN, N30MNPONUAOBbLIA CNUPT WU No6ble Apyrue NPoAyKTbl Ha CNUPTOBOI OCHOBE

(B a
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* MHepanbHble macna

« Nop

* JIOCbOHBbI

e JlTaHONNH

« Anos Bepa

« ONIMBKOBOE Macno

e MeTun nnu 3Tun napabeHbl (Napa-rMapokKcubeH30liHasa KMcaoTa)

e AInMeTNN CUNNKOH

PeKOMeH,CI,yeTCFI Mcnosb3oBaTb creanyruine KOHTakTHble resun.

HanmeHoBaHMe MpounssoauTens
Aquasonics 100 Parker Laboratory Inc.
Clear Image Sonotech Inc.

Scan Parker Laboratory Inc.
Sonogel Sonogel Vertriebs
JokymeHT Ne HC-IFU-003 Pep.2 16
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3.7. YcnoBus OKpyXxatrouien cpeabl

JKcnnyartauua, XxpaHeHue WM TpaHcnopTupoBka CUCTEMbl yNnbTpa3ByKOBOro ckaHumposaHmda SONON 300L
OOJ/IKHbI OCYLWECTBMIATLCA B c/AeAYOWNX npegenax:

MapameTp PaboTta XpaHeHne 1 TpaHCnopTUPOBKa
Temnepartypa +18°C po +35°C (+64.4T po +86T) -10°C po +50°C (+14T po +122T)
BnaxHocTb 30% no 75% 6e3 KoHAeHcaunmn 10% po 85% 6e3 kKoHAeHcauumn
JdaBneHve 700 rfMa (3000 m) go 1060 rMa 700 rMa (3000 m) go 1060 rMa

3.8. lpouyne pekomeHpaumnun

MNopo6HO 60NbWNHCTBY BbICOKOYACTOTHbIX BbIYNCANTE/IbHbLIX YCTPOWCTB, 3/1eKTPOHHbIE KOMMOHEHTbI CKaHepa
SONON 300L reHepupytlT Tensao BO BpemMA NPUMeEHEeHUsa no Ha3dHadeHnto. CkaHep SONON 300L ocHauw,eH
3alNTHBIMU MEXaHW3MaMKn, KOTOpble aBTOMaTUUYEeCKN CHMXAT CKOPOCTb BblYMCNEHUIA (4acTOTy KagapoB) W, B
KOHEYHOM uTOre, OTK/AlOYaKT YCTPONCTBO, NMpexae 4em BO3HUKHET puck neperpesa. CkaHep 300L npowen
NPoOBEPKY Ha COOTBETCTBME FAPMOHU3NPOBAHHbLIM CTaHAapTam 6e30nacHoOCTU B MI06bIX paboyux ycnoBusx,
onncaHHbIX B faHHOM pYKOBOACTBe Nnosb3oBaTtensa (cM. pasgen 3.7 YcnoBusa okpyxatuwel cpegbl). Ansa
nogaepxaHua paboyein TemnepaTypbl ckaHepa 300L Ha onNTUManbHOM YPOBHE W MPOASIEHNS BpeMeHUn
CKaHMpoBaHMWA Npyv MaKCMMasbHOl 4YacToTe KaApOB pekoMeHAyeTcsA gepxaTb ckaHep 300L Tak, 4TOGbI
obecneymBaTb XOPOLWMA KOHTAKT Mexay YCTPOMCTBOM U pPYyKOW. M3o6paxeHune Ha gucnnee MO6GUIbLHOrIO
ycTpolicTBa 3aBMCUT OT BHeLWHero ocBeweHUsa - wnsberante nNpsaMoro nonajgaHus CONIHEYHOro cBeTa Ha
oucnner B Xxo4e CKaHMpOBaHWA M MPOCMOTPa U306paxeHnii.

3.9. YTununsayua

3TOT CMMBOJI 0O3HayaeT, u4YTO 3JIeKTPMUYEeCcKoe U 3/NeKTpoHHoe o06opyaoBaHWe Hesb3s
YyTUIN3NPOBaTh Kak HECOPTMPOBaHHble 6bITOBble OTXOAbl, a cO6UpaTbh OTAENbHO.

O6paTutecb K NPOM3BOAUTENIO UM OPULNANIbHOW KOMNAHUKM MO YyTUAM3auumn, 4ytobbl BbIBECTU
Balle o60pyAoBaHMe U3 3KCN/yaTauunm B COOTBETCTBUU C MECTHbIMW HOpPMaTWBaMU.

YTunusaunsi 6atapeu

BHumMaHne

| JaHHOe ycTpoiicTBO coAepXWUT NuTueBble 6aTapen. He npokanbiBaiiTe, He AedOpMUPYTe U He
6pocaliTe 6aTapeun B OrOHb. 3aMeHsiTb TO/IbKO GaTapesiMy TOrO Xe TUna COrflacHO peKoMeHAauusm
npousBoauTens. YTUNu3npyite oTpaboTaHHble 6aTapen B COOTBETCTBUU C UHCTPYKUUAMMU
npov3BoAUTENA U MECTHLIMU HOpMaTUBaMWU.

-

Ha 6aTtapesix WM Ux ynakoBke MMeeTCcs CUMBOJ OTAENbHON yTuAM3auum, HanoMmuHao Wwuii, 4to
MX Heo6X04UMO YTUIM3UPOBATL UMM OTAATb Ha NepepaboTKy B COOTBETCTBUM C MECTHbIMU U
HauMOHaNbHbLIMU 3aKOHaMU. UT06bl CHU3UTbL NOTEHUMaNbHbIM yuwep6 Ana okpyxatwei cpeabl
1 300pOBbsl YesiOBeKa, BaXHO HaAanexawmum o6pasom nepepab6otaTb UaM yTUIN3NPOBaTbL BCe
OTMEUYeHHble AaHHbIM CUMBOJIOM 6aTtapeu, W3BJ/ieYeHHble U3 nNpoaykTa. WHGopmauyuto o
6e30MacHOM uW3BfedYeHUm~6aTtapenm U3 ycTpolicTBa CM. B UHCTPYKLMU K 0GOPYAOBAHUIO UK

O6paTI/1T6Cb K MECTHbIM OopraHam BNacTu.

W |2
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3.10. TpaHcnopTMpOBKa

Cuncrtema ynbTpa3BykoBoro ckaHmposaHua SONON 300L B ynakoBKe TpaHCNOpPTUPYeTCA BCEMU Buaamu
TpaHcnopTa, B KPbITbIX TPAHCMNOPTHLIX CpeAcTBax B COOTBETCTBUMU C NpaBuaaMun rnepeBo3Kn rpysos,
LeliCTBYOWMMN Ha KaXxAoM Buae TpaHcnopTa.

TpaHcnopTupoBaHMe N XpaHeHUe CUCTeMbl Y/1bTPa3BYKOBOro ckaHuposaHusa SONON 300L 6e3 ynakoBku
3aB04a-U3roToBUTENSA He rapaHTUpPyeT ero coxpaHHocTb. MNMoBpexaeHne SONON 300L B pesynbTarte
TpaHCNOPTUPOBaHNA WM XpaHeHUs 6e3 ynakoBKW 3aBOAa-U3rotoBuUTeNs yCcTpaHATCA 3a cyeT
notpe6buTtens.

3.11. TlapaHTuiiHble 0b6sA3aTe/IbCTBA

MponssBoaunTenb rapaHTupyeT oOTCyTcTBMe 6Gpaka wmaTepuasioB U KayeCTBO W3rOTOBJ/IEHUA CUCTEMBbI
YyNbTpa3BykKoBOro ckaHnposaHna SONON npu npaBuU/IbHOM WUCMNO/IL30BaHUN N 06CNYyXMBaHUN B TeyeHue 12
MecsueB (3a MCKNIOYEHUEM aKKyMynaTopa), HaynmHass ¢ MOMeHTa npunobpeTeHuns,

3.12. YnakoBKa

CucTtema ynbTpa3BykoBoro ckaHuposaHna SONON 300L ynakoBblBaeTCH B KAPTOHHYIO KOPOOGKY. Pa3smep
kopobkn: 323 x 255 x 71,5 mm (WU x O x B). Mapka kapToHa: GZ (Coated SBB).

B KOpo6Ky nomelleHbl: ckaHep SONON 300L, 3apagHoe yctpolictBo SONON, aABe akKKkyMyNnsATOPHble
6atapen (of4Ha yXe BCTaB/ieHa B CKaHep, gpyras - 3anacHas), ceteBoi agantep (419 SONON) u wHyp
NUTaHUs, ynakoBaHHble B OTAE/IbHYIO KapTOHHYIO KOPOGKY, 1 aganTep NepeMeHHOro Toka ANs 3apsagHoro
ycTpolictBa SONON cO WHYpOM NUTaHUSA, yNnakOBaHHble TakXe B OTAe/IbHYI0 KapTOHHYI KOpPOG6Ky, n
PYyKOBOACTBO MONb30BaTens.

Kopob6ka, Bua cBepxy Kopobka, Buf cHU3Yy Kopobka BHyTpu

3aTeM AecaTb Taknx KOpo6OK nomMewaoTcs B 60/blWY0 TOpPUpPoOBaHHYO KOPO6KY ANS TPAHCNOPTUPOBKU.

3.13. Cpok cnyxb6bl

Oxunpaemblii cpok cnyx6bl: 3 roga

OokymeHT Ne HC-1FU-003 Pep,2 20 HC
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4.1 OnwuncaHwue npopykra

4.1.1. CocrTaB:

CkaHep SONON 300L

ik

AKKyMynaTopHas 6aTtapes- 2 Wt

Apantep nepemMeHHOro Toka s 3apsiAHoro
ycTpoiictBa SONON

M AT HIM

CeteBoii agantep (ang SONON 300L)

MNpuHapnexHocTu:
Kpbiwka 3awpytHad a1sa SONON

KpenneHuve gna SONON

JokymeHT Ne HC-IFU-003 Pep.2
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Pykosoacteo nonb3oBatensa SONON 300L

3apsagHoe yctpoiictBo SONON

LLHyp nuTtaHua - 2 wrt

KpaTtkasa nHctpykuma SONON 300L

CornauleHne 06 NCMoNb30BaHMM NPOrpaMMHOro
obecrneyvyeHns

Pemewwok gna SONON



4.2 Cxema 3kpaHa

4.2.1. O6wwmin BNA ckaHepa

Ne HaumeHoBaHUue dyHKLMA
1 ronoBska gaTuuka MpuknagbiBaeTcs K NauueHTy
2  ®yHKUMOHANbHAs KHoMKa CUHWIA UHAWKATOP HEe FrOpWT, KOrAa aKpaH HenoABUXEH.

CVWHWIA MHAMKATOP He TOpUT B pPeXunmMe peasibHOro BpeMeHWU.

3  WNugukatop nutaHus BknoyeHne nutaHusa (6enbli)
BblkntoueHe NUTaHUs (3e/1eHbIA MHOMKATOP FOpPUT 2 CeKyHAbl, nocre
yero racHer)
NpeT 3apsaka (3eneHbli nHAMKaTOpP)

4 KHonka nuTaHusA BkntoyeHne/BbIK/IOYEHNE NUTAHUA
5 Knonka Wi-Fi NWHankaTop Wi-Fi (cnHnii nHamnkatop)
6 MopgknioueHo 3apsgHoe 3To o6nacTb NoAkNYeHNa agantepa ANa 3apsAakm 6atapeun annapaTta
ycTpoliicTBo
9
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4.2.2. O6wan KOMNOHOBKa

WHTepdeiic Ha TenedoHe

Ne HaunmeHoBaHue
30Ha UHAMKaTopos

Bug

W N

MaHenb MeHto

JokymeHT Ne HC-IFU-003 Pepn.2
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DPyHKUUA
BbIBOAUT pPEXUM M OCHOBHYIO QYHKLUIO
BbiBOAUT amnarHoctuyeckoe nsobpaxeHue n nHpopmaymnto

KHOMNKa pyHKLMOHANIbHOTO MEHIO

24

anr
uu
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4.3. Bbartapesd

BHumMaHune

e He nomewaliTe 6aTapet psAAOM C UCTOYHUKOM Tenjsa W He nogBepraiiTe BO3AelCTBUIO NPSIMOro
nnameHu. Takoe BO34elicTBME MOXeET MNPUBECTU K YTeuke arpeccuBHOl XUAKOCTU, MOPaxXeHUto
9/1eKTPOTOKOM WM BO3roOpaHulto.

e Tlpu nonagaHuy XUAKOCTU U3 6aTtapeu B rnasa cpasy npomoliite rna3 60nbWNM KOIMHECTBOM BOAbI U
Kak MOXHO cKopee 06paTuUTeCb 3a MeAULUHCKON NMOMOLLbIO.

e He norpyxaiiTe 6aTapelo B BoAy M He AonycKaliTe ee HaMOKaHuA.

e AganTep NepeMeHHOro TOKa AOJ/DKEH WCMNOJ/Ib30BaThCsA 3a NpefesiaMmy OKpyXawleil nayneHTa cpeabl,
(cm. IEC 60601-1)

wz.zz/l |, z /A

1.5m

PucyHok 1 Cpefa, okpyXatoLada nauveHta

CkaHep SONON 300L 3anuTaH OT INTUEBO-MOHHOW GaTapeun. Nepepn nocTaBko 6aTtapes 6bi/1a 3apsikeHa He
NONHOCTbIO. YTO6bLI NPOA/IUTE CPOK CNYXObl 6aTapen peKkoMeHAyeTCsA NOJIHOCTbIO 3apAAUTbL ee nepey NepsbiM
npuMmeHeHnemMm. Mcnonb3yliTe Ans 3TOro TO/IbKO ajanTep MepPeMeHHOro Toka, npunaravwuniica Kk SONON
300L.

JokymeHT Ne HC-IFU-003 Peg,.2 25 HC

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



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



4.3.2. 3BneyeHne 1 ycTaHOBKa 6aTapeun
4.3.2.1. Nopspok 3amMeHbl 6aTtapen

(1) OTBEAUTE KHOMNKY 6M10KMPOBKU

(3) CHUMUTe KpbIWwKy 6aTapeu

(5) BcTtaBbTe HOBYIO 6aTapeto

JokymeHT Ne HC-IFU-003 Pepn.2
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(2) OTBeguTe KpbiWwKy 6aTtapen B CTOPOHY KHOMKWK
610KNPOBKU

(4) 3Bnekute 6aTtapeto

(6) YcTtaHOoBUTE W NepenBUMHbTE KPbIWKY 6aTapewn
BHYTPb, O4HOBPEMEHHO ONyCKas KHOMKY 6/10KNPOBKMN

cura

il/
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4.3.2.3. Topsa[ok 3apsigku ycTpoiicTBa

(1) OTKpoOViTe GOKOBYI KPbIWKY yCTpoOlicTBa (2) BctaBbTe USB-kabenb B yCTPONCTBO

e B

ropi.

(3) MpoBepbTe MHAUKATOP (3e/1€HbI) U MO
OKOHYaHWM 3apAAKN UHAMKATOP MoracHeTt

JokyMeHT Ne HC-IFU-003 Peg,2 29 1519
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Ona pabotel CucTeMbl yNbTpPa3ByKoBOro ckaHmposaHnsa SONON 300L Heo6X0AMMO YCTAHOBUTbL Ha
Mo6UNbHOE yCTpoicTBO NporpammHoe npunoxenne SONON Ultrasound App. Be3 Hannuus ckaHepa
SONON 300L Bxog B MO6W/IbHOE NPUIOXEHNE HEBO3MOXeH (Kak M HeBO3MOXHa paboTa ckaHepa
6e3 yCTaHOBNEHHOro MobunbHOro npunoxeHus)! Kogom / knwoyom pgoctyna (unm wi-fi
COEIMHEHNEM MEXAYy MOOWUAbHLIM YCTPOWCTBOM C npedycTaHoBneHHbIM 1O n ckaHepom SONON
300L) sBnsetcs cepuiiHbii HOMEpP CKaHepa, YKa3aHHbI Ha WAEHTUPUKALWOHHON 3TUKETKe,
pacnosioXKeHHON Ha o6opoTe n3genus. Ana perncrpaunmn nporpammMbl HEO6XOAUMO BBECTU NTIOTUH -
cepuiiHbiii Homep (SN) ckaHepa SONON 300L, HaumeHOBaHWe opraHusauunn, agpec 31eKTPOHHOW
no4yTbl, 3ajaTb cBOW naponb. Tak (IJOpMVIpyETCFl NNUYHbIA KabWHeT, N B ,qal'leeVILIJEM pgoctyn K
(hyHKUMOHaNY NporpaMMHOro obecneyeHns OCyLLECTBNAETCA TONbKO Yepe3 INYHbIA KabuHeT.
®YHKLUMW AAHHOTO NPOTrPaMMHOI0 MPUIOXKEHUNA:
- MONy4YeHMe Ha Aucnnein TeneoHa WAM NnaHwWweTa yNbTPasBYKOBbIX WM300paxKeHWUW, CAeNaHHbIX
ckaHepom SONON 300L
- 06paboTKa (Npeobpa3oBaHMe) MNONYYEHHbIX N306paxXeHWI 4NA BU3yanm3aLmm
- BbIBOJ, Ha 3KpaH TenegoHa/nnaHwera o6pabotaHHOro (npeobpasoBaHHOro) M306paxkeHuUn
- ynpasJ/fieHne PYHKUUAMMN GUarHOCTUKN
- CEHCOpHOe ynpaB/ieHne OCHOBHbLIMWU (PYHKLMUAMMK NPOrpamMmmsl

COXpaHeHMe  AMarHOCTMYECKOW  MHGpopmayum  (camoro  U3006paKeHUs,  M3MEepPeHui,
3aMeTOK/KOMMeHTapueB MoJfib30BaTeNdA, a TakKXKe MH{opMauun 0 nauueHTe) MU ynpasneHWe paHee
COXpaHEHHbIMY 3anucsMu (pefakTupoBaHue, KONMpoBaHue, yaaneHne, oTnpaBka Mo 31eKTPOHHOM
nouyTe)
- U3MEpPEeHNE NONMYYEeHHbIX YNbTPa3BYKOBbIX AaHHbIX
- yrpaB/ieHNe HaCTPOKamMu cKaHepa - HaCTPOMKM napaMeTpoB NOAKIOYeHNSA Wi-fi ¢ BO3MOXHOCTbIO
N3MeHeHMsa "napond no ymon4yaHuto", 06HOBMEeHWE "NPOLNBKKN" CKaHepa
- yrnpaBfieHne nepegavert U pe3epBHbIM KONMPOBaAHWEM UH(OPMaLMK O NauneHTe.

5.1. Tpe6oBaHUA K MOOU/ILHOMY YCTPOWCTBY

MpepynpexpaeHue

« B cnyyae yganeHuss U NOBTOPHOW yCTaHOBKM MPUMIOXEHUS BCe COXpaHeHHble faHHble 6YyAyT yTepsiHbl
M He CMOTYT 6bITb BOCCTAHOBJ/IEHBbI.

e TlpepHa3HayeH Aana paboTbl co cTaHfgapTHbiMu OC Ha 6a3e Android (v. 4,4 wau Bblwe) n iOS (v. 9.0
unn Bblwe). Android Rooting n iOS Jailbreaking ycTpaHsAeT orpaHuyeHus ycTpoiicTB, paboTawlwmx Ha
cTaHgapTHoii OC u, cnepgoBaTesnibHO 300L, He npegHasHa4dYeHHbIX ANs 3TuxX ycTpolicTB. KomnaHus

Healcerion He oTBeuyaeT 3a N0Oble OWNOKe B Xo4e IKcnayatayuu.

e He Mcnonb3yiTe HUUYETo APYroro, KPOMe pPeKoOMeHA0BaHHOTo MO6ULHOIO YyCTpOlicTBa.

BHuMaHue

Mocne yctaHoBkM npunoxeHus 300L App us App Store / Google Play 6yneTt HaligeHa HoBas Bepcus,
KoTopasa 6yaeT o6HOB/NIeHA aBTOMaTUYECKU. [1py 3TOM TakKXe aBTOMaTUYeCKU OOHOBUTCA MPOLWINBKA.

MpumeyvaHue

Bo Bpemsa akcnnyatauum ckaHepa 300L komnaHnm HELCERION HyXxHa Balwa nnyHas MHpopmMmauunsa.
MpouTnte NnpunoxeHne A. CornaweHne o6 MCNoNb30BaHUN.

NokymeHT Ne HC-IFU-003 Peg,2 32 yus’
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3awmnTta nepcoHanbHOW wuHPOpMauuUm un
ocyljecTBigeTca cneayrowmumMm ob6pasom:

1. YctaHoBneHHasa wu3 Apple Store mnum Google Play nporpammHoe
obecneyeHune Healcerion

3awmTa ycTpoiicTBa OT

He MOXeT 6bITb NCMNO/IL30BAHO 6e3 perncrpaumu.
2. Pervcrtpaunsa nporpamMmmMHoOro
npeanonaraet:

2.1. BBegeHune kKoga gocrtyna. Kogom goctyna saBnsaeTcs
cepuiiHblii Homep (SN) ckaHepa, yKa3aHHbli Ha
NoeHTNMMKALNOHHONM 3TUKeTKe, pacnoslioXXeHHOW Ha o6opoTe
nsgenusa. Taknm o6pa3om, HEBO3MOXHO MCMNOJ/Ib30BaTb

obecnevyeHuns Healcerion

HeCaHKUMOHMpPOBaAHHOIo AocTtyna

SONON ULTRASOUND IMAQING SYSTEM

e3oon
®) H-MOBOO»4 0C 7 «V FFZ JwOomAh
C9 ron-os 0

H
1 H*ak« Ce., .
" Goaha, M2 Bifiul fouH. Gurosu
eoul 0537&, REPUBLICCF KCFEA

IWVIOBELL M. 6R* ] whle,

53 1030 enrt$«U .e«*lum )
npunoxeHue, He nmesa xoTa 6bl ogHOro npubopa.
2.2. MomumMo BBeAEHMUA Koga AOCTyna npu perncrpauuu nosib3osaTesib
(Bpay)nyTem BBeAeHUA
OaHHbIX: HAMMEeHOBaHWe opraHusaunn, agpec 3/IeEKTPOHHOW MNOYThI, 3ajaBaeMblii NONb30BaTeNeEM
naponb, QopMupyeT NNYHbIN KabnHeT 1 B AasbHeliwweM AOCTYN K YHKUMOHaANy NporpaMMHOro o6ecnevyeHus
ocylecTBnaeTcs TONbKO yepes

NNYHbI KabuHeT.

HEALCERION
Fill in your infomation

Organization

Serial Number

Password

Password
Confirm password

Email address

3. Mocne perncrpaynn NpuUIoXeHUs, 4na ncnosib3osaHna CnNctemMbl ybTpa3ByKOBOro ckaHmposaHma SONON
HEO6XO0AMMO OCYLWEeCTBUTb MNOAKAOYEHWE YCTPOWCTBA C YCTAHOBJ/IEHHbIM MNPOrpaMMHbIM Ob6ecneyeHuem K
ckaHepy Sonon uyepe3 uHTepdelic Wi-Fi, ncnonbsys crtaHfapTHblli Naposib, ykasaHHbli B PykoBogcTBe Mo
akcnnyaTtayuun. KaHana nogkatovyeHUs HacTPOeH TakuM o6pasom, YTO OAHOBPEMEHHO K OfJHOMY CKaHepy Sonon
MOXeT 6biTb NOAKMNIOYEHO TO/ILKO OAHO YCTPOWCTBO (MpunaoxeHue). Mpu nonbiTKe NOAKAOYEHUS BTOPOro
ycTpoliicTBa (MPUI0OXEHNS), HA 3KpaHe BTOPOro yCTPOWCTBO 6yaeT BbiBegeHO coobleHne O HEBO3MOXHOCTH
noAKNOYEHNA N (PYHKLUMOHAN NPUOXEHUA HA HEM He B6yaeT AOCTyMeH.

H
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BHumaHue

e [lepep ncnonb3oBaHWeM U3LENNA NPOBEPLTE €ro Ha npeamMert KaKNx-nnmbo BHELIHUX q3VI3I/ILIeCKVIX
nospem,quMi/’l, BK/NKO4Yaa TpewmnHbl N NOCTOPOHHNME MaTepuasbl.

* [Mepen Ucnosb3oBaHNEM HEOGXOAMMO NMPOBECTU OUUCTKY/AE3UH(EKLUI0 CUCTEMbI COTNAcHO
WHCTPYKUMAM NyHKTa 7,3, «OUNCTKA U Ae3NHDeKLns».

6.1. Bkn4yeHne ycTpoicTBa
6.1.1. Bk/toueHmne nutaHus

(1) HaxmuTe KHONKy NuUTaHusa nyaepxunsaite 1-2 cekyHAbl.
(2) WHpgnkaTop NUTaHWS CMEHUTCH C 3e/IeEHOr0 Ha 6ernblii.

(3) Korpa wnHaukatop kHonku Wi-Fi 3aroputca cMHUM CBeTOM, 3TO 6yAeT o3HauyaTb, 4YTO NpUBGOP roTOB K
pa6orTe.

6.1.2. BbIktoyeHne nutaHus
HaXmuTe KHOMKY NuUTaHus u yaepxuBanTte 1-2 cekyHAbl (Noka LBET UHAMKATOpa He CMEHUTCHA Ha 6enblif).

NHavkaTop NUTaHUs CMeHMTCA Cc 6enoro Ha 3eneHblii. Korga 3eneHblii MHAUKATOP MUWTaHUSA MoracHeT, 3TO
6yneT o3HauyaTtb, YTo paboTa npubopa 3aBeplieHa.

6.2. TexHMYecKne XapaKTepPUCTUKM ceTeBOro uHtepdeiica (Wi-Fi)
e 241TTy, 55 TITy- aByxnosocHbIn Wi-Fi

* Pexum SoftAP

+ SSID: SONONB30OL- cepuiiHbiit HOMep.(XXXXXX)

 [laponb: 1234567890

6.2.1. TMogknroyeHne no Wi-Fi

]

(1) BkAwuMTe KHONKY NUTaHusa u nHankatop Wi-Fi gonxeH 3aropeTbCcsl 3e/1EHbIM LBETOM.

(2) MepeignTe B MEHI HACTPOWKM Ha CBOEM MNjaHWeTe WM MOOGWUbLHOM Tened)OHe U HanauTe Homep
SONON SSID, SSID; SONON300L - CepwuiiHblii HOMEp,

(3) BBeauTe NepPBUYHbLIM Naposb U 3aBEpLINTE COeAUNHEHME.
Maponb: 1234567890

[lokymeHT Ne HC-IFU-003 Peg,2 37 4 bl
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6.3. OpueHTauma pgatumka (Mapkep nuHuun 1)

JatumKk nmMeeT MapKMpOBKY OpuUeHTauuu. 3Ta MapKupoBKa HyXHa A 0603HayYeHNa KoHua paTtynka
OTHOCUTENNbHO CTOPOHDLI M306pa)KeHVIF|, Mmerou_\eﬁ 3HakK OpneHTaunn Ha 3aKkpaHe CKaHMpoBaHUA.

X OcHOBaHMe Mapkepa NMHUM 1 HaXoA4WUTCS Ha BbiCTynarLuiei YyacTu ronoBku gatymka 300L.

(1) BbibepuTe mapkep nuHum 1
(2) Mapkep nnHUKM 1 6yaeT oToGpaXeH Ha MPOTMBOMOJIOXHOW CTOPOHE.
(3) W3o06paxeHne Ha akpaHe 6yAeT M3MEHEHO Ha NPOTUBOMOJIOXHOE.

JokymeHT Ne HC-IFU-003 Pepn.2 38 0S39
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6.4. MNopsapok paboThbl

6.4.1. B3aumonencTBMe C Mosb30oBaTesnieM

JelictBne B3aumopeiicteue VIKOHKa
OpHo KacaHue OpgHo
[BoiiHOe KacaHue JBoliHoe KacaHve
MepeTtawuTs (B 1HO60M
MepeTawmThb peTauye ( «@ip
HanpaB/iIeHUN)
CBecT nasblibl OTganuTb “*M»-
Pa3BecTn nasibLbl Mpuénn3anTb

6.4.2. Perncrpauus B NpuUioXeHUu
6.4.2.1. 3JKpaH NepBUYHON HACTPOWKM

PeructpauuoHHas MHoOpMaLmMs 3anoiHAEeTCsl TO/IbKO OfMH pa3, B NepBblil pas.

IM&IH .

U-v
{aPy > <y
ntr'vum ugyTvan
[pPW>»wW Y-W-'W»«5eWW « won¥tel.
Inimevixe <o
M
mra‘L.rm»-fip|
(1) MNocne oTkpbITUA nNpunoxeHus 300L HaxmuTe KHONKY Next.
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(2) MopTBEpPAMTE cornacue C yCnoBUSAMM.
(3) BBeauTe cBOU AaHHble.
(4) Haxmwute kHonky OK.

* He 3abyabTe CBOW Maposib.

6.4.3. Bxof, B NpuioxeHve

HC

HEALCERION

HEALCERION
(1) BBepgs naposib, 3afaHHbIl BO BpeMs perucrpauum, Haxmute OK.
(2) MpunoxeHvne nepeigeT Ha 3KpPaH OXUAAHUSA.
6.4.3.1. Hantn naponb
HEA LW eiitO H
q e mr y j

(1) BBepgwuTe cepuliiHblii HOMep ¥ agpec 3NIEKTPOHHON NoYThbl, BBeAEHHbIe B NEpPBbIii pas.

(2) Ecnn nonb3oBaTefb BBEJ1 BEPHbIE AaHHble, NOSIBUTCS NMapo/ib.

JokymeHT Ne HC-IFU-003 Pep.2 40
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6.4.4 HauyanbHbI 3KpaH

VI

HC

HEALCERION

X TMocne nogkntoyeHnsa 300L K M06VI]'II:HOMy NMPUNOXEHNIKO KaCaHMe KHOMKM NMYyCK NMO3BOJINT 3anyCTUTb
npouecc ckaHnposaHuA,

(1) HaxmwuTe kHonky Start Scan.
(2) MosBuUTCA MKOHKa npouecca.
(3) Mocne nogkntoyveHna 300L M MOOGUABLHOrO NpUIoXeHUa WHopMaunsa 6yaeT BbIBOAUTLCA OObIYHBLIM

obpasom.
(4) Korga 300L He nopknwyeH K MOOGUALHOMY MPUIOXKEHUIO, NONb30BaTe/lb HE CMOXeT WCNo/b30BaTb

PYHKLMN CKAHMPOBAHUS.

JokymeHT Ne HC-IFU-003 Pep.2 4 w a
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6.4.5. OKpaH peasibHOro BpeMeHU

6.4.5.1. DKpaH No yMOJ/I4aHUIO B pexume B

6.4.5.1.1. 'naykaTop

Ne HanmeHoBaHue
VHankaTop Tuna yctpoiicTea

1
2 WupukaTop 3apsga 6atapeu
MOGUNLHOTO ycTpoiicTBa

3 KHomnka 3aBeplieHusn
obcnepgoBaHus

4  HAukaTop COCTOSHUSA
cKkaHWpoBaHWA

5 [ononHutensHoe gelicTBue

JokymeHT Ne HC-IFU-003 Pep.2
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PYHKLNA
Bo3MoxHble Tunbl ycTpoicTea 300C/310C/300L

3apag 6atapen MobunbHOro ycrtpolictea (tTenecoHa nam
nnadwerTa)

Bo3BpaT Ha HauyasnbHbIli 3KpaH (ynpaBneHve naumeHTamu/Bblbop
Start Scan)

CocTofiHME peasibHOro BpeMeHVI/HeI'IO,EI,BVI)KHOFO M306pa)KeHI/I9|

YnpaBneHue nauueHTamu, npeaBapuTesibHble HACTPOIiKK,
GbICTPbI/i NPOCMOTP, HACTPOIIKM

42 Mirfq



6.4.5.1.2 O6nacTb MEHO

W o ~N o ggbhw N R Z

SR EBES

=
ESN

=
a1

HavmeHoBaHue
Bbi6op pexuma B

MapameTp n3o6paxeHus B
pexume B

Ycunenne
DR
TGC

MapameTp dmnbTpayun
n3obpaxeHus

Frame Average

SRI

Gray Map

MapameTp nsobpaxeHus ETC
Multi Focus

YacTtoTa

Bbi6op pexuma CF

MapameTp nsobpaxeHusa CF

MaHenb ynpasneHusa CF

JokymeHT Ne HC-IFU-003 Pepn.2
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PYHKLNA
Pexnm B no ymonuaHuio, nognepxka Bcex TUNOB YCTPOICTB

Ycunenue /| DR/ TGC, nogaepxka Bcex TUNOB YCTPOICTB

OGNt KOHTPO/b YCUNIEHUSA
KoHTponb AMHaAMUYecKoro AnanasoHa
KOHTpO/ib KOMMEHcaLMmn ycuaeHust no rny6uxHe

Frame Average / SRI / Gray Map, nogaepxka Bcex TUNOB
yCTpOWiCTB

4 stan (0,1,2,3)

6 aran (0,1, 2,3,4,5)

nognepxka 8 Tunos gray map

Multi Focus / Frequency, mogenb Convex He nogaepxuBaeTtcs
Bkn./BblkN., BbIGOP Makc. 2 hOKycoB

Bbi60Op ueHTpanbHOM YyacToThl 5,7.5,10 MIy,

Pexum B+CF, koHTposb o6nactu ROI, 300C He nogaepxuBaeTtcs

Mpu BbIGOpe pexuma CF cuctema aBTomMaTUyeckn nepexonnT Ha
napameTtp nsobpaxeHusa CF

Invert / Steer / Box size / Fiow Speed / C Gain / Rejection Control
MHBepTuposaTh/ ¥YnpasneHue / Pasmep o6nactu / CKkopocTb
noTtoka / YcuneHue useta / NMopasneHne

prja
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6.4.5.1.3. O6nacTb MeHIo

Ne HavmeHoBaHue DYHKUNA

1 KHonka uHpopmauun o  Wma nayuental ID
nayuneHTte

2 WHpgukaTop onepauumm CocTosHue ceTn / npoBepka 3apaga 6artapen yctpoiictea SONON

3  KHomnka mapKupoBku MokasaTb NuHUIO 1 ckaHMpoBaHua (6yAeT nokasaH obpalleHHbIli 3KpaH)
nvHn 1

4 NHAuKaTop BbIXOAHOW 3HauveHns MI, T1 BbIBOAATCA € uHdopMauunein 06 onepatope n 60sbHULE
aKyCcTU4YeCKol MOLHOCTH

5 JaHHble 3agaHHasa nHdopmauma / ckopocTb nepegayn Kagpos / yactoTa
yNbTPa3BykoOBOro
CKaHupoBaHus
6 KoHTponb chokyca 3HayeHue hokyca
7  KoHTponb rny6uHbl 3HauveHue rny6uHbI
W ]*
JokymeHT Ne HC-IFU-003 Pep.2 44
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6.4.S.2. DKkpaH rno ymonyaHuio B pexumme CF

Ne HaumeHoBaHue DPYHKUNA
1 Invert MHBepTMpoBaTh LBeTa (BKN./BblK/.)
2  Angle steer YnpaBneHue o6nacteto ROI (-15/0 /15)
3 Color box size Pasmep o6nactn ROl (HOpManbHbI/60NbLLION)
4  Flow speed LWkana uBeTta (MegneHHbln/cpegHnit/6biCcTpbIiA)
5 Cgain KOHTpO/b ycuneHua useTta
6 Rejection MopaBneHne HU3KUX CUTHa0B
JokymeHT Ne HC-IFU-003 Peg.2 45
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6.4.5.5. KOHTpO/b rny6uHbl

(1) MepeTawunte NON3YHOK HA BOKOBOW NMHENKE,
(2) TMokasaTb HOBYIO [1y6GUHY.

MepeTawuTe BBEPX - YBENUUUTb NYyGUHY / nepeTawnTb BHU3 - YMEHbLUUTL [/Ty6GUHY.
X Ecnn nonb3oBaTenib yMeHbWWN [NYGUHY HUKe 3HaueHuss FL, To 3HadeHue FL aBTOMAaTMYecku

nofctpanBaeTcsa nof HOBY rnyouHy -1,

Mpumep: ecnu ucxofHaa rnybuHa coctasnsana 10 cm n FL = 6 cM, TO Npy yMeHbLIEHUU Ny6uHbl [0
5 cm 3HayeHne FL aBTOMaTU4YECKM YMEHBLLUIUTCA A0 4 CM.

Ornana3oH nsmeHeHns rny6uHbl 3-10 cwM.

6.4.S.6. 3anucb

6.4.5.6.1. Bwungeo chainn

(1) HaxmunTe KHOMKy 3anucwu,

(2) Bo Bpems 3anucu Ha akpaHe BbIBOAUTCHA coobuweHne «Recoding»,
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(3) HaxmuTe KHONKY 3anucu.

(4) NMosButcA coobweHne o 3aBepweHun 3anucu «Cine file saved» (Bugeo chailn coxpaHeH), U AaHHble
avarHoctukm (chainn 3anncu) 6yayT COXpaHeHHbI,

6.4.5.6.2. JKpaH NPUOCTaHOBKN N306paXKeHnsI

« mw, T ft

(1) HaxmuTe KHOMKYy 3anucu.

(2) MNosasutca coobueHne «Still shot saved» (M306paxeHne coxpaHeHO), M AaHHble ANarHoCTUKU 6yayT
COXpaHeHbI.

6.4.S.7. BbICTpbIli NpOCMOTP

(Nel

JokymeHT Ne HC-IFU-003 Peg.2 48

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



(1) HaxmuTe KHOMKy B 0611aCTM UHAMKATOPOB, MOSABUTCS CMMWCOK.
(2) BblbepuTe B 30He MHAMKaTopoB Quick viewer.
(3) MosABUTCA CNNCOK BOCNPOM3BEAEHMS.

(4) BbibepuTe BMAEO WM M306paxeHUe AN MPOCMOTPA COXPaHEHHOro daiifa AnarHocTUKM.

6.4.5.8. YcTaHoBKa Bbl6opa 1 coxXpaHeHusi

(1) Haxmute KHOMKy B 06/1aCTV MHAMKATOPOB, NOSIBUTCS CMMUCOK.
(2) BbibepuTe B cnUCKe YCTAHOBOK MEHIO NMpejBapuTesibHOWM ycTaHoBkM (Preset) n M3MeHUTE HACTPOIiKy.
(3) 4TO06bl UBMEHWUTL 3HAYEHUS, UBMEHUTE YCTABKM HA 3KpaHe peasibHOro BPEMEHWU.

(4) TMMonb3oBaTeslb MOXET MepenucaTb WU COXPaHWTb NOJ HOBbIM WMMeHeM. B cnyyae nepenucbiBaHus B
KOHLle HAaUMEHOBaHUS NOSIBUTCS 3HakK (*).

X UT06bl COPOCUTHL AN YyAANUTL NpefBapUTEeNbHY0 YCTaHOBKY, Nepeijnte B HACTPOIKM.
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6.4.6. OkpaH Freeze

X BO BpemA ckaHMpOBaHUA HaxmuTe (*)yHKLI,VIOHaI'IbHyIO KHOMKY WM KOCHUTECb KHONKW Freeze, 4YTOObI
NPNMOCTaHOBUTb M306pa>KeH|/|e.

Ne HanmeHoBaHuVe DPYHKUUA
1 Wuaukatop cocToAHUA Moka3biBaeT Live/Freeze
CKaHupoBaHuA

2 MapameTp u3o6paxeHus MofaTBepAUTL HACTPOIikM pexuma B, pexuma CF, dounbTpa u ETC.
3 KHomka dpyHKuwiA Bbi6op Live/Freeze

4  MNaHenb NepemMoTKM MepeTawuTe naHenbL 1EPEMOTKM U NOATBEPAUTE COXPAHEHHOE
auarHocTtuyeckoe nsobpaxeHue. (CoxpaHsetcsa go 150 kagpos).

6.4.6.1. nvHa

(1) OpuH pa3 KOCHUTECb KHOMKN «/3MepuTb».

(2) MNosaBuTCA NnogMeHI0.
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KocHutecb kHONku «Length» (gnuHa).

MpoBeauTe NUHUIO TaMm, T4e HYXHO U3MEepPUTb OMIMHY, N HA 3KpaHe MOABUTCA Xenrtas NINHUA.

BblBOJ 3aMEPEHHON ANMHBLI Ha 3KpPaH.

35 T[lonb3oBarTeslb MOXET NepeMecTUTb UKOHKM MOJSIOXKEHUA /IyTEM NepeTacknBaHus.

6.4.6.2. 2nnunc

(1) OpauH pa3 KoCcHUTeCb KHOMKU «/3Meputb».

(2) MosABUTCA NOAMEHIO.

(3) KocHuTecb kHonku Ellipse.

(4) TMposeguTe NUHUIO Tam, rAe HYXXHO M3MepPUTb 3//IMNC, NOC/e Yero NOABUTCA XenTblid anaunc.

(5) ABaxAabl KOCHUTECb CepeAnHbl XEeNTON TOUKN FPaHnLbl 31uUnca, OHa cCTaHeT 3e/1eHOW 1 BbiBEAET UKOHKY
NOMIOXEHUS.

(6) 3HaueHue annunca BbIBOAWUTCA Ha rpaHuue anaunca.

(7) 3HaueHue annunca BbIBOAUTCHA Ha 3KpaHe.
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6.4.6.3. KommeHTapum

n S a f g h i K
i x ¢ v b n n * 7 0.;
®ll * §; ;o ml

(1) OpauH pa3 KOCHUTECb KHOMKU «N3MepUTb».

(2) MNosABUTCA NOAMEHIO.

(3) KocHuTecb kHonkn Comment.

(4) TMosBWTCA BUpTyanbHasa knasuatypa.

(5) BBeaunTe KOMMeEHTapuWii 1 KOCHUTECb KHOMKM Send Ha knasmatype.

(6) BBefeHHbIli NoNb30BaTENEM KOMMEHTapuii 6yaeT oToGpaxeH.

6.4.6.4. YpaneHue

(1) Ypanutb nauyumeHTa.
- BblgenuTte gaHHble U3MEPEHU 1 NepeTawnTe UX Ha MKOHKY KOP3WHbI B HYXKHEM MpPaBOM Yry 3KpaHa.
(2) Ypanutb Bcé.

- BbiGepuTe MKOHKY KOP3WHbI U yAasiuTe BCE AaHHble U3MEPEHMUIA.
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6.4.6.S. CoxpaHeHune thaiisia AnarHoCTUKU

(1) OpauH pa3 KocHUTeCb KHOMKN «COoXpaHUTb».

(2) Ha 2 cekyHabl nossutcs coobuieHue «Still-shot image is saved» (ctaTudyHoe nM306paxeHue coOXpaHeHo),
N n3obpaxeHne coxpaHseTcs,

6.5. VHdopmauyms o nayneHTe
6.5.1. Cnucok nayneHToB

Lna goctyna K cnMcky NauuMeHTOB HaXMWUTE Ha MKOHKY «Patient List» Ha MCXOAHOM 3KpaHe WU Xe HaXMuTe
MKOHKY «Cnncok nayneHToB» (B hopMe yesioBeka) Ha akpaHe Live wunu Freeze.

HE.

HC
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(1) KocHuTecb KHOMKM MHhOpMaLMn O NauneHTe - coBnajaeT C KHONKoM MHopMaLun 0 naymeHTe B pexnume
Freeze.
(2) CwucTtema nepengeT Ha aKpaH CO CMMCKOM NaLWEHTOB.

6.5.1.1. [Jo6aBnTb HOBOroO NauyieHTa

1| »Tur-

(1) KocHutechb kHonkn Add new patient.
(2) BseguTe nHhopmaynio BO BCex Nonax Ha akpaHe Patient Info.
(3) Haxmwute Save.

(4) MosaBuTCcA BCNMbiBaloWee OKHO, HaxmuTe OK.
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6.5.1.2. PegakTupoBaHue cnvcka naumeHToB

)
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KocHutecb kHomnku Edit.
KocHuTechb HYXHOro nauMeHTa B CNucke.
MocTtaBbTe thnaxok ansa yganeHunsa (Delete).

MoaBuTCA NpegynpexgeHne o TOM, YTO NauneHTt 6y,qu yoaneH.

6.5.1.3. PepaktnpoBaHve MH(oOpMauumn o naumeHTe

)

KocHutecb kHonku Edit.

(2) BBeauTe KaXAablii MYyHKT Ha 3KpaHe MHGOPMaUUn 0 NauueHTe.
(3) Haxmwute Save.

(4) B nosBuBlEMCA BCN/biBalLWeM okHe Haxmute OK.
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6.5.2. Cnncok BocnpousseneHns

I+

1P f*

nn

(1) Ha akpaHe co CNUCKOM MaLUEHTOB Bbi6epuTe MaLueHTa, [faHHble AUArHOCTUKM KOTOPOTO HYXHO
MPOCMOTPETh.

(2) MosBMTCA 3KpaH C AaHHbIMU O BblGpaHHOM nauumeHTe. Haxmute Playlist.

(3) Ha akpaHe Playlist nosBuTCcSA fAaHHble AMArHOCTUKN BblOpPaHHOro nauueHTa,

6.5.2.1. PepakTupoBaHue Crn1cKa BOCMNpoun3BeaeHNs

N~ Wby
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6.5.2.1.1. YaaneHue
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(1) KocHuTechb kHonku Edit.
(2) Bbibepute haiin, KOTOPbIA HYXHO yAanuTb, U HAXMUTE KHOMKy Delete.

(3) UYT06bl yganutb haiin, B NOSABMBLUEMCS BCM/IbiBaKOWEM OkHe Haxmute OK.

6.5.2.1.2. TlepemelleHne
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(1) BbiGepute haiin, KOTOPbI HY)XHO NEPEMECTUTb, U HAXMMUTE KHOMKY Move.
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(2) Bblibepute MmAa naymeHTa.

(3) MoaTBepaWTe Npouecc B NOSBUBLIEMCS OKHE.

6.5.2.2. [porpamma npocmMoTpa ¢haii/ioB ANarHOCTUKA
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(1) KocHuTecb guarHoctnyeckoro Buaeo daina.

(2) OTkpoeTcsa nporpamma npocMoTpa BuAaeo dalinos.

Wt iy Db ™ Sorka

(1) KocHuTecb AMArHOCTUYECKOro U306paKeHuns.
(2) OTkpoeTcsa nporpamma NpocMoTpa N306paxeHuid.

Mocne obcnepoBaHnA coxpaHEHHOe M306paxeHue (B Buge poto nam Buaeo) B namaTh cmapTgoHa uim
nnaHweTa BO3MOXHO nepecnaTb Ha Apyroin tenedoH (MAn KOMNblOTEP) A1 apXMBUPOBAHUA (XpaHeHus ¢
Lenbio NocneaylLero aHaaMsa npu NocTaHoBKe AMarHo3a WM MOHUTOPWHIa COCTOSHUSA nauueHTa).
NHopmauna aHanusmpyeTcs Bpayom Y3U wnu nevawimMm Bpayom nocpefcTBOM BM3yaslbHON OLEHKM
n3obpaxeHns N HaHeCEHHbIX Ha Hero ndmepeHuit B npouecce obcnegosanna. OTYET nocne aHanmsa
n3obpaxeHuna genaet cam Bpay Y3W, genas B uctopun 60/1€3HN KOHKPETHOE onucaHne n3obpaxeHus c
3ak/yeHnemM (CornacHo KOHKpPEeTHOro nMpoToKo/a yNbTPa3BYKOBOrO MCCeA0BaHNs).
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6.5.2.3. Nopenutbcs

@
@
©)
4

KocHuUTeCb MKOHKM B NporpaMme npocmoTpa.
Haxmute kHonky Share.
Buibepute Create new, 1 HayHeTCcs npouecc npeobpas3oBaHus.

BbibepnuTte meTon oTnpaBku gaina.

JokymeHT Ne HC-IFU-003 Pepn.2 59

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

HC



-e e
Lo d

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



6.6.2. Device Settings/HacTpoiikn ycTpoicTBa

6.6.2.1. O6GHOB/EHME NPOLUMBKU

AV rmmti m

v

o

X Ecnn Tp66yeTCF| o6HOBNEHNE npowunBKN, aBTOMaTn4eCkKn BbIBOANTCA KaBulla 06HOBNEHUSA.

(1) Ha akpaHe Settings HaxmuTe kHonky Device Settings.

(2) Ha akpaHe Device settings Bbibepute Change, 4To6bl U3MeHUTb Naponb ana Wi-Fi npnéopa 300L.
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6.6.2.2. 'ameHeHne napona ans Wi-Fi

tmmim.  YMTTK

T4

X CHauana oTCOeAUHWUTE YCTPOWCTBO OT CeTW, a 3aTeM CHOBa noAkaoumTte yepes Wi-Fi.

(1) Ha skpaHe Settings HaxmuTe kHonky Device Settings.
(2) Ha akpaHe Device settings Bbi6epute Change, 4To6bl M3MeHUTbL Nnaponb ana Wi-Fi npn6opa 300L.

(3) Bbibepute none SSID/Key. MNosBuTCA KnaBuaTypa, C NOMOLLb KOTOPO/ MOXHO U3MEHUTb U HACTPOUTL
SSID un naporsb.

(4) Mocne nsMmepeHnsa napons HaxmutTe Save.
(5) Ha akpaHe Device Settings oTo6pa3faTcs BHECEHHbIE U3MEHEHUS.
X 3abblnun naponb Wi-Fi.
(1) Haxmute yHKLMOHaNbHYK KHOMKY U KHOMKYy Wi-Fi 0fHOBpEMEHHO U yaepxuBainTe 5 c.

(2) Yctpoiicteo SONON oTkntuntca u SSID u naponb 6yayT MHULMANU3MPOBAaHbI MpU MOCAEeAYHLWEM
BK/IOYEHUN.

(3) Maponb MHUUMaNU3NpPOBaH.
- SSID: SONONB30OOL-H-XXXXXXXXX (cepuiiHblii Homep SONON)
- Maponb: 1234567890
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6.6.3. Preference/llpegnoyteHuns

Thermal Index- HacTpoiika Tuna 3HaueHusa Tl ans oTobpaxeHns Ha 3kpaHe (B cnydyae MI BbiBoguTCA
6a30B0Oe 3HayeHue).
X Recording File Size - Pa3smep daiina 3anucu (06bem).

(1) BBepfuTe HYXHbIA pa3mep M HaXMUTe KHoMKy Preferences Ha akpaHe Settings.
(2) B Recording File Size Bbibepute 06beM (paitsia 3anucu, KOTopblii 6yaeT coxpaHeH.

(3) Ha akpaHe Device Settings BbIBOAATCA HOBblE 3HAYEHUSA.

6.6.4. Export/2kcnopT

(1) TMpexgae uem nogenuTbes haliiom, ykaxute TUnbl aifoB 45 3KcnopTa B MeHW Export.

(2) B meHw Export 3agaite koadpuyneHT cxartus.
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6.6.5. Preset/ NpegBapuTenbHble YCTaHOBKA

WTTM

(1) YTo6bl BEPHYTHCA K UCXOLAHOMY 3HAUYEHWIO YCTABKU, HAXMUTE KHOMKy Preset.

(2) 4to6bl yoanutb 3agaHHoe 3HauveHue, Haxmute Delete (Saved as New Name).

6.6.6. Backup/Pe3epBupoBaHue

tWtK

p-Ti»

TLLH>

X Bbibop cyHkuun Backup nocne Bbibopa nauveHTa No3BOMSeT caenaTb PE3epBHYH KOMUIKO AaHHbIX
3TOr0 naumeHTa.
X PesepBupyemblii haitn coxpaHsetca B nanky 'BackupFiles' nanku npunoxeHus SONON.

(1) Bbibepute Backup.

(2) BblbepuTe NaumeHTa AN pe3epBUpPOBaHUS.
(3) Haxmute kHonky Backup.

(4) MosaBuTCcA BCn/biBaoLWwee OKHO, HaxXmMuTe OK.

(5) TMocne 3aBepllieHUss pe3epBMPOBaHUS 06bEM WUCMNOJIb30BAHHOW NamMsATW yBeNUYMBaeTCs.
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6.6.7. Import Backup File/imnopT pe3epBHOro caina

N TMpu BbiGOpe MauveHTa C (aiioM pe3epBUpPOBaHUA AaHHble BbIGPAHHOIO NauueHTa MOryT 6biTb

MMNOPTMPOBAHDI.
(1) Ha skpaHe Settings Bbl6epute Import backup file,
(2) Ha akpaHe Import 6yaeTt nokasaH o0bunuini o6bvem u aiin pesepBMpoBaHus.
(3) BbibepuTe haiin pesepBMpoBaHUA 19 MMNOPTUPOBAHUS.
(4) B nosBuBwemcs okHe Bblbepute OK.
[l 6.6.7.1. YnaneHuve cpaiina pe3epBnpOBaHUS
(1) Ha akpaHe Settings BbibepuTe Import backup file.
(2) Mocne BbI6Opa nNaumeHTa, KOTOPOro HYXHO yAanuTb, Haxmute Delete.
(3) B nosBuBleMcAa okHe Bblbepute OK.
(4) YpaneHHblii dalin pesepBupoBaHua ncyesHeT n3 Import patient list.
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BHumaHune

e T[lonb3oBaTesib [O/HKEH NPOBOAUTL MPOBEPKY 6€30MacHOCTM Kak MUHUMYM Kaxable 12 MecsueB B
COOTBETCTBUM C TpebGOBaHMSAMM cTaHgapTa 6e3onacHocTu nayueHTa IEC 60601-1 / UL60601-1.

e BbllWweyka3aHHY0 NpoBepKy 6e30nacHOCTM NPOBOAAT TOMILKO KBA/IMPULMPOBAHHbIE CNeunanunucTsl. |
e« CkaHep 300L TpebyeT perynsipHoro yxoga v ob6cnyxuBaHus ana 6esonacHoii n onTumanbHoi pa6oTbl. !

e [lna HenpepbiBHOI paboTbl C MakcUManbHOW 3 (hEeKTMBHOCTLIO pekoMeHayem cobnwaats cneaywuwume f
npoueaypbl B pamkax BHYTPEHHel nporpammMbl MNJaHOBOT0 TEX06CAYXMBaAHUSA.
7.1. OCMOTp OaT4yMKOB
Mocne Kaxaoro NpUMeEHEHNs ocMaTpuBaiTe NUH3Y N KOpnyc gatyvka. [NpoBepbTe Ha /06ObIe MOBPEXAEHUS,
NO3BOMAKLWIME XUAKOCTA NPOHMKATL BHYTPb AaTuymka. NMpu o6HapyXeHun NoBpexAeHuii gaTyuk He crepyer
nomeuwiatb HW B Kakyl >XWAKOCTb (Hanp., A8 A[e3uHgekuun) wuam Ucnonb3oBaTb [0 MNPOBEPKM W

peMOHTa/3aMeHbl cneynanncTtom cepBucHoi cnyx6sl HEALCERION.

7.2. NMnaHoBoe Texob6cnyxXmnBaHue

Jo/nocne kaxgoro

BbIinonHUTL crieaytollee BExegHeBHO
AYHOLLY il MPVMEHEHMS Mo HeobxoAMMOCTU
OCMOTpeTb roI0BKy AaTumka \Y% >
OunCTUTb rONOBKY AaTynka
[MHMSN
MunmaHne f

e [Jatunkm co cTeneHbl 3awutbl «1PX7» SABAAKTCA BOAOHENPOHWLAeMbiMU Ha rnybéuHe o 4 cm !
MaKCUMyM. j

7.3 OuuncTtka n gesvHpekumnsa
PekomeHZaLmm Mo OYNCTKE Y/IbTPasBYKOBOIO AaTuvKa:

e Ypanute C flaTuMka KOHTAKTHbIA refib 1 Apyrue BUAUMbIE BELLECTBA, NPOTEPEB €0 MSATKON CyXOi TKaHbH.
EC/n HYXHO yAanuTb 3acoXLWuii Ha MOBEPXHOCTW MaTepuas, CMouYnUTe TKaHb TENs0l BOAONA.»

e T[locne KaxAaoro nNpuMMEHeHWs ocMmaTpuBaiTe /NMH3Y W Kopnyc patuvka. [lpoBepbTe Ha ntobble
noBpeXAeHUsl, MO3BOMAILWMNE XUAKOCTM MPOHUKATb BHYTPb AaTuuka. [pyv oBGHapyXeHun noBpexaeHui
AaTynk He cnefyeTt noMelaTb HU B Kakyl XWAKOCTb (Hanp., ANna ge3vHdgekuyun) nnam mcnonbL3osBatb A0
NPOBEPKU N peMOHTa/3aMeHbl CneumanncToMm cepBucHomn cnyx6el HEALCERION.

PekomeHaaLMn Mo Ae3nH(EKUMN ybTPa3BYKOBOMO AaTumka (Moc/e OUMUCTKN):

(1) PacnbinuTe gesnMHdUUMpylowee cCpeacTBO HA MOBEPXHOCTb FO/I0BKU AaTyuka.
(2) MosTopuTe nepBblil 3Tan ABa-Tpu pasa.
(3) OcTaBbTe NpUMEPHO Ha 1 MUHYTY.

(4) CoTpute ge3nHduMLMpyloLLee CPeCTBO YUCTOl TKaHbH.
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PekoMeHA0OBaHHblE Ae3VHMULMPYIOLLE CpeacTBa

* UYr06bI NOMb30BaTe/IN  MMENW BO3MOXHOCTL Bblbopa Ae3nHULMPYOLWero cpeactsa, KOMMaHUA
HEALCERION perynspHo TecTupyeT HOBble MegUUMHCKME Ae3nHuuupylowme cpeactsa  Ha
COBMECTMMOCTb C cucTeMoi. Byayunm Heo6xoguMmbIM 3TanoMm 415 3aWmTbl NauueHToB n paboTHUKOB OT
nepegayun 3abosieBaHWi, XUAKnNe XMmMmmyeckne Ae3nHOMunpytoLe BelecTBa Takke cnegyeT BblovpaTb C
y4eTOM MUHUMa/ILHOTO Bpefa A/ faTyuKa.

[nsi cucteMbl MOXHO MCMOMb30BaTh CrieAytolme Ae3nHpuunpytowe cpeacTsa UM aHaslorTnyHble 3TUM.

HanmeHoBaHue MponssoanTenb
Bleach Germicidal Cleaner Clorox
Transeptic Cleansing Sol. Parker

63 HIVES

JokymeHT Ne HC-IFU-003 Pep.2
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8.1. CoobuweHne ycTpoiicTBa
8.1.1. CoobuueHVe 06 owunbKe BEHTUIATOpPA

B cniyyae owmn6kn B paboTe BEHTUNSATOPA MOSIBATCS CNeayiollee BCN/bIBAlOLWEE OKHO.

Caution!

SONON device FAN control i$ error.
Pleasereboot SONON device

OK

[BHMMaHme! Mpounsolna owmnbka ynpasneHns BeHTUNATOpoM ckaHepa SONON. MNepesarpysnTe ckaHep.]

8.1.2. CoobuieHune o 3apsge 6atapen

Ecnn nonb3oBaTenb NoaKIHOUNI kabenb nNuTaHus, korga nutaHne 300L BKIHOYEHO, NOABUTCA cnepytouee
BChn/ibiBakoullee OKHO.

Caution!

Banery charging isactivated only
power-off situation. SONONdevice
will turn off automatically.

OK

[BHMMmaHune! 3apsigka 6aTapen akTUBMPYETCA TOSIbKO Nocse oTkIYeHUa nutaHma. CkaHep SONON
OTK/IIOYNTCA aBTOMaTU4eCcKu]

8.1.3. CoobLeHune o Temneparype

* Ecnun temneparypa pykodatn 300L npesBbicut 40 °C, NoABUTCA Cliefyrollee BCMN/blBaloLee OKHO.

/ %
| Caution!
SONON devicetemperatureis
overheated. Pleaseturn off the
power and re-use after cooling.

OK

[BHMMaHKe! Cnnwkom Bblcokas TemrnepaTtypa ckaHepa SONON. OTK/IOUMUTE NUTaHME W NPOAO/IXKUTE paboTy
nocrie ero ocTbiBaHWA]

* Ecnun temnepatypa pykosatu 300L npeBbicuT 48 °C, nosaBUTCA crefytouee BCMN/biBaloLLEee OKHO.

Caution!

SONON device temperature is
overheated. SONON deviceturnoff
automatically.

OK

[BHMMaHune! Cnuwkom Bbicokaa Temnepatypa ckaHepa SONON. CkaHep SONON oTkntouutcs
aBTOMaTnyecku.]

NokymeHT Ne HC-IFU-003 Peg,.2 70 mm
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9.1. CooTBeTCTBUE TpeboOBaHUAM 6e30NacCHOCTHU
9.1.1. CooTBeTCTBYeT C/rieayolWmum ctaHgapTam 6e3onacHoOCTU

* |IEC 60601-1 3nekTpuyeckoe meguumHckoe obopyaoBaHue

e |EC 60601-1-2 DnekTrpomMarHuTHass COBMeCTUMOCTb

* |EC 60601-1-6 OkcnnyaTtaumoHHas NpurogHocTb

* |EC 62304 lMporpamMmHoe obecnedeHune. MNpouecchl XXN3HEHHOTO LMKa
IEC 60601-2-37 YacTHble TpebGoBaHUs K 6e30MacHOCTN U OCHOBHbIM XapakTepUCTUKaM Y/bTPa3BYKOBOIA
MeOMLMNHCKOW AMarHOCTUYECKOW M KOHTPOJILHOM annapartypbl
IEC 62359 YnbTpasByk. OnpegeneHve napamMeTpoB nons. MeToAbl MWCMbITaHU AN8 onpegeneHus
TEN/I0BbIX N MeXaHN4ecKux nokasaresieid, KacatoWNXCA MeULNHCKNX ANAarHOCTUYECKNX YAbTPa3BYKOBbIX
nonew

e ISO 10993 OueHka 6MOMOrNMYEeCcKoro AencTB1US MegULNHCKNX n3aenuvi

9.1.2. OCcHOBHbIe pabo4me onepauyun

* TNonyueHue yNbTPa3BYKOBbIX U306paxeHuii
* BbIBOA Y/IbTPA3BYKOBbIX U306GpaXeHWid Ha rNaBHblA gucnniei
*  UN3MepeHWe yNbTPa3BYKOBbIX M306paXKeHNi

9.1.3. dupmeHHas Tabnmuka

9.1.3.1. NaeHTUdUKaLMOHHAA ITUKETKA

SONON ULTRASOUND IMAGING SYSTEM

C ucrema YNbTPasByKOBOIo CkaHMpoBaHUA sonon”™

MNepesapskaemblii NUTKHIi-

SI300L W?WLH—O I I |3 O 0 L VOHHBIV akKyMynsTop
zzzzmnm IS 7.4Bnoa.Toka T I N 2600 MAY

cfl dl

ML Co, LU

m | Xwuncepuon Ko. Ta, 60601-1

804ho, 38-21, CNIflt*l-ro 31-fll, Guro-fu 804ho, 38-21, Digital-ro 31-gil, Guro-gu

Seool 08376, REPUBLIC OF KOREA

| gW OBEIiiS SA Bd Gineni Wahb,
53 1030 Brusf«(s,Belgium

Seoul 08376, REPUBLIC OF KOREA

ledViE/1 OBE/IN C.A., Bd. 6énéral Wahis,
53 1030 Brussels, Belgium

\  Qpefitton: T6L|J,LL|'|_ ~

Pexum pa6oTbl: M3ke. 10 MUH., NoToM nepepbi6 H310MUH.|8x Ooly|?,

« Mogensb: 300L
MonoxeHne: HWKHAA NOBEPXHOCTb YCTPOMCTBA

9.1.3.2. BokKoBas 3TUKETKa

A Don’t connect miao USB connector to SONON during the use.
only use that tor battery charging

)KC€ 0123 Made in Korea |_|_|I

3anpeutaeTtca nogknoyatb micro USB-ka6enb k annapaty SONON
A 80 BpemMsl paboTbl. Micnonb3oBaTh TOMLKO 415 3apsiAku 6aTapen.

C€ 0123 lMpounsseneHo B Kopee

Mopgenb: 300L
MonoxeHne: BokoBasi NOBEPXHOCTb YCTPOMCTBa

JokymeHT Ne HC-IFU-003 Pep.2 73
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3anpauatTCfi nokniouats micro USB-ka6ans k annapaty SONON
B0 BpeMs paboThl. McNoNL30BaTL TONLKO ANA 3aPAAKA GaTapen

famm ynerpaseyosoro cranmposass sonon® " 0123 Mponssepero 8 Kopee

; Mepatypaskimsil! -
i300L VOB <KRYMYUTOD

7,4BMO. Tak»" 2 11z 2MO Y XapakTepucTuku MapKupoBKu

6 J N OA ¥ Pasmep: 110 « 15 mm (Wl X B)
] . Wpndt: Anal
| Xuncepuon Ko. Jirg, Tun: Intaglio
804ho, 38-21, Digital-ro 31-gil, 6uro-gu
Seoul 08376, REPUBLIC OF KOREA
™ OBE/IN C.A, Bd. 66n6ral Wahis,
531030 Brussels, Belgium
PesMpaBoTt: Mauc. 10H., NOTOM el H<10mi

Paamep: 50 k 32 Mu (LUl »6)
Wpwdpr: Calibri
Uget: WpucpT-YepHbiit
Cumeon - KenTwiii//UepHbiii
-Cunwii /ensiii
-Bensiit/YepHbiii
®oH - Bexesblii (#EAESD1)
Marepuan: MonukapGoHar ¢ Knelikum Matepuanom

9.1.3.3. ApganTtep

[ ... [ ...l
/ [N *L._ 0 T K SUPPLT \ BAFIFRy CHACER
I#aagxi s»a»8ii
MODEL B501-0SC5K.07 model NeA9K3S08NOL
1Ne(N1: 100-240 V-. bO-60 Hr, DJ A INPUT: 100-240 V-. 50-60 h?, 05 A
OJIPOT: +5 V” 20 4 OUTPUT, *8.4 ¥ —. 15 A

"pu S - cc
ccC fl.t(’}%}

! (qq-l_l ISV WV
K : é,d\/i%[ -neM

C41 K 6 14K

DATT CODE
Power (xirp MANUACIURED iy  ieigePower Corp,
HA>«JCrUiE0 m  (Aefder« X1 EIKlrerit CUSTCMR SfRVCE NO. . 82-31-2»-1J3«
AISTCMV M5 W ay-jt-yw-sy.vi
IHACE IN OHHA y WADE IN KOREA
ApanTtep ceteBoin (gns 300L) ApanTtep nNepemMeHHOoro Toka

(o5 3apsig/HOro yCTpPOKCTBA)

JokymeHT Ne HC-IFU-003 Pep.2 74
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9.1.3.4. 3apsagHoe yCTPOWCTBO A/15 6aTapeun

Madel; DOCK 300C Mogenb: DOCK 300C

BxopHas MolLHocTs: 8,4 B roct, Toka = 1
BbIxoHas MOLLHoCTL: 8,4 Broct, Toka = 1

XuncepuoH Ko. T4,
804ho, 38-21, Digital-ro 31-gil, Guro-gu,
Seoul, 08376, REPUBLIC of KOREA [

TEN.: +82-70-7582-6326 J

9.1.3.5. MapKnpoBKa Ha ynakoBKe

MapKMpoBKa Ha ynakoBke COAEPXUT CNeaytobLyo NHOPMaLnIO:

- hMpMEHHOE HauMeHoBaHne N3Lenus.

- HoMep no katanory (REF).

- cepuiiHbiii Homep (SN).

- cumBon «[laTta npomnsBoAcTBa» (roA-mecsu)

- cumBon «MHdopmMauua o npoussoguTesie». 3a 3TMM CMMBOJIOM c/llelyeT HaMMeHoBaHue 1 agpec
npovsBoANTeNs U34enns.

- cumBon «lMpeactaBuTenb npomsBoautens B EC». 3a aTuM cMMBONIOM crliefyeT HanMeHOBaHWe 1 agpec
npeactaBuTena npoussoantens B EC.

- TMn 6atapewn.

-MOCTOSIHHbIA TOK.

- eMKOCTb 6aTapew.

- pexum paboThbl.

- cumBon «O6paTnTeCh K COMPOBOAUTENBHOM AOKYMEHTaunUm».

- cumBon «BHuMaHue! OnacHble ycrioBusa paboTbi». M3yunTte «lMpaBuna TEXHWKN 6e30MacHOCTU».
-CUMBON «JQJ/IEKTPOMArHUTHOE 13/yyeHue». B6am3n o6opyaoBaHus, MOMeYeHHOro aHHbIM 3Ha4KOM, MOryT
Hab/1l04aTbCA MOMEXM.

- cnmBOA «OCTOPOXHO: (hefepasibHbIl 3aKOH OrpaHnyMBaeT NpoAaxy AaHHOro npmbopa TOMbKO JflevabLym
BPa4yoM WM MO ero ykasaHuio.»

- CUMBOJ/1 COOTBETCTBUA NMPOAYKUUN Ha TpeboBaHMS K kavyecTBY Ha TeppuTtopun EBponelickoro Coro3sa.

MNpoekT aTnkeTkn anga Poccum:

H C Cuctema ynbTpa3ByKOBOro ckaHnposaHnsa SONON 300L
HAaHAN CnpuHagnexHocTamm Cé€ow

[*3001 HH-16100006 cd] 2016-10 Caenano 8 Kopee
N Healcerion Co, Ltd (XuncepuoH Ko, N1Ta, Kopes)

804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea

EC REP Opelis s.a, Bd. General Wahis 53 1030 Brussels, Belgium
Mepe3apshkaeMblil INTUN-NOHHBIA aKKyMYIATop

7.4 V noct.ToKa L, 2600 MAY 0O X
Pexnm pabotbl: Makc.10 MUH., 3aTeM nepepbiB 10 MUH.

JokymeHT Ne HC-1FU-003 Pep.2 75 Q339
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TpaHCcNopTHasi yNakoBKa COAEPXUT creaytolne YC/I0BHble 0603HAYEHNUS:

oTon CTOpOHOVI BBEpPX: o603HauvaeTt npaBun/ibHOE BEPTUKa/IbHOE MOJ10XXEeHUE

U TPaHCMOPTMPOBOYHOI YMNaKOBKW.
I Xpynkoe, o6palaTbCs C OCTOPOXHOCTbLIO
Bepeub o1 Bnaru
MpenenbHaa TeMnepaTypa XpaHeHUs Y TPaHCMOPTUPOBKHM
X oT -10°C go +50°C (o1 +14T pgo +122T)

MpenenbHasa BNAXHOCTb XPaHEHUA N TPAHCMOPTUPOBKU
10% - 85% 6e3 koHOeHcaunu

MpegenbHoe aTMocepHoe AaBseHne Npu XpaHeHUU 1 TPaHCNOPTUPOBKe
o1 700 rMa (3000 m) go 1060 rMa

9.1.4. WVHCTpyKUMA u 3adBsieHne NMpon3BoauTend

MpeaynpexaeHue

¢ SONON 300L TpebyeT cneunasibHbIX Mep 3awWmnTbl oT IMC.
¢ SONON 300L He cnepnyeT ncnosb3oBaTb BO3/1e APYroro o60pyaoBaHNSA UK Ha HEM.

e lcrnonb3oBaHMe HenoaxoAswero kabensd U KOMMNEKTYIOWNMX MOXET HeratMBHO CKa3aTbCAa Ha
xapaktepucTtmnkax OMC.

ONEeKTpoOMarHMTHoOe n3nyvyeHune

CkaHep 300L npegHa3HayeH A1 NPUMEHEHUA B 3/1IEKTPOMArHUTHbIX cpefax, OnMcaHHbIX HUXKe. 3aka3yumk nm
nosib3oBartenb ckaHepa 300L go/mkeH o6ecrneynTb cnefyrolime ycnoBus.

f VcnbiTaHWe Ha n3nydyeHne CooTBeTcTBUE JneKTpoMarHMTHasa cpefa - MHCTPYKUUs
PY n3nyueHue - Mpynna 1 CkaHep 300L vcnonb3yeT BY sHepruto TosibKo Ansd
CISPR11 CBOUX BHYTPEHHUX (PYHKLMiIA. N03TOMYy ypOBeEHb ero

BY n3nyyeHUss oUeHb HU3OK U He OOJIKEeH co3aaBaTb
NMomMex A/11 OKPYXaloLLero afeKTPOHHOro

ob6opynoBaHus.
PY n3nyueHue - CISPR11 Knacc B CkaHep 300L nogxoauT 4S9 UCNOJIb30BaHUA BO BCEX
rapMoHMYeckoe Knacc A MeAMLMNHCKUX yupexaeHnsax (T.e. 60sbHULAxX,
n3nyveHve KNnHMKax u np.). CkaHep 300L npegHa3HayeH
IEC 61000-3-2 TONbLKO AN MPUMEHEHUA chneunasincTamu.
KonebaHus CooTBeTCTBYET
HanpsixeHusa/peskue
nepenagbl IEC6100-3-3
JdokymeHT Ne HC-IFU-003 Pepg.2 76 HC
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3aumTta OoT 3/1eKTPOMarHUTHbIX noneim

CkaHep 300L npepHa3HayeH 419 NMPUMEHEHNA B 3/1EKTPOMArHUTHBLIX Cpefax, ONUCaHHbIX HUXE. 3aka3unk nunm
nonb3oBatesib ckaHepa 300L gosmkeH obecneuunTb criefylolme yCroBus.

HPOEE’epKa Ha YpoBeHb UcnbiTaHusa Mo IEC  YposeHb JneKTpoMarHUTHasi cpeaa -
YCTONUMBOCTbL 60601 COOTBETCTBUSA MHCTPYKLMS

Mon AosmkeH BbITh U3 Aepesa,
AnekTpo- 6eToHa WM KepaMUYecKon MInTKW.
cTaTu4ecKuit + 6 KB NpU KOHTaKTe +6KV Ecnv non nokpeIT CUHTETUYECKUM
paspsg, (ESD) + 8 KB N0 BO3AYXY +8 KB maTepuasioM, TO OTHOCUTE/bHas
IEC 61000-4-2 B/T&XKHOCTb [1O/IKHA ObITb HE HWXe

30%.

HaHocekyHAHble KauecTBO CeTeBOW 3/11EKTPO3HEPIn

+ 2 KB gnsa NVHWIA nutaHus
UMMYJIbCHbIE o +2 kB [O/KHO COOTBETCTBOBATb
+ 1 kKB gna nuHnin BBoga/ . .
nomexu +1kB CTaHAAPTHOW KOMMEPYECKON nmm
IEC 61000-4-4  °°'80A2 i
e 60nbHNYHON cpefe
KayecTBO ceTeBOIi 3/1eKTPO3HEeprum
+ 1 kB mexnay hazamu
Bcnnecku + 1kB AOJ/DKHO COOTBETCTBOBATb
IEC 61000-4-5 +2 kB 7 7
+ 2 KB dhaza-3emns * CTaH,CI,apTHOvI/I KOMMeEpPYECKOM nnm
60NbHNYHON cpefe
<5 % T CooTBeTCTBUE Ha
BCEX YPOBHAX .
(>95 % cnag, UT) yp o KauecTBO ceTeBOW 3/1€KTPO3HEPTNN
Cnazbl 05 VCNbITaHUN.
ag, 3a 0,5 umkna [OJ/IKHO COOTBETCTBOBATb
HanpshKeHus, 40 % UT CTaHJapTHO KOMMeEpPYecKol unm
0 T KoHTponunpyemoe o
KOpPOTKUe (60% cnag, UT) 605bHUYHON cpepne. Ecnu
OTK/TIO4EHME C o
npepbiBaHNA N 3a 5 yukioB BO3BPATOM B nosb3oBaTesib MOCTOSAHHOW CUCTEMBI
N3MEHEHUA 70 % nT cocTosHue a0 TpebyeT HernpepbIBHOW paboTbl, U
HanpshkeHnsa B (30% cnag uT) ceTeBOEe NuTaHne npepbiBaeTcsd, TO
nomex nocne
NIMHUAX NUTaHUS 3a 25 uukIoB HDEDLIBAHMS pekomMeHAyeTCca 3anutartb CUCTEMY OT
IEC 61000-4-11 <5 % uUT pep NCTOYHMKa 6ecnepe6oMHOro NuTaHus
(>95 % cnag, UT) paGoTb! Wn OT akKymynsaTopa
(BbIKIHOYATENL '
3a5c
NUTaHnA)
MarHuTtHoe nosne MarH1THbIe Mosis NPOMBbILLIEHHOM
MPOMBbILL/IEHHO 3 Alm 4YaCcTOTbl JO/DKHbI ObITb Ha
4acToThl 3 Alm CTaHA4ApPTHOM YpPOBHe AN
(50/60 I'u) 50 n 60y, KOMMepYecKoii unm 60/1bHUYHO
IEC 61000-4-8 cpeabl.
MPUMEYAHME: UT - 3TO HanpsbkeHWe ceTu NepeMeHHOro TOKa nepes nogayein HanpshkeHus
UcnbITaHUA.
JokymeHT Ne HC-IFU-003 Pepa.2 77 G'$
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3auwmTa OT 3/1IEKTPOMAarHUTHbIX noneim

CkaHep 300L npegHasHayeH A1 NpUMMeHeHUs B 3/1eKTPOMarHUTHbIX cpefiaX, OMMcaHHbIX HUXe. 3aka3umk uiv
nonb3oBatesnb ckaHepa 300L go/mkeH obecneunTb cneaytolme ycnoBus.

MpoBepka Ha YpoBeHb YpoBeHb
YCTONYNBOCTb ucnbiTaHna no IEC cootBeTcTBUA ONeKTpoOMarHuTHasi cpega - VHCTPYKUMS
60601

MopTaTMBHbIE U MOGW/bHbIE yCcTpolicTBa BY
CBA3N cnefyeT MUCMNo/b30BaTb Ha PacCTOAHUN OT
no6oi yacTu ckaHepa 300L, BkIovas kabenu, He
MEHbLLEM PEKOMEHA0BaHHOIo OTCTyNa,
BbIYNC/IEHHOrO Mo YopMysie AJ1 YacToTbl
paTyuka.

PekoMeHA0BaHHbI OTCTYN

d= 1.2vP
80 MI'y-800 My

d= 1.2vP
HaBeneHHble PB isi CFFKBASD(') vy 3 B cpkeap. 800 Mly-2,5 Ty
IEC 61000-4-6 KIH- Yo

c/= 2.3VP
M3nyyaembie PB 3B/
IEC 61000-4-3 M 3 B/m [E]] Fae P MakcuMasibHas BbIXogHass MOLWHOCTb

80 Mlu-2,5 Ty patymka B BaTTax (BT) Mo AaHHbIM

npou3BoauTesnis gatuvka, u c/-
peKoMeH0BaHHbI/ OTCTYN B MeTpax (M).

Cwuna morsnis oT (pukcmpoBaHHbIX BU gaTyumkos,
M3MepeHHasa Ha MecTe, Ao/DKHAa ObITb HWXKe
TpebyemMoro ypoBHs B KaXX0OM 4YaCTOTHOM
AuanasoHe.

B6/113n 060pyA0BaHNS C MapKpPOBKOL
CNeflylolMM CUMBOJIOM MOTYT BO3HMKATb MOMEXU:

()

MPUMEYAHWE 1: Mpwn 80 My, n 800 MI'y, npumeHsieTca 60/1ee BbICOKUI gMana3oH 4acToT.

MPUMEYAHVE 2: 3TM npuHUMNbI MOIyT AENCTBOBaTb He BO BCEX CuUTyauusix. PacnpocTpaHeHue
3/1EKTPOMArHUTHbLIX BOJIH 3aBUCUT OT MOIJIOWEHNA N OTPKEHUA UX KOHCTPYKUUAMU, npegMetaMmn n
noabMu.

JlokymeHT Ne HC-IFU-003 Peg,2 78 GSSI
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PekomMeHAOBaHHblE PAaCCTOAHMA MeXay MOpPTaTUBHbIMU M MOOWNbHLIMK yCTpoicTBamn BY cBA3n u
ckaHepom SONON

CkaHep 300L npepgHa3sHayeH A1 NPUMEHEHUS B S/IEKTPOMArHUTHOW cpefe € KOHTpoaupyembiMn BY
nomMmexamu. 3aka3ymK WM nosnb3oBartesib ckaHepa 300L MOXeT NpefoTBPaTUTL 3N1EKTPOMAarHUTHbIE MOMEXH,
cobnogas cnegyroliee MUHMMaNIbHOE pPacCTosiHME MeXAy NOpPTaTUBHBLIMW U MOBU/IbHLIMKU yCTpoicTBamn BY
CBHSMv(nepep‘aT'-ll/lKaMl/l) n ckaHepom 300L, B COOTBETCTBUM C MaAKCUMa/IbHOM BbIXOAHOW MOLLHOCTbIO
YCTPOWCTB CBA3MN.

HoMUHaNbHas Makc, PaccTosiHMe B 3aBUCMMOCTU OT 4acTOTbl JaTumKa

BbIXOoAgHasA MOLWHOCTb

paTumka, BT 150 kT'u-80 Mry 80 Mru -800 Mry 150 kIy-80 Mry,
d=12VP d=12VP d=12VP

0,01 0,12 0,01 0,12

0,1 0,38 0,1 0,38

1 12 1 12

10 3,8 10 3.8

100 12 100 12

B cnyyae gaTtuukoB, MakcUMasibHasi BbIXOAHAsi MOLLHOCTb KOTOPbIX HE yka3aHa Bbllle, PEeKOMeHA0BaHHoe
paccTtosiHne d B meTpax (M) MOXHO BbIYMC/IUTL MO POPMYJ/ie A/st YacToThbl AaTtuunka, rae P - makcumanbHas
HOMWHa/IbHAsA BbIXOAHAs MOLLHOCTb JaTuvka B BatTax (BT), ykazaHHasi NMpou3BOAMTE/IeM AaTuurKa,

MPUMEYAHWE 1: Mpwn 80 MIy 1 800 My npumeHseTca 60J/1ee BbICOKMIA AnanasoH 4acToT.

NMPUMEYAHWE 2: 3TM npuvHUMnbI MOryT [AeiicTBOBaTb He BO BCex cuTyaumsax. PacnpocTtpaHeHue
3M1EKTPOMArHUTHbIX BOJIH 3aBUCUT OT MOTNOLWEHUS U OTPAKEHUA UX KOHCTPYKUMAMMW, npegmeTaMmu U IioabMuN.

[lokymeHT Ne HC-IFU-003 Peg,2 79 M'hes
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9.2.2. Pexxinm CF (M3K 60601-2-37)

201.7.9.3.101 TABJINUA: Tabnuua y4vyeTa

O603HavYeHne nHaekca
Makc, 3HayeHue nHAeKca
3HayeHMe KOMMNOHeHTa NHAeKca
Pr,allp2M
P
Plx1

AKycTuueckme ZS

napameTpsbl 7b

fanf

prr

srr

ripps
Mpoyasn

UHOpMAaLs Ipa,a Npu Zpii.a

(MMa)
~MBT)
(MBT)
(cm)
(cm)
("cm)
(cm)
(MIw)
(Tw)

(Tw

1,385

aKyCTMYECKON MOLLLHOCTH
M TIS
0,42 0,0275
0,95
1,16
1,39
5 5
5000

(BT/CM¥) 0,81

IstaQ Mpwn Zpii,a WA Zsiia (MBT/CMY) 5,83

Ispta npw Zpii N Zsii

pr npun Zpii

KoHTponb 1

KoHTponb 2
YcnoBusa

onepaunoHHo- KoHTponb 3
ro KOHTpons

KoHTponb X
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(MBT/CM')

(MMa)

0,204

TIB

0,041

1,16

1,383

TIC

nsfsi



9.2.3. Pexxum B (FDA)
201.7.9.3.101
O603HavYeHne nHAeKca

nobanbHoOe Makc, 3Ha4YeHMe NHAeKca
3HayeHVe KOMMOHEHTA NHAEKCa

Pr,3

WO

Pi*i

AKyCcTnyeckune Zsp
napameTpbl Zop

2t
Z@PIl,3max
fc

PRF

Srr

nos

Mpoyasn
1pa,a3 Npu MIimax

nHhopmaunsa
Ispta,3 Mmax
I3 npu zpii nan A
Pr@ P//tax
KoHTponb 1
KoHTponb 2
Ycnosusa

onepaynoHHO-
ro KOHTpons

KoHTponb 3

KoHTpoOnb x

Cc<
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TABJINUA: Tabnuuya y4deTa

(MMa)
AVBT)
(MBT)
(cm)
(cm)
(cm)
(cm)
(MIu)
(Tw)

(Fu)

aKyCTMHeCKOVI MOLHOCTH

Mi TIS TIB
Ha Moa Ha Mop

noBepx. MNoBepx. MOBEPX. MOBEpPX.
0,125 0,0196 0,0226
0,34

0,55 0,55

1,06
1,054

1,06
7,5 7,5 7,5
10000

(BT/cm*) 0,53

(MBT/CM")

(MMa)

(MBT/cm*) 4,01

0,228

TIC

ISW
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9.3. AKycTnyeckass MOLWHOCTb
9.3.1. OnpegeneHne napameTpoB aKyCTUYECKON MOLLHOCTHU

9.3.1.1. Tensi0BOI MHAEKC

Tl — 3TO OueHKa NOBbIWEHNA Temnepartypbl MATKUX TKaHe wmnum koctn. EcTb TP Kateropmm Ttens1oBbiX
MHAOEKCOB!:

e TIS: TennoBoii MHOEKC MATKUX TKaHel, ocHoBHas kateropus TL
MpumeHsAeTcA NpU CKaHMPOBaHUK, He BK/IHOYAIOLWEM KOCTb,

e TIB: TennoBoii MHAEKC KOCTHOW TKaHW (4711 KOCTU BO3/1e (DOKYCHOW TOYKM).
MpumeHsaeTcAa 019 CKaHMPOBaHUA 3apobllla.

e TIC: TennoBOW NHAEKC YEepernHoW KOCTU (A1 KOCTU BO3/1e MOBEPXHOCTN).
MpumeHsAeTcA Npu TPaHCKpaHMaIbHOM CKaHWPOBaHUN.

WHdopmaumio o pacueTe TL MOXHO HaliTU B

e [My6nukayna ctaHgaptoB NEMA UD 3: CtaHAapT oTO6paXeHUsi B pea/ibHOM BPEMEHU TEMJ/I0OBOr0 MHAEKCA
N MeXaHNYeCcKOro MHAeKca akyCTUUeCcKon MOLHOCTU Ha 060pyA0BaHuY 4715 Y/1bTPa3BYKOBOW ANArHOCTUKN,
pefakunsa 2.

e |EC 60601-2-37. 3nekTpunyeckoe MeauLUHCKOe obopyaoBaHue. YacTb 2-37: UacTHble TpeboBaHUS K
6e30MacHOCTM U OCHOBHbIM XapakKTepucTukam YNbTpa3BYKOBOW MeAVUMHCKOW ANarHOCTUYECKON W
KOHTPOJILHOW annapartypsbl.

9.3.1.2. MexaHU4YeCcKnii HAEKC

Ml - 3TO OueHKa BEepOATHOCTU KaBUTaLWOHHOIO NOBPEXAEHUA TKaHel. AGCOIOTHbIM MakCUMasibHbIV npegen
Ml coctaBnder 1.9 u ycrtaHoBneH YnpaBneHnem CLUA no KOHTPOMK 3a MNpoAyKTamMy nuTaHus u
nekapctBeHHbIMN cpenctBamu (FDA) B pykoBoactBe 510(K) Mo y/bTpa3BYyKOBbIM CUCTEMaM, BbIMyLeHHOM 9
CeHTsabps 2008 r. («PykoBoacTBO Anisi oTpac/im u nepcoHana FDA, wHdopmauvss onisi npovsBoauvTenei,
obpallalLmnxcs 3a paspelleHnemM Ha NPoAaxXy CUCTEM Y/IbTPa3BYKOBOW AMArHOCTUKM U AATHNKOBY),

9.3.1.3. Ispta

Ispta (Spatial Peak Temporal Average Intensity) - 3TO npocTpaHCTBEHHasd MWKOBasi BpPeMeHHasa cpefHsd
WHTEHCMBHOCTb. ABGCONIOTHBIA MakcUMasbHbI npeaen Ispta coctaBnsetr 720 mBT/cM”, cornacHo HopmaTtuBy
FDA 510(k) oT 9 ceHTsa6pa 2008 r,

9.3.2. AkKycTu4yeckas MOLHOCTb N OTOBpaxkeHne Ha ckaHepe 300L

09] 3HayveHusa Ml u T1 oTob6paxaloTCcA Ha 3KpaHe cKaHUpoBaHWA. Bo Bcex pexumax ckaHmposaHua 300L, TIS
paBHO TIB 1 oTob6paxaeTca Kak TL

CkaHep 300L BbIGUPaET NpaBUSIbHYO KaTErOPUI0 HA OCHOBAHUM pexmnma paboTbl U BbIGPaHHOTO NPUMEHEHMS,
W NpeAcTaBnsieT TONbKO 0AuH T1 ansi onepartopa. MNo3ToMy onepaTopy BaXHO BbiGpaTh NMpPaBU/IbHYI 06/1acTb
CKaHMpOBaHUSI.

MakcumasibHO BO3MOXHbIM Ml U1 Ispta Ha ckaHepe SO/VO/V300Lis B npegenax, ycCTaHOBJ/IEHHbIX B Track 3 B
HopmaTtuBe FDA 510(k) oT 9 ceHTA6psa 2008 r., MKL.9 un Ispta <720 mMBT/cMT

9.3.2.1. ToO4HOCTb OTOBpPaXeHUsA N HeonpeaesIeHHOCTb aKyCTUYECKOro usmMepeHuns

TOYHOCTb 0T06pa)KeHI/IH Ha Agucnnee 1 TOYHOCTb WM3MepeHuAa npeacrtaB/i€eHbl B cnep,yrou.l,eﬁ Ta6n|/|u,e.
TO4YHOCTb napameTpoB gucrnsiea 3aBUCUT OT TOYHOCTU CUCTEMbI WU3MEPEHUA, aKyCTMHeCKoﬁ mMmoaenn,
MCNoNb3yeMOW AN pacyeTa NnapaMeTpoB B aKyCTUYECKOM MOLLHOCTU CUCTEM. TOYHOCTb M3MEPEHUS 1 06Las

TOUYHOCTb M3MEPEHU oLeHUBaeTCs MyTeM ONpeAesieHns CyyaliHoi 1 cucTeMaTuYeckoii HeonpeaeneHHOCTH
U BblpaXaeTcsi B MPOLEHTax npy ypoBHe aoBepust 95%.

JokymeHT Ne HC-IFU-003 Pep.2 84
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MNapameTp HeonpepaeneHHOCTb

MoLLHOCTb * 5,396%

9.3.2.2. To4YHOCTb N3MepeHus

TOYHOCTbL N3MEPEHUA CUCTEMbI MNOKa3aHa B cne,qyrou.l,ei/’l Tabnuue.

MapameTp TOYHOCTH
AnvHa 7%
annunc + 10%

9.3.3. OpraHbl ynpaB/fieHUsi CUCTEMbI, B/IMSIIOLME HA aKyCTUUYECKYHO MOLLHOCTb

OpraHbl ynpaB/ieHUs OnepaTopa, Hamnpsivylo BUSIIOLIME HAa aKyCTUYECKYl MOLHOCTb, MNpefcTaBfieHbl B
Tab/Muax AaHHbIX aKyCTUYecKol MOLWHOCTU (CM. n. 9.2). 3TK Tabnuubl cogepXaT MakCUMasibHO BO3MOXHYHO
aKyCTUYECKYD) WHTEHCUBHOCTb /[/I1  OMpefefieHHOro  pexuma, AOCTVXWMYK TO/bKO Npu  BbiGope
MaKCMMasIbHOrO COYEeTaHUsl HACTPOEK YNpPaB/iEHMS.

BONbLIMHCTBO HACTPOEK AAal0T ropa3fo MeHbLUYH MOLHOCTb. BaXHO yunTbiBaTb Cleaytollee:

e MpoAo/XUTENBHOCTL Y/ILTPA3BYKOBOINO 06C/ef0BaHNs TakK Xe BaXHa, Kak M akycTUyeckass MOLLHOCTb,
MOCKOJ/IbKY BO3ZleCTBME MOLLHOCTM Ha NauMeHTa HarnpsiMylo CBSI3aHO CO BpeMeHeM BO3AeicTBus.

e 306paxeHne nydllero KauecTBa No3BOJISET OGbICTPEE MOMYUUTb K/IMHUYECKUE Pe3ysbTaTbl, U BbINOJHUTb
yNbTpa3BykoBoe o6cfiefloBaHue 3a GOJiee KOPOTKUIA nepuon BpemeHu. [MoaTomy to6asi HacTpoiika,
yaydlalouas KayectBo 06C/iejoBaHNsi, MOXET CNocoGCTBOBAaTb CHUXEHWIO BO3AENCTBUS Ha NauueHTa,
XOTSl MOXET U He OKa3blBaTb MPSIMOr0 BINSIHUSI HA aKyCTUYECKYH) MOLLHOCTb.

9.3.3.1. BbI6OpP KAVMHNYECKOIO MPUMEHEHNS

Bbibop o0651acT  nNpUMEHEHUA [A/19  KOHKPEeTHOro y/ibTPa3dBYKOBOrNO UCC/iegoBaHUA aBTOMaTU4YeCcKu
ycTaHaB/IMBaeT Npeaenbl aKyCTMYeCKoi MOLWHOCTM corflacHo HopmatmBam FDA ans 3Toro npuMeHeHus.
Opyrue napameTpbl, OonNnTUMU3MpylowMe paboune XapakTepUCTUKN A9 BbIGPAHHOIO MNPUMEHEHUSA, Takxe

3a4alTCs aBTOMaTUYECKU, W AO/MKHblI CNOCOOGCTBOBATb CHMDKEHUIO BpeMeHn BO3,EI,€I7ICTBI/IF| N3/Ty4YeHNA Ha
naudneHTa.
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9.4. TexXHNYECKUNE XapaKTepUCTUKMU

MapameTp
faG6apuTbl (MM)
Bec (r)

MaTtepuan

BaTtapesn

Bpemsa paboThbl

BecnpoBoAHas CBA3b

Mo6uNbHOE MPUMOXKEHMNE

YnbTpa3BykK

MpnmeHeHNe

IEC 60601-1

Bepcwua NO

3apsafHoe yCTpOMCTBO
SONON

ApanTep nepemMeHHOro Toka
ANa 3apagHoOro yctpoiictea

SONON

ApanTtep ceTeBOl (gna
SONON 300L)

WHyp nutaHuns

JokymeHT Ne HC-IFU-003 Peg,.2
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3HayeHue
78(LL)x229(A)x 38(B) (= 1 mm)
370 (c 6aTapeeinn) (x10r)

1. NoBepxHOCTb Kopnyca npubopa- MonudeHnncynbgoH Radel R-5100 NT
15

2. bokoBble Haknagku - CMmecb nosavkapboHaTa U akpUAOHUTPUN-6yTaaneH-
ctupona (PC+ABS) PC-ABS NH-1015

3. dyHKUMOHaNIbHas KHonka - NMonuypetan PU20

4. CkaHupyluwas MNOBEPXHOCTb - KpPeMHWUopraHM4yecknii 3a/iMBOYHbIN
matepuan RTV 627 A+B

5. KHonka nutaHus - Cmecb nonuvkapboHata W akpunoHuTpun-bytaaneH-
ctupona (PC+ABS) PC-ABS NH-1015

6. KHonka Wi-Fi - Cmecb nonukap6oHata W akpuaoHUTpuUN-bytaguneH-
ctupona (PC+ABS) PC-ABS NH-1015

Tun: nepesapsxaemasi IMTUEBO-MOHHaA GaTapes
EmkocTb: 2600 MAuY (7.4 B)

B pexume ckaHupoBaHusa: 2.5-3 y
B pexume oxugaHusa: 10-12 4

Tun: Soft AP.
YacToTa: 2.4 u 5 Iy, gByxnosiocHbIn Wi-Fi.
CtaHpgapT cBasn |IEEE 802.11

OS: i0S/ Android

YacTtoTta: 5 My / 7,5 My / 10 Ml'y,
Tvn gatyuka - IMHENHbIN
FnybuHa ckaHupoBaHusi: makc. 10 cm

cKeneTHo-MycKynbHaa cuctema (CMC), cocyancrtas cuctema,
Masible YacTu (rpyab, WUTOBKUAHAA Xees3a), fierkue

Tun BF pabouas 4acTb

HenpopgonxutenbHbIn pexnm paboTtbl (Makc. 10 MUHYT pa6oTbl 1 10 MUHYT
oTAbIXa)

O6opyanoBaHue C BHYTPEHHUM MCTOYHUKOM MUTaHUA

[onoBka patuuka: IPX7

300L; Bepcusa npowunBkn M 1.02
Mo6unbHoe ycTtponcTteo: 300L App Bepcun M1.02

Ncnonb3yeTcsa AN 3apsakv NNTUEBO-MOHHOW akKyMynsaTOpHOU Gatapew.
MaTtepuan: Cmecb nosnuvkap6boHaTta W aKpUIOHUTPUN-GyTagueH-cTupona
(PC+ABS) PC-ABS NH-1015.

FabapnTHble pa3dmepbl: 115MM*65MM*27MM (£ 0.2 MM)

Mcnonb3dyeTcsa [Ana NOAKAKOYEHUA K 3apsagHOMY YCTpoOWcTBY CucTeMbl
SONON.

BxoA: (100 + 240) B, 0,5 A, (50 +60) Iy,

Bbixog (USB nopT): 8,4 Bdc; 1,5 A;

Knacc 3awutbl i

Matepuan: Cwmecb nonuvkapboHata W akpuIoHUTPUN-byTagneH-cTupona
(PC+ABS) PC-ABS NH-1015.

AnvHa kabens 120 cm (£ 1 cwm).

abapuTHble pasmepbl: 90MM*50MM*30MM (£ 0.2 MM)

Mcnonb3yetca ana nogknwyeHna k ckaHepy SONON 300L

Matepuan: Cwmecb nosnvkapboHata W akpunoHUTpun-bytagmeH-cTmpona
(PC+ABS) PC-ABS NH-1015.

AnunHa kabena: 150cm (£ 1 cm)

Pasmepbl: 90MM*43MM*30MM (£ 0.2 MM)

Mcnonb3yeTca ANA  MNOAKNOYEHUA ajanTepa MNepemMeHHOro Toka AnAd
3apagHoro yctpoiictBa SONON u ceTteBoro apgantepa ansa SONON K
NUTaHUIO.



100-240 B, 50/60 Iwu.
NMBX WSP-300.
OnvHa kabensa: 200 cm (= 1 cm)

Mcnonb3syeTcsa ansa 3awuTbl rosioBkn gatymka SONON 300L
MaTtepuan: NMonnokcumetuneH POM-C
Pasmepbl: 85MM*35MM*26MM (£ 1 MMm)

Mcnonb3yetcsa gna nepeHockn SONON 300L (npn Heob6xogmMmocTh).
Pemewok gnss SONON Onuna: 30cMm (+ 1cm)
MaTtepuan: NMonnamug PA66-GF15, NMonuypetaH YU-50D

O6ecneunBaeT pukcaymto ckaHepa SONON 300L (npu Heob6xoaMMOCTN).
FabapnTHble padmepbl: 550MM*145MM*75MM (£ 1 Mm).

MaTtepunansi:

KpenneHne ckaHepa - cMmecb MNosinkapboHata W akpUAOHUTPUN-ByTafneH-
ctupona (PC+ABS) PC-ABS NH-1015

JepxaTtenb - antommHun ENAW 7005

Ynop - ctanib 1.0143

Pyuka - nonnamug P A6 mapkm CB-30, HepxaBewuwaa ctasib AlSI 201

KpblwKa 3au,utHas ans
SONON

KpenneHune ana SONON

9.5. Peknamauuu

Bce xanobbl HanpaBnATb MO agpecy;
804ho, 38-21, Digital-ro 31-gil, Guro-gu, Seoul, 08376, Korea.
Email: info@healcerion.com

YNoNHOMOYEHHbIV NpeAcTaBUTeNlb NPOM3BOAUTENA MeAULMHCKOro usgenusa B Poccun:
00O dupma «Cono», 620137, Poccus, CeBeppgioBckass obnactb, . EkatepuHbypr, yn. bntoxepa, a. 75,

kopn.l, nomeuweHue Ne 3-17,
TenedoH (343) 351-76-16.

(3B
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Kopes, 1. Ceyn, paiioH UyHry, HOTAPUAJIBHASA KOHTOPA Ten,; 92-779-5581-2
Toerune-po 131, Ne802 KM XAK CYH Pakc: 02-779.5584
(3paHve LWLnHunb)

dopma 41

PermctpaumoHHbl i Ne 2019 - 1034
HOTAPUNAJIbHOE CBNAETEJ/IbCTBO

O YAH XO, noBepeHHOe nuuyo YxoH BoHu Pio,

leHepanbHoro gupektopa Healcerion Co., Ltd,

NOATBEPAMUN B MOEM NPUCYTCTBUN NOANVHHOCTb NOANUCK Bbl W eyKa3aHHOTO
npefcTaBnAemMoro nfuya Ha npuiaraemMom 3asaBneHunn

JaHHbI hakT A ygocTtoBepsAw cerogHa, 11 aueapa 2019 r. B noMeWeHUN HUXeyKa3aHHOI
HOTapuManbHO KOHTOPHSI.

HavnmeHoBaHue HOTapVIaI'IbHOVI KOHTOPGI:

HOTAPUWANbHAA KOHTOPA KMM XAK CYH MNMpokypaTypbl LeHTPanbHOro paoHa r.

Ceyn

ALpec HOTAapUanbHOW KOHTOPBI:

Kopesda, r. Ceyn, paiton YyHry, Toerne-po 131, Ne 802

Wramn: HOTAPUYC KUM XAK CYH
1noanucsl
Mopnuchb HOTapuyca
KUM XAK CYH
JInyeH3ns Ha NpaBO OCYLW €CTBNEHMUS HOTApManbHON AEeATENbHOCTN BblaHa MUHUCTEPCTBOM

ctuyunm Pecny6nukn Kopesa 2 ntonsa 2018 roga, cornacHo 3akoHy Ne 9416.

210 MM X 297 MM

70 r/m?2

LLTamn (Ha Ka>k o cTpaHuue gokymenTa): HOTAPUNYC KUM XAK CYH
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MepeBo/, JaHHOrO TeKCTa CAenaH MHOW, NepeBoAUnKoOM MnbyeHko CepreeM EBreHbeBnYeM.

Poccuiickas deaepaums
"opoa Mocksa
Bocbmoro oeBpans fBe ThiCAYM AeBATHAALATOro roga
A, MapTbiHoBa HaTanmsa AHApeeBHa, BPEMEHHO UCTIONHAOLLAA 06513aHHOCTY HOTapuyca
ropoga Mocksbl Akumosa IMneba BopricoBuya, CBUAETENBCTBYHO NO4IMHHOCTb MOANCH
nepesofuvka WnbueHko Ceprea EBreHbesuya.
lMoanuck caenaHa B MOEM NMPUCY TCTBUN.
JInyHOCTb NofnucaBLLeEro AOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: NO 77/09-H/77-2019~
B3bICKaHO rocyapcTBeHHOM NOLWMHBI(NO Tapudy): 100pyo.
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