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The medical device name is “Hysteroscopy system for vacuum aspiration abortion” (hereinafter
referred to as the device).

Manufacturer: Chonggqing Jinshan Science & Technology (Group) Co., Ltd., China

Manufacturer’s address; No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District,
Chongging, China

Phone: +86-23-86098099

Manufacturing site: Chonggqing Jinshan Science & Technology (Group) Co., Ltd., China
No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District,
Chongging, China

Development, manufacture, and sale of the device are carried out in compliance with the requirements
of ISO 13485. Notified body:TUV Rheinland LGA Products GmbH.

The device is CE marked. Notified body: TUV Rheinland LGA Products GmbH.

Russian Classification of Products by Economic Activities (OK 034-2014): 32.50.50.190

The class of potential risk of using the medical device in accordance with the
nomenclature classification of medical devices approved by the Ministry of
Health of the Russian Federation of June 06, 2012, No. 4n : 2a

The type of the medical device in accordance with the nomenclature
classification of medical devices approved by the Ministry of Health of the
Russian Federation of June 06, 2012, No. 4n: 284910

Nature of contact with the body:
» Image processor, AC power cord, USB cable - short-term contact with intact skin.
e Cannula: JSX-T-5 cannula, JSX-T-6 cannula, JSX-T-7 cannula, JSX-T-8 cannula, JSX-T-9 cannula,
JSX-T-10 cannula - short-term contact with an intact mucous membrane;

Medical use conditions: in the environment of medical and treatment facilities.

Potential consumers are patients who need vacuum aspiration. The device should be used by
physicians having undergone appropriate training and having basic knowledge in the field of endoscopy,
physiology, and pathology.

2. Intended use

The device is designed for transcervical aspiration of the uterine cavity used together with the
third party vacuum aspiration abortion system.
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3. Full name of the device

Hysteroscopy system for vacuum aspiration abortion comprised of:
- Image processor - 1 pc;

- AC power cord - 1 pc;

- USB cable - 1pc;

- JSX-T-5 cannula (if necessary) - not more than 100 pcs;
- JSX-T-6 cannula (if necessary) - not more than 100 pcs;
- JSX-T-7 cannula (if necessary) - not more than 100 pcs;
- JSX-T-8 cannula (if necessary) - not more than 100 pcs;
- JSX-T-9 cannula (if necessary) - not more than 100 pcs;
- JSX-T-10 cannula (if necessary) - not more than 100 pcs;
- CD with software - 1pc;

- Operator’s Manual - 1 pc.

4. Operating principle of the medical device

Extraction of the fetus is carried out by means of a special cannula which has a built-in camera
with a LED allowing controlling the procedure. The image processor, a cannula is connected to,
processes the received photos and video recordings. Software installed to the operator’s PC allows
creating a patient database thus recording the procedure results.

Fetus extraction lasts for 2 - 5 minutes and is carried out under local or general anesthesia.

The device is used together with a vacuum aspiration system, which is purchased separately and
is designed to create of uniform negative pressure in the cannula* ranging from 400 to 500 mm Hg.

*The cannula shall mean all the design options including JSX-T-5 cannula, JSX-T-6 cannula, JSX-T-7
cannula, JSX-T-8 cannula, JSX-T-9 cannula, JSX-T-10 cannula;
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5. Appearance, device design, and designation of its components
5.1 Appearance of the medical device and its components
The device and its component parts are given in Table 1below.
Table 1—Appearance ofthe medical device and its components
Component Image
Cannula

% m

Fig. 1- General view of the cannula
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Fig. 2 - Connector for vacuum aspiration Fig. 3 - Cannula components
system including the suction port, the

protective head with a light source
and the 8P8C connector

Image processor

lls e
Ckeceo!

kit 1L

Fig. 4 -Front panel of the image processor

Fig. 5- Image processor, top view

9 H MA#

Fig. 6 -Back panel of the image processor
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Fig. 7 -Image processor, left-side view

Fig. 8 -Image processor, right-side view

Fig. 9 -Image processor, bottom view
USB cable

Fig. 10-USB cable
6 of 53
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AC power cord

Fig. 11 - AC power cord

5.2 Device design and designation of its components
All cannula models have the same designation and design.
Overall view ofthe cannula is shown in Figure 12 below.

Designation of the cannula components is given in Table 2

1aoie z —L/esigiiauuii vi comn.

Cannula component
1) 8P8C connector

2) Connector for vacuum
aspiration system
3) Data cable

4) Cannula handle
5) Metal tube

6) Suetion port
7) Protective head with a

light source, lenses and a
built-in camera

Designation
Designed to connect the cannula to the image processor and transmit
the. sianal from cannula camera to the image processor
Designed to connect the cannula to a compatible vacuum aspiration
system
Designed to transmit the signal from cannula camera to the image
Processor e
Designed to insert the cannula into the uterine cavity in a guided
way. The cannula body has marking applied showing the cannula
insertion depth.
Designed to extract the fetus out of the uterine cavity by an action ot
uniform neeative pressure created by the vacuum aspiration system.
Designed to visualize the procedure of transeervieal aspiration ot the
uterine cavity with the help of inbuilt LED and camera.

Overall view of the image processor and its components is shown in Figure 13
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Fig. 13- Overall view of the image processor

1- power indicator; 2 - status indicator; 3 - cannula connection port to the image processor; 4 - power
button; 5 - AC power cord socket connector; 6 - fuse drawer; 7 - power ON/OFF button; 8 - marking
ofthe image processor; 9 - RS232 port; 10- USB port; 11 - equipotential connection;

Designation of the image processor components is given in Table 3.

Component
1) Power indicator

2) Status indicator

3) Cannula connection port
to the image processor

4) Power button

5) AC power cord socket
connector

6) Fuse drawer

7) Main switch button

8) Marking of the image
processor

9) RS232 port
10) USB port

Designation
Shows status of the image processor connection to the power supply
network.
Green glowing LED means that the image processor is connected:
Shows status of the cannula connection to the image processor.
Green glowing LED means that the cannula is connected;
Designed to connect cannula to the image processor;

Designed to activate and deactivate the image processor;
Designed to connect AC power cord

Designed to replace fuses of the image processor

Button for manual switching ON and OFF the image processor

power
Shows the image processor model, the range of operating voltages,
frequency, special marking symbols, information about the

manufactures and its authorized representative
Ports for connection ofthe image processor to the user PC
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In case several active devices are connected to the patient, the
equipotential connection is designed to equalize their potentials.

Designation of the AC power cord, USB cable, CD with software, fuses are given in Table 4

Overall view of USB cable is shown in Figure 14

Fig. 14 - Overall view of USB cable

USB 3 0 cable is designed to connect the image processor to PC and carry out data interchange between
them. The manufacturer supplies USB 3.0 cable compatible with the USB 2.0 cable connector provided
in the image processor. 0 ru do

USB 3.0 connectors are connected to the USB port ofthe image processor and USB port of the user PC.

Overall view of AC power cord is shown in Figure 15

s HH

The connector at the power socket side The connector at the image processor side
Fig. 15-Overall view of AC power cord

AC power cord is designed to be connected to the image processor and for electrical supply.
Fuse view is shown in Figure 16

Fuse body

Conductive element
Fig. 16-Fuse view

Fuses are designed to protect the image processor from inadmissible load currents or short circuit
currents. They are supplied in a fuse drawer of the image processor.

CD with software is designed to install the program for creation of the patient database and visual

control of the procedure by means of displaying the photo images and videos of the procedure.
PC software version is VV 1.0 dated 01/2017
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Table 5.1 - Weight-size and technical parameters of the cannulas

Cannula mm /, mm /7, mm a, mm )/, mm />, mm Examination W eight,
model direction g
angle

JSX-T-5 305 5 60 £2 200 1 15.0+ 1 50+ 1 95+ 1 30°+ 10° 60 = 5%
cannula

JSX-T-6 305 £5 60 +2 20,0 1 15.0+ 1 6.0+ 1 9.5+ ! 30°+ 10° 60 = 5%
cannula

JSX-T-7 305 5 60 £2 200+ 1 15.0x 1 7.0+ 1 95+ 1 90°+ 10° 60 + 5%
cannula

JSX-T-8 305 £5 60 +2 200+ 1 15.0% 1 8.0+ 1 95+ 1 30°+ 10° 60+ 5%
cannula

JSX-T-9 305 =5 60 £2 20,0+ 1 15.0x 1 9.0+ 1 95+ 1 30°+ 10° 60 £ 5%
cannula

JSX-T-10 305 5 60+2 200 1 15.0+1 10.0+ 1 95+ 1 30°+ 10° 60 £ 5%
cannula

The internal diameter of the cannula metal tube and the internal diameter of the connector for vacuum
aspiration system are given in Table 5.2 in accordance with Figures 16.1 and 16.2.

Figure 18.1 - Showing internal diameter of the cannula metal tube
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Fig. 18.2 - Showing internal diameter ofthe connector for vacuum aspiration system

Table 5.2 - Internal diameter of the cannula and internal diameter of the connector for vacuum
aspiration system

Cannula model D2, mm D3, mm
JSX-T-5 cannula 4.4 +0.05 9.5+0.5
JSX-T-6 cannula 5.4 +0.05 9.5 £0.5
JSX-T-7 cannula 6.4 £0.05 9.5+0.5
JSX-T-8 cannula 7.4 +0.05 9.5£0.5
JSX-T-9 cannula 8.4 +0.05 9.5 £0.5
JSX-T-10 cannula 9.4+0.05 9.5+0.5

Leakage current protection of the applied part: cannula - type BF applied part (without defibrillator
discharge protection).

Electromagnetic compatibility: group I, class A.

Ingress protection rating: IPX7;

Operating mode: continuous.

Shelf-life of the cannula: 2 years.

Optical specifications of the device are given in Table 6

Table 6 - Optical specifications of the cannula

Parameter Value
i.ieht source 2 LEDs
Lieht intensitv (center intensity for 5 mm), mm >300
Field-of-view angle (air), *15% 100°
Examination depth, mm 0-3
Examination depth (air), mm 0-2
The best focal length, mm ] 0 ]
Resolution (for 5 mm) >6 line pairs/mm
Resolution to mm) >20 line pairs/mm
Color rendering index (CRI) (Ra) >80
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Table 7 - Weight-size parameters of the image processor

Image processor
Height (H) Length (L) Width (W) Weight, kg
50+ 2 mm 314 £ 5 mm 21 £ 1mm 1.960 £5%

Electrical safety of the device: class | of electrical safety
The device is not suitable for use in the environment of a flammable mixture of anesthetics with air,

oxygen or nitrogen oxide

Electromagnetic compatibility: group I, class A.
Ingress protection rating: IPXO - Image processor.
Operating mode: continuous.

Expected service life: 5 years.

Self-life of the image processor: 5 years.

Inbuilt software - version V 1.00 dated 01/2017
BE type applied part

Supply voltage: 110-240V + 5%

Supply frequency: 50/60 Hz;

Power: 25 VA;

6.3 Weight-size and technical parameters of USB cable

Maximum allowable current for the transmission through USB cable- 900 mA,;
Rated voltage is 5V £ 5 %;

Cable length - 150 + 1cm;

Cable external diameter - 5.5 mm &5 %;

Weight of USB cable - 320 g = 5 %;

Connector type - USB 3.0 type B;

Shelf-life of USB cable - 5 years;

6.4 Weight-size and technical parameters of AC power cord

Maximum allowable current for transmission through AC power cord - 10 A;
Rated voltage is 220 V = 0.5 %j;

Power cord length is 150.5 + 1cm;

Number of cores, pcs- 3

Core diameter, mm” - 0.75 mm”~t 5 %;

Power cord external diameter- 7 mm %= 5 %;
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Weight of AC power cord - 210 g+ 5 %;

Connector type at the image processor side - Schuko CEE 7/7;
Connector type at the power socket side - IEC 60320 CI 3 connector;
Shelf-life of AC power cord - 5 years;

6.5 Technical specifications of a program for PC

Video record format: AVI,

Video record resolution: 480*480 pixels;

Video streaming rate is 51 KB/sec; (3060 KB/minute);
Photo image format: BMP;

Photo image resolution: 480*480 pixels;

Size of one photo image: 675 KB.

Maximum time for the recording of one video - 12 minutes.

The software version is V 1.0 dated 01/2017.
6.6 Technical parameters of compatible vacuum aspiration systems

The medical device shall be compatible with the vacuum aspiration system providing for a pressure of
400-500 mm Hg. Besides, the vacuum aspiration system shall be securely connected to the cannula with
a connector of the diameter specified in Table 5.2.

7, General indications, contraindications for use and adverse events

Indications for use: * Patient’s wish to terminate a pregnancy;
« Physical disability or genetic pathology of the previously bom baby;
* Missed miscarriage;
* Anembryonic gestation;

* Childbearing is dangerous for the patient’s life and health (diabetes
mellitus, severe hepatic and renal pathology, malignant tumors);

e The inefficiency of the previously carried out medical abortion
confirmed by the uterus ultrasound investigation;

Contraindications for ©Period of pregnancy of more than 10 weeks;
use: * Infection in acute form;

* Uterine malformations;

» Unconfirmed pregnancy;

* Labor activity within the last 6 months;

e Fever (high body temperature);

* Inability to tolerate operative intervention;
Adverse events « Uterine wall damage during the procedure;
(complications): * Introduction of infection during the procedure;

» Menstrual disorders;

e Incomplete aspiration of the gestational sac;

8. Preventive measures

e Prior to the device use, the operator shall be well knowledgeable in the principles of its

operation,, the provisions of the device operator’s manual shall be strl'ct|y Foﬂowe&;

o Act with due care when carrying out vacuum aspiration in order not to inflict injury to a
patient;
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* Negative pressure shall be lower than 500 mm Hg to prevent uterine perforation;

» The device shall be kept away from the magnetic fields;

» The device shall be kept away from the high-frequency or laser equipment.

e The device is designed to be operated only by a medical professional of appropriate

competence;
« Prior to the procedure, the device shall be carefully examined for any damages;
* The image processor shall be kept away from liquids. Please consult the manufacturer in case

of liquid ingress in the device;
 Prior to the procedure, an operator shall check the cannula for integrity, smoothness of the

body and availability of real-time imaging;
» The cannula shall not be deformed, subject to sudden impact action or fall, the force of over

100 N shall not be applied to it, as well;
» The device can be examined and repaired only by the qualified specialists of the manufacturer;

» The cannula is disposable and not intended for re-use;
» Before disconnecting the cannula after abortion procedure first switch off the cannula power

supply on the front panel,;

 Prevent AC power cord and USB cable bend and stretch.

9 Connection and setting-up the medical device

9.1 Connecting the image processor to PC
1) USB cable shall be connected to appropriate connectors of the image processor and PC, and then AC
power cord shall be connected to an appropriate socket connector of the image processor and the power

socket as shown in Figure 20.

User PC

To power supply network

AC power cord
Fig. 20 - Connection diagram for the medical device components

2) Then power ON/OFF button located on the back panel of the image processor shall be activated and
the power indicator on the front panel will start glowing green.
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PCNVN STATt
Power indicator
Fig. 21 - Connection diagram for the medical device components

9.2 Connecting the cannula to the image processor and vacuum aspiration system

Diagram for coimection of the cannula to the image processor and vacuum aspiration system is shown in
Figure 22

Cable for connection to the image processor

Figure 22 - Cannula connection diagram

9.3 General connection diagram for the medical device components
General connection diagram for the medical device components is shown in Figure 23
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Power socket

Fig. 23 - General connection diagram for the medical device components.
Vacuum aspiration system is not included in the scope of delivery and shall be purchased separately.
9.4 Installation of the software for medical device

In order to start operating the medical device, the software shall be installed to the user PC;
Requirements to the user PC for installation of the medical device software are the following:

Operating system Windows 7, 32 or 64 bit;
Windows 10, 32 or 64 bit;

Processor Intel Core 13 or higher;

RAM 2 GB or more;

Hard disk 250 GB

Input/output ports USB 2.0 or USB 3.0 connector

The software version is V1.0 dated 01/2017.

Microsoft. NET Framework 3.5 or higher program shall be available on PC to install the
software;

The manufacturer supplies the Microsoft. NET Framework 3.5 program together with the
software, and this program will be automatically installed in case it is not available on the user PC.

The following shall be done to install the software:
1) Insert a CD with the software in the drive

2) Press icon ® s«tup.exe ~ dialog window for preparing to installation will be displayed as
shown in Figure 24.
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Uterus Visualiza™on System - InstallShleld

Preparing to Instal...

uterus \tsuafczatjon System Setup is pr«ring the
mzvd. wi guide you throu” the program
sebjp process. Pteasewait.

¢.|  Bxtractrg: Uterus Visuafczabon Systemmsi

f Caned I

Fig. 24 Dialog window for preparing to install a program

3) Then read and accept the License Agreement (option “I accept the terms of the license agreement )
and then press the Next button;

uterus Visualization S~em * InstailSWeld Wzard

License Agreement
Pteas« read the folowif* fc ”* e agreemertl cardv%a

Toadd your Dwvkense text to ths datog, speofy yoi# kense agreement fileh the
Support Ftes”*»ards view.

1 tdaviCete to the Support Ftes/BWhboards view.

2. Select the Support File$\Langu3ge Independent node.
3. Delete the exsstsog Ink to the Icense.ftf fie.
4. Addaink toyourkense.rtf file.

Note that ifyou want to use a fie n»ne other than "'keTse.rtf you need to customize
the "OnftfstUIBefore’ scr’*t event to use the desired ™ name.

After you buwWyocr release, your fecense text wi be displayed mthe Licerwe
© tsi) not accept the termrs of the ficense agreement

Cancel

Fig. 25 Dialog window with the License Agreement

4) In the new dialog window please enter User Name and Company Name and then press the Next
button;
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Uterus Visualization System - fnstailShield Wizard
Customer Information
Please er’« you \Winnation.

Please wster you narr» and the name of the compxiy fw» ~ h yoj work

User Narre:
jimhen

fompx\Name;

ho”all

InEelSAdd
‘gack f Cancel

Fig. 26 Dialog window with a User Name and Company Name

5) In the next dialog window setup type will be offered to you, please choose a Complete option for
program setup and press the Next button;

Uterus Visualization System - InstallShreld Vizard

Setup Type
Seieci the sr\up type to instaS

Please select a

Al pfogwn iei”*ues yri be inst”d. (Reqtwes the most disk space.

OCcgtom
Select whteh progr™n featues you want instated. Rec<xnmended (o
acvarwiKj users.

<fack | Next> Cancel

Fig. 27 Dialog window with the program setup type

6) Then please press the Install button and wait till the program installation completion
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uterus VsuaKzation System - Installshield Wizard

Ready to Inttall the Progiam
The Wjardb ready fo b «” kisfaldtion

Ctck Inal to begin the nst/N™Non
m\gﬂg to reviewoi dwige any of your instaft"Nicn $etting$. cSdt Back: Qlidk Carel to ext
i /<

InUelShiald

<fack Irstaf Cancel

Fig. 28 Dialog window for installation of the program

7) Upon installation completion, a window with the information on successful program installation will
be displayed. To complete the process, please press the Finish button;

Uterus Visualization System * instaiiShield Wizard 1

InstailSh”id Wiz~d Complete

The Irist"held Wizard has successfdfy bstaled Ut«us
Vuuafeatioft System. Cick Finish to exit the wcard

<fack Finish Cancel

Fig. 29 Dialog window ofthe program installation completion

9.5 Logging in the program and patient registration

Upon successful installation of the program an icon will be displayed on the desktop,
please double-click it with a left mouse button to start the program.
1) The language shall be set up during first logging in the system as shown in Figure 30. Plea:

choose language and press OK.
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2) Enter User Name and Password and then press the Login button to log in the program. In order to
Lem * er &e password and not to type it in again when re-launching the program, please choose

Remember password option;

Fig. 31 Dialog window to finish the program installation

A window with the patient database is shown in Figure 32. In order to add a new patient please press the
Add button.
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o inn \p Urh

D ti—awir N BAr MmOt rob» HrmAVin cMA

MMV /9 17 TeyMors! Mibx0

pirice JJ vswr 18 fold*«

v, 2 HTD

E « 1°

Fig. 32 - Window with the patient database

Upon clicking Add button a form with the patient data will be displayed. Lines marked with * are
obligatory for filling in. To save the data entered please press the Save button.

/&mINumb»  »150721115234
LutousVi

R(RM

2015 721 S

ConSALyMa

(2> SV. ~  Cancel

Fig. 33 Dialog window with the procedure for an addition of the patient data

In order to save personal data, please press the Save button.
21 of 53

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



10 Vacuum aspiration procedure

10.1 Preparation to vacuum aspiration procedure

1) Please press the Power button on the front panel of the image processor and the status indicator will

start glowing

2) Please select a patient in the program database (see Figure 34).
0

D  BwnwtKaite Xk Cotfwj' Foan ACM QWD

3 20170i03n2502  333-33 1. 142017

2 2017M08L1I2TW - 222-22 v/ 6»2017

1 20170«8nig46  1tM |1 /1. «H2007
Ct 0 ~ (} Du» 0 Fold»f

Fig. 34 - Dialog window for selection of a patient in the database

Then press Start procedure button to switch to a video channel.
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Functions of the buttons in the window with a video channel:
Camera function is used to receive an image;

Start Video is used to record a video;

Finish is used to stop the video recording;

Full screen is used to display the image on full PC screen;
Original size is used to return to the original size of the image;
Settings option is used to set up photo image and video record;
1.5 is used to display a screen in one and half of its actual size;

10.2 Methods for carrying out vacuum extraction procedure

When carrying out the procedure, at first external genitalia shall be treated as appropriate. The
uterine cervix shall be treated with a disinfectant. Then the uterine cavity length is measured with help

of a uterine probe.

A diameter of a cannula (see Table 5) is selected by a doctor depending on the patient's period
of pregnancy.
Period of oregnancY Cannula diameter
From 5to 7 weeks 5mm
From 7 to 9 weeks 6 mm
From 9 to 12 weeks From 7to 12 mm

Cannula size is also selected depending on the size of the gestational sac, uterus size, and uterine
cervix length. In case the procedure course is slow, the doctor may select a cannula of a larger diameter.

The operation lasts from 2 to 5 minutes and is carried out under local or general anesthesia. The
cannula shall be inserted slowly and horizontally turning it for 180° in each direction, slightly moving it
away from and towards oneself The suction port of the cannula shall be located behind the internal
mouth of the uterus otherwise the vacuum will be lost. The video received with the help of inbuilt
camera of the cannula and transmitted to the software allows controlling the procedure.
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By means of vacuum aspiration system uniform negative pressure ranging from 400 to 500 mm
Hg is created in the cannula, thus allowing easy separation of the gestational sac from uterine walls not
depending on its location. And in this case blood vessels are damaged and bleeding occurs, blood
together with the gestational sac is sucked out ofthe uterine cavity into the collection tank.

Pink frothing in the cannula without tissue and the uterine contractions around the cannula

evidence of the completion of the procedure. Before removing the cannula out of the uterine cavity, it is
necessary to switch off the power supply of the image processor by pressing power ON/OFF button on
the front panel of the image processor.
Actions to be done upon vacuum aspiration:
1) To disconnect and discard the cannula;
2) To close the window with a video;
3) To fill in and print out the report form (see section 10.3);
101 Working with the application
11.1 Personal setup

Please press Personal Setup option in the main program interface to edit information about the current
user

n It User Information Setup

m- Click "detail ”for more Detail

r~ Security Setup

Change Password

Original Password: y j Remember Password
New Password:
Confirm Password:

Save

Press the Save button upon completion ofthe information editing process.

11.2 User information setup
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User Infonmation

N 11 BasicInformation

lo"Neme *  Pxsnord Q005
Nare ahin * Ae ",
Gaolr £Mic # Fade Tdgdore

Detailed Information

Nrindoer 100001
Dyartnert Grecdlagy PronddPhysidary
Rrofession Phvwnai Heler ~
S
Rrnsdn A UserVere ™t
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11.3 Report setup

Please select those points in the Report Setup window to be printed out.
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Fig. 36 Window with report data

Then press the Save button upon completion ofthe editing process.
11.4 Hospital information setup.

Please choose Facility setup option in the main program interface to log in the Flospital information
interface.
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[t«f O Hospital Information

Bi&ic

Depvit&eat

KeediM

Save

Then press Save to save the information entered.
11.5 Working with the database
1) Creating backup copies of the database.

The user can transfer data with help of data management function.

A required option of the drop-down menu shall be selected and then Backup Data button shall be
pressed to create a backup copy of all the patient, user, and hospital information.

Upon completion of the backup copying process, all the existing data will be deleted.

To restore the data, please choose a location for restored data and then press Restore Data button to start
the restoration.

2) Database transfer
Database transfer is necessary when the current database has reached its limits. This action will result in

a transfer of all the images and videos from the current database to the specified folder and the database
will be cleared as a consequence.
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Data Management

CtaMarferrect

Bicki”™ Savepath [. [ Backup lhtfa

Notce 3)

Are you sure to archive the data to the designated folder? The image
data will be cleared from the current database!

YesCY) No (n>
The user can add new data by pressing the Open button
Data Management
Data Man/fffiiQt
Backup Savepath Backup Dau
Open Data » Open

11.6 Searching for the patients

Please select Item option for quick search for the patient. For instance, select Name option in the drop-
down menu. Content field allows carrying out the search by the words entered upon pressing the Search
button.
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11.7 Access to the patient information

If double-click the patient option in the main program interface you can access the patient information.
General inspection: please record the results of the general inspection the patient has already been

subject to.

Dialog window Procedure Status allows recording information on the procedures carried out.
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Dialogue window with the procedure displayed.

11.8 Viewing video and images

In order to view all the images and video done for a definite patient, please double-click the Patient
information option in the main window and then press the Folder button.
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11.9 Quick view of the patient video

In order to quickly view the video, please double-click the option with the patient name in the main
window and then press the View button. Video playback is started with a double-click.

N " _ = —— i

[ DHee Viav Q Fllr ] 1 /1 Xt Ine/fecoiyiNorber O

11.10 Deleting the patient information

Please press Delete in the program interface to delete the information about the selected patient.
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11.11 Uninstalling the application

The program can be uninstalled from the list of the programs installed on PC.

Image Workstation Software
04.09.2018

Ypanutb

You may also enter the folder with the program installed, and double-click uninstall icon.

gUNACEV2.DLL 26,08.20051:50 PacwwupeHne npm... 76 Kb

Uninstall 15.08.20160:16 MpunoxeHue 232 KB'
L Uninstall.1st OnwucaHue ¢paina: Uninstall WinRAR 1KbB
[iI"UnRAR OpraHusayusa: Alexander Roshal be 393 Kb

Then you shall confirm the program uninstallation from PC.

Image Workstation Software e Install Shield Wizard

Do you want to completely remove the selected application and all of
rts features?

Upon completion of all the actions specified a note about successful uninstallation of the program will
be displayed
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IiImage Workstation Software - InstailShield Wizard

Uninstall Complete

InstailShield Wizard has finished uninstalling Image
Workstation Software.

<Back Finish
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11 Information on the device materials
The device materials are given in Table 8
Table 8 - Materials of the device and its components

Device or component and accessory
(under test)

Image processor:

- body

- power button

- AC power cord connector, fuse
drawer cover, a main switch button

- equipotential connection

AC power cord

USB cable
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Materials used during manufacture

Stainless steel Wuxi Daya AISI 304 with applied white powder polymer coating Wuxi
Daya WH1008 manufactured by Wuxi Daya Special Steel Co. Ltd., China

Stainless steel Wuxi Daya AISI 304 manufactured by Wuxi Daya Special Steel Co.
Ltd., China

ABS plastic Fukuang ABS9010 with a black colorant Fukuang BlacklO manufactured
by Fukuang Plastic Technology Co.,Ltd., China

Brass Nickel Plated 08 manufactured by Taizhou Jiaxin Metals Co., Ltd., China
PVC Zhengzhou SPVC 64TS with a black colorant Zhengzhou Black233

manufactured by Zhengzhou San Techchem Co., Ltd., China

PVC Zhengzhou SPVC 60S with a blue colorant Zhengzhou Bluel22 manufactured by
Zhengzhou San Techchem Co., Ltd., China

2019

Nature of contact with the
body

Short-term contact with
intact skin



JSX-T-5 cannula, JSX-T-6 cannula,
JSX-T-7 cannula, JSX-T-8 cannula,
JSX-T-9 cannula, JSX-T-10 cannula:

- Protective head with a light source

- Cannula body

- Cannula handle

Connector for vacuum aspiration
system

- Cable for connection to the
processor

Individual package for all the models
of hysteroscopy cannulas:

Lower part

Upper part
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Polycarbonate Guangzhou Yuemei PC2458, transparent manufactured by Guangzhou
Yuemei Technology Materials Co., Ltd., China

Steel of Shenzhen Kingship SUS316 grade manufactured by Shenzhen Kingship
Machinery & Electronic Co., Ltd., China

ABS plastic Fukuang ABS1104 with a white colorant Fukuang White0O4 and red

colorant Fukuang Red04 manufactured by Fukuang Plastic Technology Co.,Ltd.,
China;

Polyamide Zhangjiagang Huachuang PAG66 with a white colorant Zhangjiagang
Huachuang WhiteOOS manufactured by Zhangjiagang Huachuang Engineering Plastics
Co., Ltd., China

PVC Zhengzhou SPVC 60TS with a white colorant Zhengzhou White44 and black
colorant Zhengzhou Black84 manufactured by Zhengzhou San Techchem Co., Ltd.,
China

Non-woven fabric Tyvek 1073B manufactured by DuPont, USA

Polyester /2 mil polyethylene; manufactured by Beacon Converters, Inc., USA

Short-term contact with an
intact mucous membrane

Short-term contact with
intact skin



12. Package and marking

The medical device is supplied in separate carton boxes for the cannulas and the image

processor.
Complete set of the transportation package for the image processor is as follows:

- Image processor - 1pc

- AC power cord - 1pc

- USB cable - 1pc

- CD with software - 1pc
- Operator’s Manual - 1pc

10 multiple packages are included in the transportation package. Multiple packages include 10
cannulas in individual packages of the same design.
Each item of the supply set is individually packed in a polyethylene bag.
12.1 Marking of the image processor
Marking of the image processor contains the following items:
* Device name;
» Device component;
e Supply voltage and frequency;
* Rated power;
» Electrical safety class;
Including the following symbols and conventional signs:

SN Serial number with the specification of the device serial number;

Manufacture date with the specification of the manufacture date;

Best before (with the specification of the year and month);

o197 CE certification mark with the specification of the notified body number;

WEEE Directive;

BF type applied parts;
A Caution! Refer to the Operator’s Manual,

. Refer to the Operator’s Manual;

Marking of the medical device is shown in Figure 16.
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Device: Supply voltage:

Hysteroscopy system for vacuum 110-240 V o«

aspiration abortion Supply frequency:

Device component: image processor 50/60 Hz -

Electrical safety class: | class Rated power: e
25 VA

N XYG046427029

c0 10.01.2017.
10.01.2022.

CE o7

IlUItChma | . .
No.18.NishangRo”.Uar*Lulfxiustiiaf(® wiH

401120 Yubei District, Chongcjing, Chiiia . -
Nlpy/en”ish.jinsharfxx\com phone:+8423-560<)8099
Figure 16 - Marking ofthe image processor
12.2 Marking of the cannula

Marking of the cannula contains the following items:

- Name of the device component;

- Manufacturer’s name;

- Electrical equipment protection class IPX7;

Including the following symbols and conventional signs:

WEEE Directive;

BF type applied parts;
A Caution! Refer to the Operator’s Manual,

For single use only

Ethylene oxide sterilized

Refer to the Operator’s Manual,

C( 0197 CE certification mark with the specification of the notified body number;

Photographs of the marking of a cannula for vacuum aspiration are given in Figures 18.1 and 18.2
Marking of all the other cannula models is the same.
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Device component: JSX-T-7 cannula

Fig. 18.1 - Photograph of JSX-T-7 cannula marking

M anufacturer:
Chongqing Jinshan Science & Technology (Group) Co., Ltd.,

China

Fig. 18.2- Photograph ofJSX-T-7 cannula marking
12.3 Marking of the individual cannula package

The cannula is supplied in a branded manufacturer’s package protecting it from climatic and
mechanical impacts. Each item of the supply set is individually packed in a polyethylene bag.

Marking of the individual cannula package contains the following items:

- Device name;

- Device component;

- Number of device components;

- The diameter of the tube;

- Electrical equipment protection class IPX7;

- Information on the device sterility;

- Warning “Do not use in case ofthe damaged package”

- Information on non-toxicity and non-pyrogenicity of the medical device;

Including the following symbols and conventional signs:

manufacturer’s name and address);

H .
IJ Information on the manufacturer (with the specification of the
Serial number with the specification of the device serial number;

LOT Lot code;

WEEE Directive;

BF type applied parts;
Caution! Refer to the Operator’s Manual;

For single use only

STB&EO Ethylene oxide sterilized
38 of 53
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Refer to the Operator’s Manual,
c € 0197 CE certification mark with the specification of the notified body number;

W T Manufacture date with the specification of the manufacture date;

Best before (with the specification of the year and month);

Photograph of JSX-T-7 cannula package marking is given in Fig. 17
Marking of all the other cannula models is the same.

Device: IPX7

Uysteroscopy system for vacuum aspiration abortion
- The device ii sunle, do Bbl U>lue Incam ol

Device component: JSX-T-7 cannula I.Waed clage; jWT 0320171 X 03.20«
« Noa-toxic
Number; 1pc _ Chongging Jinshan Scieii«« &7«wclino>ogy (Oraup) Co., W, C|ﬂl;'|"g'\3‘5'31|1-|-'111}|<1?é|515-1|—11‘
iREFIJSX-T-7 AAaB  Csina . . TRt
ll—h di ¢ tube: 7.0 No. 18. Nishang Roati. UingLu Industrial City. AXYOO»74«OMSe
e dlameter of the tube; 7. 401120 Yubsi OistncL Chongping. China WYwm

Fig. 17 - Photograph of JSX-T-7 cannula individual package marking

12.4 Marking of the multiple cannula packages

Marking of the multiple cannula packages contains the following items:
- Device name;

- Device component;

- Number of device components;

- Electrical equipment protection class IPX7;

- Information on the device sterility;

- Warning “Do not use in case ofthe damaged package”

- Information on non-toxicity and non-pyrogenicity of the medical device;
-Number ofthe device components in the package;

- Transportation and storage conditions;

Including the following symbols and conventional signs:

Information on the manufacturer (with the specification of
manufacturer’s name and address);

. ® Serial number with the specification of the device serial number;

LOT Lot code;

WEEE Directive;

BF type applied parts;

A Caution! Refer to the Operator’s Manual,

For single use only
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e 3TBULEEO Ethylene oxide sterilized

QT| Refer to the Operator’s Manual;

CCowr CE certification mark with the specification of the notified body number;

Manufacture date with the specification of the manufacture date;

Best before (with the specification of the year and month);

Photograph ofthe marking for multiple cannula packages is shown in Figure 19.
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Device:
Hysteroscopy system fo

Device component:

1 [ JSX-T-5cannula 1
j ] JSX-T-8cannula j j
Number: 10 pcs

-\]
GLL110 I || 1|J|]HH TN ]
946332 800557

SN XYGD207480S086
16t 613698

~ XYG02074S08024
LOT 613698
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G [ilir WILLL[EENIT)|

r vacuum aspiration abortion

IPX7

. AR .

“The device is sterile, do notto use in

case ofthe damaged package;
-Non-pyrogenic;
- Non-toxic

[ JSX-T-6 cannula SX-T-7 cannula

JSX-T-9 cannula D JSX-T-10 cannula

Chongqing Jinshan Science & Technology IGroup) Co., Lid.

Chijia
No. 18. Nishang Road, Uangloi Industrial City,
4011:~} Yubei D~ rct, Chongping. China

&I 1Y WLl

. e 946332 800557
N will MiTitlf 110
XYG02074808077 N XYG02074808098
LOT 613698 'LOTi613698

6I[1ill WY H1iLin
Il HifiiiBiii

SN~ XYG02074808088
LOT $13698

(R WL LT
946332 800557
HinilHITHTITEBITII

SN XYG02074808035
| TST613698

;SH XYG02074808Q89
[LOT613698 jji

03..2017 03.2019

Transportation and storage conditions:

To keep at air temperature ranging from +10 to
+35°C and relative humidity ofnot more than 80%
and atmosphere pressure ranging from 86.6 KPa to

106.7 KPa
6||I||| I CCHLEE TG TG E e 6000 Wi ipa Lt
946332 * 800557 " 946332 800557
’ Min
XYG02074808016 SN XYG02074808066
U:0fi613698 fij0T613698
i Li-"
eIttt H iy ol e T gie eegeazi e
946332 800557 ” [ " 946332 800557

SN XYG02074808020
S$1613698

Fig. 19 - Marking ofthe multiple cannula packages.



Marking of the transportation cannula package contains the following items:

- Device name;

- Device component;

- Transportation package number;

- Electrical equipment protection class IPX7;
- Information on the device sterility;

- Transportation and storage conditions;

Including the following symbols and conventional signs:

I

A

Ci

0197

Information on the manufacturer (with the
manufacturer’s name and address);

WEEE Directive;

BF type applied parts;

Caution! Refer to the Operator’s Manual,

For single use only

Ethylene oxide sterilized

Refer to the Operator’s Manual;

CE certification mark with the specification of the notified body number;

specification

Manufacture date with the specification of the manufacture date;

Best before (with the specification of the year and month);

2019
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Device:
Hysteroscopy system for vacuum aspiration abortion

Device component:

CH 3SX-T-5 cannula HD JSX-T-6 cannula CD JSX-T-7 cannula

D ssx-T-8 cannula @ 3sX-T-9 cannula @D JSX-T-10 cannula
The device is sterile
Transportation package number: 1of2;

A @ STBtUEO IPX7

Chongging Jinshan Science & Technology (Group) Co., Ltd.., China
No. 18, Nishang Road, LiangLu Industrial City,

- 401120 Yubei District, Chongging, China

I J http://english.jinshangroup.com Phone: +86-23-86098099

W i 03.2017 03.2019

Transportation and storage conditions:

To keep at air temperature ranging from

+10 to +35°C and relative humidity of not
+10 more than 80% and atmosphere pressure

ranging from 86.6 KPa to 106.7 KPa
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Marking of the transportation package for image processor contains the following items.
* Device name;
» Device component;
» Supply voltage and frequency;

Rated power;

Electrical safety class;

Including the following symbols and conventional signs:

SN Serial number with the specification of the device serial number;

Manufacture date with the specification of the manufacture date;

Best before (with the specification of the year and month);

CE certification mark with the specification of the notified body number;
0197

WEEE Directive;

BE type applied parts;

Caution! Refer to the Operator’s Manual,

Refer to the Operator’s Manual,;

Layout for marking of the transportation package for image processor:

Device:
Hysteroscopy system for vacuum aspiration abortion

Device component:
Image processor

Transportation package number: 2 ot 2;

Electrical safety - Class I.

- Image processor - 1pc

- AC power cord - 1pc

- USB cable- 1pc

- CD with software - 1pc
- Operator’s Manual - 1pc

Supply voltage: 110-240 V,
Supply frequency: 50/60 Hz;
Rated power: 25 VA;
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Chongging Jinshan Science & Technology (Group) Co., Ltd.., China
| No. 18, Nishang Road, LiangLu Industrial City,
aaal 401120 Yubei District, Chongqging, China
flIIB H  nhttp://english.jinshangroup.com Phone: +86-23-86098099

SN 1XxYG046427029 jWT  10.01.2017
A +35 C° Transportation conditions:
n/“ To keep at air temperature
| ranging from +10 to +35°C and
+10C_NJ relative humidity of not more 10.01.2022
A than 80% and atmosphere
pressure ranging from 86.6 KPa
to 106.7 KPa

13 Compliance with the Russian Federation standards

GOST 31214-2016. “Medical devices. Requirements for samples and documentation presented
for toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity”.

GOST R 52770-2016. “Medical devices. Safety requirements. Methods of sanitation-chemical
and toxicological tests”.

GOST ISO 10993-1-2011. “Medical devices. Biological evaluation of medical devices. Part 1
Evaluation and testing”.

GOST R ISO 10993-2-2009. “Medical devices. Biological evaluation of medical devices. Part 2.
Animal welfare requirements”.

GOST ISO 10993-5-2011. “Medical devices. Biological evaluation of medical devices. Part 5.
Tests for in vitro cytotoxicity”.

GOST ISO 10993-7-2016. “Medical devices. Evaluation of the biological effects of the medical
devices. Part 7. The residual content of ethylene oxide after sterilization”.

GOST ISO 10993-10-2011. “Medical devices. Biological evaluation of medical devices. Part 10.
Tests for irritation and sensitization”.

GOST ISO 10993-12-2015. “Medical devices. Biological evaluation of medical devices. Part 12.
Sample preparation and reference materials”.

The State Pharmacopoeia of the Russian Federation, XIV Edition. General monograph
1.2.4.0003.15. Sterility.

GOST 31209-2003 “Containers for blood and its components. Requirements for chemical and
biological safety and methods of testing”.

MUK 4.1.742-99 “Inversion voltammetric measurement of zinc, cadmium, lead, and copper ion
concentration in the water”.

GOST 4011-72. Drinking water. Methods for determination of total iron (with Amendments
No. 1,2)

MUK 4.1.3166-14 “Gas chromatography for determination of hexane, heptane, acetaldehyde,
acetone, methyl acetate, ethyl acetate, methanol, isopropanol, acrylonitrile, n-propanol, n-propyl acetate,
butyl acetate, isobutanol, n-butanol, benzene, toluene, ethylbenzene, m-, o- and p-xylenes,
isopropylbenzene, styrene, a-methyl styrene content in the water and water extracts of materials of
various composition”.

1-880-71 “Instructions on sanitary and chemical examination of the devices manufactured from
polymer and other synthetic materials contacting with food products”.

MR 1436-76 “Instructional guidelines on a determination of diphenylol propane and some
phenols in its presence in the course of sanitary and chemical tests of the devices manufactured fi'om
polymer materials contacting with food products”.
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GOST 31866-2012 “Drinking water. Determination of the content of elements by stripping

voltammA”” 31970 2012 “Drinking water. Determination of the element content by atomic

sPe“tro* Mit2(33 ™ 2'-Ood“Maximum allowable quantities of chemicals released from materials m

contact “Gas chromatography determination of dimethyl phthalate dimethyl

terephthalate, diethyl phthalate, dibutyl phthalate, butyl benzyl phthalate, bis(z -ethylhexyl)phthalate and
dioctyl phthalate content in the water and water extracts of various composition =

A MR 1503-76 “Instructional guidelines on a determination of hexamethylenedlamlne content
the water in the course of sanitaiy and chemical tests of polymer materials used m the food and textile

indus AN 50444-92 “Medical instruments, apparatus and equipment. General specifications .
GOST R IEC 60601-1-2010 “Medical electrical equipment. Part 1. General requirements tor

basic devices. Symbols to be used with medical device labels,

labeling, and information to be supplied. Part 1. General requirements”
GOST R IEC 62304-2013 “Medical device software. Software life cycle processes
GOST R ISO/IEC 12119-2000 “Information technology. Software packages. Quality

N

GOST R ISO/IEC 9126-93 “Information technology. Software product evaluation. Quality

characteristics and guidelines for their use . i
GOST R ISO 9127-94 “Information processing systems. User documentation and cove
information for consumer software packages” ”
GOST 28195-89 “Quality control of software systems. General prlnC|pIes .
GOST R 51188-98 “Information security. Software testing for the presence of computer viruses.

Thesairrnrn A 60601-2-18-2014 *“Medical electrical equipment. Part® 2-18. Particular
requirements for the basic safety and essential performance of endoscopic equipment
GOST R 53469-2009 “Optics and optical instruments. Medical endoscopes and endotherapy

devices. Part 1. General requirements” j
GOST 26332-84 “Medical endoscopes. Marking, packing, transportatlon and storage

GOST R 55037-2012 “Optics and optical instruments. Medical endoscopes and endotherapy

devices. Particular requirements. Test methods” AN
GOST R IEC 60601-1-2-2014 “Medical electrical equipment. Part 1-2. General requirements lor

basic safety and essential performance. Collateral standard. Electromagnetic compatibility.

Requirements and tests” I- *o-r n
GOST 1SO 11607-1-2018 “Packaging for medical devices subject to tmal sterilization, ran i.

Requirements for materials, sterilization barrier systems and packaging systems .

»

14 Control measures according to the Russian Federation standards

GOST 31214-2016. “Medical devices. Requirements for samples and documentation presented
for toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity .

GOST R 52770-2016. “Medical devices. Safety requirements. Methods of sanitation- chemlcal
and toxwoloq_lcal tests” - 1y i

GOST 1SO 10993-1-2011. “Medical devices. Biological evaluation ot medical devices, ran i.

Evaluation and testing” J- 0
GOST R 1SO 10993-2-2009. “Medical devices. Biological evaluation oI medlcal devwes ran z.

Animal welfare requirements”. u”®
GOST ISO 10993-5-2011. “Medical devices. Biological evaluation or medical deV|ces ran j.

Tests for in vitro cytotoxicity”.
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GOST ISO 10993-7-2016. “Medical devices. Evaluation of the biological effects of the medical
devices. Part 7. The residual content of ethylene oxide after sterilization”.

GOST ISO 10993-10-2011. “Medical devices. Biological evaluation of medical devices. Part 10.
Tests for irritation and sensitization”.

GOST ISO 10993-12-2015. “Medical devices. Biological evaluation of medical devices. Part 12.
Sample preparation and reference materials”.

The State Pharmacopoeia of the Russian Federation, XIV Edition. General monograph
1.2.4.0003.15. Sterility.

GOST 31209-2003 “Containers for blood and its components. Requirements for chemical and
biological safety and methods of testing”.

MUK 4.1.742-99 “Inversion voltammetric measurement of zinc, cadmium, lead, and copper ion
concentration in the water”.

GOST 4011-72. Drinking water. Methods for determination of total iron (with Amendments
No. 1,2)

MUK 4.1.3166-14 “Gas chromatography for determination of hexane, heptane, acetaldehyde,
acetone, methyl acetate, ethyl acetate, methanol, isopropanol, acrylonitrile, n-propanol, n-propyl acetate,
butyl acetate, isobutanol, n-butanol, benzene, toluene, ethylbenzene, m-, o- and p-xylenes,
isopropylbenzene, styrene, a-methyl styrene content in the water and water extracts of materials of
various composition”.

1-880-71 “Instructions on sanitary and chemical examination of the devices manufactured from
polymer and other synthetic materials contacting with food products”.

MR 1436-76 “Instructional guidelines on a determination of diphenylol propane and some
phenols in its presence in the course of sanitary and chemical tests of the devices manufactured from
polymer materials contacting with food products”.

GOST 31866-2012 “Drinking water. Determination of the content of elements by stripping
voltammetry method”.

GOST 31870-2012 *“Drinking water. Determination of the element content by atomic
spectrometry (as amended)”.

GN 2.3.3.972-00 “Maximum allowable quantities of chemicals released from materials in
contact with food”.

MUK 4.1.3169-14 *“Gas chromatography determination of dimethyl phthalate, dimethyl
terephthalate, diethyl phthalate, dibutyl phthalate, butyl benzyl phthalate, bis(2-ethylhexyl)phthalate and
dioctyl phthalate content in the water and water extracts of various composition”.

MR 1503-76 “Instructional guidelines on a determination of hexamethylenediamine content in
the water in the course of sanitary and chemical tests of polymer materials used in the food and textile
industry”.

GOST R 50444-92 “Medical instruments, apparatus and equipment. General specifications”.

GOST R IEC 60601-1-2010 “Medical electrical equipment. Part 1. General requirements for
basic safety and essential performance”.

GOST R ISO 15223-1-2014 “Medical devices. Symbols to be used with medical device labels,
labeling, and information to be supplied. Part 1. General requirements”

GOST R IEC 62304-2013 “Medical device software. Software life cycle processes”

GOST R ISO/IEC 12119-2000 “Information technology. Software packages. Quality
requirements and testing”;

GOST R ISO/IEC 9126-93 “Information technology. Software product evaluation. Quality
characteristics and guidelines for their use”

GOST R ISO 9127-94 “Information processing systems. User documentation and cover
information for consumer software packages”

GOST 28195-89 “Quality control of software systems. General principles”.

GOST R 51188-98 “Information security. Software testing for the presence of computer viruses.
The sample manual”

GOST R IEC 60601-2-18-2014 *“Medical electrical equipment. Part 2-18. Particular
requirements for the basic safety and essential performance of endoscopic equipment”
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GOST R 53469-2009 “Optics and optical instruments. Medical endoscopes and endotherapy
devices. Parti. General requirements”

GOST 26332-84 “Medical endoscopes. Marking, packing, transportation and storage

GOST R 55037-2012 “Optics and optical instruments. Medical endoscopes and endotherapy

devices ~cdar~reqmre “Medical electrical equipment. Part 1-2. General requirements for
basic safety and essential performance. Collateral standard. Electromagnetic compatibility.

RAquir*rQQSj ISO 11607-1-2018 “Packaging for medical devices subject to final sterilization. Part 1.
Requirements for materials, sterilization barrier systems and packaging systems”.

15 Transportation, storage, operation

The medical device can be transported by all the transport means in covered vehicles in
accordance with the shipping rules valid for these transport means under the following conditions.
Transportation conditions: air temperature ranging from +10to +35 L,

relative humidity of not more than 80/o;
atmosphere pressure ranging from 86.6 KPa to 106.7 KPa,

Operating and storage conditions for the medical device:
Storage conditions: air temperature ranging from +10 to +35°C;
relative humidity of not more than 80%;
atmosphere pressure ranging from 86.6 KPato 106.7 KPa;

Operating conditions for the air temperature ranging from +10 to +35°C;
device (with exception of an relative humidity of not more than 80%;

optical part of the cannula): atmosphere pressure ranging from 86.6 KPato 106.7 KPa;
Operating conditions for an air temperature ranging from +10 to +35°C;
optical part of the cannula: relative humidity of not more than 80%;

atmosphere pressure ranging from 86.6 KPato 106.7 KPa;

16 Information on sterility and device cleaning

16.1 Sterility of the cannula .

The cannula is supplied sterile. Sterilization with ethylene oxide is carried out in accordance
with GOST ISO 11135-2012. Guaranteed sterility level is 10 The cannula is for single use only, re-

sterilization and re-use is forbidden.

16.2 Cleaning rn

In order to clean the image processor, AC power cord, and USB cable, do the iollowmg.
- use dry gauze or the other cloth to remove slight dirt accumulations.

- use gauze and neutral cleaning agent to remove severe dirt accumulations.

Cleaning of the image processor not complying with the specified recommendations may lead to
water ingress in electronic components of the device and its damage.

16.3 Disinfection
The surface of the image processor, AC power cord, and USB cable may be cleaned with some

alcohol (ethyl alcohol of not less than 70%).

17 Information on repair and maintenance of the medical device
17.1 Information on the medical device repair
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Repair, replacement of the medical device and its components shall be carried out only by the
manufacturer’s authorized personnel. In case of the device failure, please contact the manufacturer using
the following details:

Chongging Jinshan Science & Technology (Group) Co., Ltd., China

Address: No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District, Chongqing,
China

Phone: +86-23-86098099;

E-mail: international®)inshangroup.com;

17.2 Information on the medical device maintenance
17.2.1 Periodic checks

It is recommended to check the medical device function:

- every 3 months;

- every 6 months and in case the device has not been operated for 6 months, it is necessary to
check the main functions ofthe device with a cannula connected to the image processor;

- annually;

The medical device function shall be checked only by the manufacturer’s authorized persormel.
The annual check shall include the device integrity, grounding, electronic component, and device
function inspection.

To carry out periodic check, repair, and replacement of the medical device, please contact the
manufacturer:

Chongging Jinshan Science & Technology (Group) Co., Ltd., China

Address: No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District, Chongqing,
China

Phone: +86-23-86098099;

E-mail: intemational@ jinshangroup.com;

17.2.2 Replacement of the fuses
Please contact the manufacturer to have fuses replaced.
18 Information on disposal

Disposal of the medical device shall be carried out in accordance with the Sanitary Rules and
Regulations on class B wastes (epidemiologically hazardous wastes) SanPiN 2.1.7.2790-10. After
application of the instrumental decontamination methods with the use of physical methods and changing
appearance of the wastes excluding the possibility of their re-use, class B wastes can be accumulated,
temporarily stored, transported, disposed and dumped together with class A wastes (epidemiologically
safe wastes similar to solid household wastes in their composition). Package of the decontaminated class
B medical wastes shall have marking proving their decontamination.

19. Guarantees

This guarantee provided by manufacturer Chongging Jinshan Science & Technology (Group)
Co., Ltd. covers the medical device “Hysteroscopy system for vacuum aspiration abortion” as to its
repair, replacement or replacement of its components. A faulty device shall be returned to the
manufacturer or its authorized distributor within the specified service life of the device. This guarantee
shall not cover the device or its components in case they have been repaired by the persons other than
the manufacturer’s authorized personnel and if such repair could impact the device stability, safety and
lead to its improper use or an accident.
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This guarantee shall not be transferred to and shall not cover the original purchaser of this
medical devfce Chongging Jinshan Science & Technology (Group) Co., Ltd. disclaims all
responsibilities connected with the product sale and any other indirect violations of law or consequential

losses.

Self-life ofthe image processor is 5 years;
Self-life of the cannulas is 2 years;

Manufacturer: Chongqing Jinshan Science & Technology (Group) Co., Ltd..,

Address: No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei
District, Chongging, China
Phone: +86-23-86098099
E-mail: intemational@jinshangroup.com
The authorized representative of the
manufacturer at the territory ofthe BW Company, LLC
Russian Federation: .
Address: 129085, Moscow, 101 Mira Avenue, bid. 1, premise 1/
Phone: +7(499)281-67-68
E-mail: info@beawire.com

20. Information on the electromagnetic compatibility of the hysteroscopy system for vacuum
abortion according to GOST R IEC 60601-1-2-2014

Table 1- Electromagnetic Compatibility
Guidance and manufacturer’s declaration - electrom agnetic emission

The hysteroscopy system for vacuum abortion * is intended for use m the electromagnetic environment de
below™ The buyer or user of the hysteroscopy system for vacuum-aspiration abortion should ensure that the
working environment complies with these characteristics.

* Further m the text - nvsteroscopy sysic

Radiation test Compatibilitv 1
i
Radio interference by CISPR 11 Group 1 J
buildings directly connected to the
bution network that feeds residential
Radio interference by CISPR 11 Class A

Harmonic radiation

IEC 61000-3-2

Voltage / Radiation Fluctuations
IEC 61000-3-3

Not applicable

Not applicable

Table 2 - Guidance and Manufacturer's Declaration - Immunity

Guidance and M anufacturer’s Declaration - Immunity
The hysteroscopy system is intended for use in the electromagnetic environment defined below, -~e customer or
the user of the hysteroscopy system must ensure that the working environment complies with these]
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characteristics.

Noise immunity test

Electrostatic discharge
(ESD) according to
1IEC 61000-4-2

Nanosecond pulse
interference according
to IEC 61000-4-4

High energy
microsecond pulse
interference according
to IEC 61000-4-5

Dips, interruptions
and voltage changes in
the input power
supply lines according
to IEC 61000-4-11

M agnetic field of
industrial frequency
according to IEC
61000-4-8

Test level according to

IEC 60601

+6 kV contact discharge
+8 kV air discharge

+2 kV - for power lines
+1 kV -

lines

+1 kV - when applying
interference under the
"wire-to-wire”™ scheme
+ 2 kV

to-ground interference

-in case of wire-

<5% Ut

(voltage dip >95 % U t)
within 0,5 period

40% Ut

(voltage dip 60 % Ut)
during 5 periods

70% Ut

(voltage dip 30 % U vt)
during 25 periods
<5% Ut

(voltage dip > 95% U t)

during 5 seconds

3 A/m

for input/ output

Compliance Level

+6 kV contact discharge

i8 kV air discharge

+2 kV - for power lines
+1 kV - for input/ output

lines

+1 kV -when applying
interference under the

"wire-to-wire"™ scheme

¢2 kV -in case ofwire-to-

ground interference

< 5% Ut

(voltage dip >95 % Ut)
within 0,5 period

40% Ut

(voltage dip 60 % U t)
during 5 periods

70% Ut

(voltage dip 30 % U t)
during 25 periods

< 5% Ut

(voltage dip > 95% U )

during 5 seconds

3 A/m

Electromagnetic environment -
instructions
of the room must be

The floors

made of wood, concrete or ceramic
If the floors are covered with

the

tiles.

synthetic material, relative
humidity of the air should be at least
30% .

The quality of the electrical network
must comply with the requirements
for electrical networks of medical
institutions.

The quality of electrical energy in
the electrical network of a building
must meet the typical conditions of
a commercial or hospital
environment.

The quality of electrical energy in
the electrical network of a building
must meet the typical conditions of
a commercial or hospital
environment.
user of the

If the hysteroscopy

system needs continuous operation
in the conditions of mains voltage
interruptions, it is recommended to
provide power to the hysteroscopy
system from the battery or
uninterruptible power suppiv-

The

industrial

levels of the magnetic field of

frequency should be

jrovided in accordance with the

typical conditions of a commercial

or hospital environment.

[Note: Utvoltage level ofthe electrical network until the moment ofapplication ofthe test exposure

Table 4 - Guidance and Manufactureras Declaration - Immunity
Guidance and manufacturer's declaration >protection against electromagnetic fields

The hysteroscopy system

is intended for use in the electromagnetic environment defined below. The customer

or the user of the hysteroscopy system must ensure that the working environmentcomplies with these

characteristics.

Noise immunity test

Test level
according to IEC
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60601

Conductive interference 3 V (root mean 3V (root mean Portable and mobile radio eqUI-pm e.nt should
be used no closer than a certain distance to
induced by radio square value) square value)
any part of the hysteroscopy system,
frequency 150 kHz-80 MHz

including cables. This distance is calculated
electromagnetic fields

using the equation applicable to the
according to IEC

transm itter frequency.
61000-4-6 3
Recommended distance:
d= 12\p
R adiated radio 3 V/m in the strip 3V/im d= 12VP (from 80 MHzto 800 MHZz);
. from d=2,3Vp (from 800 MHzto 2,5 GHZz),
requency . ) i
lect tic field 80 MHzto 2.5 where P is the maximum transmitter output
electromagnetic fie :
di to IEC GHz power in watts (W) according to the
according to
61000-4-3 manufacturer, and d is the recommended

distance in meters (m). The electric field
strength from stationary radio transm itters, as
determined by the survey of the
electromagnetic section, must be less than
the level of compliance in each frequency
range. There may be interference in the
vicinity of equipment marked with the

following symbol.

The field strength during propagation of
radio waves from stationary radio
transmitters, according to the results of
observations of the electromagnetic
environment a), should be lower than the
level of compliance in each frequency band
bv

a) The field strength in propagation of radio waves from stationary radio transmitters such “ n
teleohone networks (cellular / wireless) and land mobile radio stations, amateur radio stations, AM and FM broadcas
ttIrtitters IXvision transmitters, cannot be determined by calculation with sufficient accuracy. To do this, pract.ca
measurements of field strength must be made. If the measured values at the location of the

more than the applicable levels of compliance, then the operation of the hysteroscopy system should be monltored to
verify its normal operation. If in the process of observation a deviation from normal functioning is detected, t
additional measures should be taken, such as reorienting or moving the hysteroscopy pstem.

b) Outside the frequency range from 150 kHz to 80 MHz, field strengths of less than 1V / m should be ensured.

Notes:

1 At 80 and 800 MHz, a higher field strength value is used. N

2. These expressions are not applicable in all cases. Electromagnetic propagation is affected by absorption or reflection
from structures, objects and people.

Table 6 - Recommended spacing values between portable and mobile radio frequency communications and
model 006

Recommended values of the separation distance between portable and mobile radio frequency
communications and hysteroscopy system

The hysteroscopy system is intended for use in an electromagnetic environment m which emitted
interference levels are monitored. The customer or the user of the hysteroscopy system can avoid the
effects of electromagnetic interference by providing minimal spatial separation between portable and
mobile radio frequency communications (transmitters) and the hysteroscopy system, as recommended

below, given the maximum output power of the communications.
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ir?2-' . m idiiiR on the ofthe transmitter.
r.” -«mum

i = 1.2Vp in the frequency
- -jfput =1.2 # in the strip from d = 2.3VP in the 800

150 kHz to 80 M Hz ?raonn(: 80 to 800 M H z MHz to 2.5 GHz band
0.12 0.12 0.23

0.38 0.38 0.73

1,2 1.2 2.3

3.8 3.8 7.3

12 12

23

frequencies of 80 and 800 Milz, a higher field strength value is used.

TTiesc expressions are not applicable in all cases. Electromagnetic propagation is affected by
j5?sofption or refiection from structures, objects and people.

%W hen dclennining the recommended values of the spatial separation d for transmitters with a rated

[maximum output power not specified in the table, the nominal maximum output power P in watts

~specified in tlic documentation of the transmitter manufacturer is substituted into the above expressions.
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PyKOBO/JCTBO NO 3KCMayaTaLum

CucTtema rmcTepockon N BaKyyM-acnupawoHHOro
npe MEHMNoCTU

Chongging JinshSI7Sfithj-~gS”~echnology (Group) Co., Lid.
(«HyHumMH Li3mHbwaHb Caiinc & TekHonomkH (MFpyn) Ko., /1Ta.»), Kutai

2019
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1. OCHOBHbI€e CBeAeHNA 0 MeANLMHCKOM N3aennmn
HavmeHoBaHVMe MeAUUMHCKOrO u3genns m " Cuctema rUcTepockonmyeckas [N BaKyyMm-
acnupaymnoHHOro npepbiBaHNA 6epeMeHHOCTU" (fanee - n3genue).

MpounsBognTens: Chongging Jinshan Science & Technology (Group) Co., Ltd.
(«HyHumMH LsnHbwaHb CaitHe & TekHonomxu (Tpyn) Ko., ITa.»), Kutaii

Appec npoussoanTens:  No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District,
Chongging, China

TeneoH: +86-23-86098099

MecTo Npon3BOACTBA: Chongging Rnshan Science & Technology (Group) Co., Ltd. («YyHumH
Li3anHbwaHb CaliHe & TekHonogku (Tpyn) Ko., 1T4.»), Knutaii
No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District,
Chongging, China

PaspaboTka, NpoOM3BOACTBO W MNpojaxa MW3genns cooTBeTcTByeT TpeboBaHuam ISO  13485.
HotunguymposaHHbii oprad: TUV Rheinland LGA Products GmbH.

N3penve nveet mapkuposky CE. HoTuduumuposaHHblit opraH:  TUV  Rheinland LGA  Products
GmbH.

O6Lepoccuincknini KnaccugpumkaTop NpoayKLMy Nno BuaamMm 3KOHOMUYECKOW
peatenbHocTn (OK 034-2014): 32.50.50.190

Knacc B 3aBMCMMOCTM OT CTEMEHWN MOTEHLMANbHOTO0 pUCKa NPUMEHEHNS B
MeANLUHCKNX Lenax B COOTBETCTBMU c HOMEHKNaTypPHbIM
KnacCcM@uKaTtopom MeAUUNHCKUX W3AeNniA, YTBEPXAEHHbIM MPUKa30M
MwuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin depepaumm ot 06 MIOHA
2012 r. Ne4H: 2a

Knaccuukauma wv3genMsas B COOTBETCTBMU C  HOMEHKNATYPHbIM
KnaccuumkaTtopoM MeLULMHCKUX U3[eNni, YTBEPXAEHHbIM MPUKa3oM
MuHucTepcTBa 34paBooxpaHeHus Poccuiickoli ®efepaunn oT 06 UIOHA
2012 r. Ne4H: 284910

Bupg KOHTaKTa ¢ opraHM3mMom:

* Bugeonpoueccop, Kabenb nutaHus, Kabenb-USB - KpaTKOBPEMEHHbI KOHTAKT C HEMOBPEXAEHHO
KOXeiA.

« KaHtona KaHtona JSX-T-5, kaHtona JSX-T-6, kaHtona 38X-T-7, KaHtonsd 18X-T-8, kaHtona 38X-T-9,
KaHtona 38X-T-10 - KpaTKOBPEMEHHbI KOHTAKT C HEMOBPEXAEHHOW CAN3MCTON 060104KOI;

YCNnoBus NPUMEHeHUs: NeYe6HO-NPOPUNAKTUYECKUE YUPEXEHMS.
MoTeHUManbHbIMW MOTPEBUTENSMU ABNSIOTCS MaLMEHTKU, KOTOpPbIM Heob6XoAuMMa mnpoleaypa

BaKYyMHOW acnupauun. M3genve foMKHO NPUMEHATbCA BpayaMu, MpolleflwiMyi COOTBETCTBYHOLLYHO
MOAroTOBKY M 06M1agaTh 6a30BbIMU 3HaHWAMMW B 06/1acTV 3HAOCKONNUW, (PU3NONOTAN N NATONOT U,
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2. Ha3zHaueHune

N3penve npefgHasHavyeHo A/18 TpaHCLEPBUKabHOW acnupauumy nosocT MaTku npu COBMeCTHOM
NCNO/Ib30BaHUWN CO CTOPOHHEW BaKyyMHOMR-acnupaLMoOHHON CUCTEMON AN5 NpepbliBaHNs 6epeMeHHOCTH.

3. MNMonHoe HauMeHoBaHWe n3genus

CucTema rmcTepocKonmyeckas Ana Bakyym-acnmpayoHHOro npepbiBaHUs 6epeMEHHOCTH,

B COCTaBe:
- Bugeonpoueccop - 1wt
- Kabenb nutaHms - 1wrt.;
- Kabenb n3B - 1wr,;
- KaHtong 18X-T-5 (npn HeobxoanmocTun) - He 6onee 100 wr.;
- KaHtona 18X-T-6 (npu HeobxognmocTn) - He 6onee 100 wr.;
- KaHtonga 18X-T-7 (npu HeobxogumocTn) - He 6onee 100 wrT.;
- KaHtona 18X-T-8 (npu HeobxoanmocTu) - He 60nee 100 wrT.;
- KaHtonsa 18X-T-9 (npu HeobxogumocTn) - He 6onee 100 wr.;
- KaHtonsa T8X-T-10 (npn HeobxoAnMMocTH) - He 6onee 100 wT.;
- KomnakT-gnck ¢ nporpaMMHbIM obecrnevyeHnem - 1 wr.;
- PykoBoacTBO No akcnayataymm —1 wr.

4, MpUHUMN AeNCTBUS MEAULMHCKOTO U3enms

3BneyeHnn nnoga nNpouM3BOAMTCA C MOMOLLbI CMeuuanbHO/ KaHiMW, B KOTOPYK BCTPOeHa
Kamepa CO CBETOAMOLOM, KOTOpas NMO3BOASIeT KOHTPO/NMPOBAaTb XOA Mpoueaypbl. Buaeonpoueccop, K
KOTOPOMY MOAKNOUAeTCs KaHons, obpabaTbiBaeT NonyyYeHHble (OTO UM BuAeo3anuch. MporpammHoe
obecneyeHne, ycTaHaBNMBaeMOe Ha KOMMbHOTEp MOMb30BaTeNs, NO3BOMSAET cO3f4aBaTb 6a3y [AaHHbIX
nayMeHTOB, 3aMncbiBas pe3ynbTaTbl NPOBEAEHHO NpoLeaypbl.

Onepauus No M3BNEYEHUIO MI0AA AANUTCA OT 2-X A0 5-T MUHYT M MPOBOAWUTCS NPUW IOKaNbHOM

WA NONHOW aHecTesn. . .
M3penve ncnonb3yeTca COBMECTHO C BaKyyMHO-acCnnpaLioHHOI CUCTEMOA, KoTopas NoKynaeTca

OTAENbHO U NpejHasHayeHa AN co34aHnUA PaBHOMEPHOTO OTPMLATe/IbHOrO aB/ieHUs B KaHoNe OT 4un
[0 500 mm pT. CT.

+[lop KaHoNeil NOHUMAKTCA BCe BapuaHTbl MCNONHEHUS: KaHtona 18X-T-5, kaHions J8X-T-6, KaHONA
18X-T-7, kaHtonsa JSX-T-8, KaHtons J8X-T-9, KaHtona J8X-T-10;
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5. BHeLIHWI BUA, KOHCTPYKLUNS U3AeNNSt U Ha3HAYeHWe ero 3/1EMeHTOB

5.1 BHewWHWiA BUA MeAULMHCKOrO U3AeNNs 1 ero a/IeMeHTOB

B Ta6nuue 1npvBeeH BHEWHWIA BU U3AENUS 1 €r0 COCTaBHbIX 3/1EMEHTOB.
Tabnuua 1- BHeWHWIA BUA N3AENUS 1 eT0 3/1EMEHTOB

HavmeHoBaHue M306paxkeHune
KaHtona

%

Puc.1l - o6WuMiA BUA KaHKONN
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Puc.3 - nsobpaxeHune aneMeHTOB
KaHI0/IN: BCACbIBAKOLLEro nopTa,
3alWMTHOWN FOIOBKM C MCTOUYHUKOM
cBeTa u pasvema 8P8C

Puc.2 - nsobpaxeHue pasbema ans
BaKyYMHO-acnupawunoHHON cUCTeMbI

Puc.4 - n3obpaxeHue nepegHeit yactu sugeonpoteccopa’

Puc. 5 - n3obpaxeHne BepXHei YacTu Bugeonpoweccopa_

»H

T

Punc.6 -n3obpaxxeHune 3afHeli YacTn BUAe0NpoLEeccop
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Puc.7 - n3obpaxeHne sugeonpoLeccopa, BUA cnesa

Puc.8 - n3obpaxeHune BuaeonpoLeccopa, BUf cnpasa
- - 4, A

Puc.9 - nsobpaxeHune BugeonpoLleccopa, B CHA3Y
Kabenb n3B

Puc. 10 - kabenb n3B
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Kabenb nutaHus

Puc. 11 - kabenb NnuUTaHus

5.2 KOHCTpYyKUMA N34enna N HasHavYeHme ero 3/IEMeHTOB
[Ansa Bcex Mojesniell KaHt/Ib Ha3HauYeHWe Y KOHCTPYKLMSA O4UHAKOBbI.
Ha pucyHke 12 npuBefieHO CXeMaTNyeckoe N306paXKeHne KaHm

PUCYHOK 1N - cxemaTuyeckue usoupa/cnimlv

1- pasbem 8P8C; 2 - pasbem A4 BaKyyMHO-acnmpaLnoHHOW cuctemsl; 3 “
JaHHbIX; 4 - py4yKa KaHtonn; 5- MeTannuyeckas Tpy6ka; 6 - BcacbiBaloWwmii NopT, 7 3aliUTHasA
ro/loBKa C ICTOYHUKOM CBETA, /IMH3aMW U BCTPOEHHOW KaMepoii,

Ha3HayeHVe 3/1eMeHTOB KaHoM NpuBeAeHo B Tabnuue 2

Tabnuua 2 - HazHauyeHue aneme 3TOB KaHKO/IN

KaHIoNU HasHaueHune
MpeAHasHayeH ANA COeANHEHUA KAaHIOMW C BUAEONpPOL,Eeccopom
1) Pasbem 8P8C PeA A A AcorpoLieccop
¥ nenefayn curHana ¢ Kamepbl KaHION K BULEOMPOLLECCOPY-------------
MpeaHa3HayeH AN COeANHEHNA KAHKIN C COBMECTUMOM BaKyyMHO-
2) Pa3bem gns BaKyyMHO- Pea f" A . yy
AMTIMUATTUOYHON CUCTEMBb acnmpaymoHHomn cuctemon
3) Ka6enb 4ns nepegaun MpegHa3HayeH 414 nepefayvn cUrHana ¢ KaMepbl KaHIn K
BUeonpoweccopy
MpefHasHayeH A HanpaBNeHHOro BBEAEHUSA KaHIONN B MOJIOC1b
4) PyukKa KaHo/m PEA A P A

5) MeTannmueckas Tpy6Ka mMaTku. Ha Kkopnyc HaHeceHa pa3meTka, 0603HavawoLwas rnyouHy
BBeAEHWS KaHtoAM. -

6) BcacbiBatolil il nopT MpeaHa3HayeH ANs U3BNeYeHUS Nao4a U3 NONOCTU MaTKK C
MOMOLLbIO PaBHOMEPHOI0 OTPULLATENILHOTO AaBNeHNs, CO34aBaemMoro
BaKyyYMHOI CUCTEMOW acnupauumn. e

7) 3awWUTHaR ronoBKa c MpegHa3HaveHa ANA BU3yanusaLui npoLeaypbl
NCTOYHMKOM cBeTa, MMH3amy  TPAHCLEPBIKabHOM acnypaLmi NoaocTi MaTkn ¢ MOMOLL b0
1 BCTOOEHHOW Kamepoi BCTPOEHHOro CBETOAMOA4A U KaMepbl.  =emeemememeee -
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Puc. 13 - cxemaTnyeckoe n3obpaxeHue Bmgeonpoueccopa
1 - wHAWKaTOp nNWUTaHUA; 2 - WHOMKATOP COCTOAHMA; 3 - TMOPT MOAK/MOYEHUS KaHIU K
BMAeonpoLeccopy; 4 - KHONKa NUTaHus; 5 - rHe3fo Kabensd nutaHus; 6 - OTCek npefoxpaHutens; 7 -
KHOMKa BK/IIOYEHUA/BBIKNOYEHUSA NUTaHUA; 8 * MapKMpoBKa Bugeonpoueccopa; 9 - nopt K8232; 10 -
nopt n8B; 11 - 3KBUNOTEHUMNANbHbIV pa3beM;

Ha3HauyeHne 31eMeHTOB BMEONPOLEeccopa NpUBeaeHo B Tabnuue 3.

HanmeHoBaHMe Ha3HaueHue

1) 'HAMKaTOp NUTaHUs lMokasbiBaeT HanMyme NOAKMOYEHNS BULEONPOLLeCccopa K
3NEeKTPOCETH.
3eNeHbIi uBeT - BUAEONpPOLEecCcop NOAK/MOYEH;

2) 'HAmMKaTop cocTosiHMA MoKa3blBaeT HauuMe NOAKIYEHNS KaHIONN K BUAEOMNPOLIECCOpY.
3eneHblii UBeT —KaHNSA NOLAKNIOYEHa;

3) MopT nogktoUeHns MpefHa3HayeH AN COeMHEHUS KaHIOM 1 BUAEONpOoLLeccopa;

KaHK N K BUAeonpoLeccopy

4) KHomMKa nutaHus MpegHasHayveHa 419 BKNOYEHUA WU BbIKNHOYEHNA
BUAeoNpoLeccopa;

5) MHe3f0 Kabens nuTaHNus MpefHasHayeHo AN19 NOAKNOYEHNA Kabens nuTaHus

6) OTCcek npefoxpaHuTens MpeagHasHayeH ANns 3aMeHbl NPeAoXpaHuTeNeld Buaeonpoleccopa

7) O6WKnii BbIKOYATENb KHOMKa Ans py4HOro BK/KOUYEHUS UMW BbIK/OUYEHWUS NUTAHUS

nuTaHus BMAeonpoLeccopa

8) MapKupoBKa OTobpaxaeT HavMeHOBaHWe MOV BUAEONpPoLeccopa, AnanasoH

BUAEONpoLeccopa paboumx HanpsKeHW, YacToTy, crnelnanbHbie CUMBO/Ib
MapKMPOBKU, CBEAEHNS 0 NPOU3BOANTENE U €r0 YNONHOMOYEHHOM
npeacrasuTene
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MopTbl 4NA NOAKAOYEHNA BUOEONPOLECCOPA K KOMMObIOTE
9) nopt RS232 PTbl A4N5 NOA fieonpolieccop py
NMNoNb30BaTeENA

11) 3KBVII'IOT€HLI,VI8J'II>HI:IVI Ecnu K nayneHTy I'IOUAK!'II-O‘-IeHO HECKOJIbKO aKTUBHbIX U34eNNA,
IKBUNOTEHUMNaNbHbIN pa3beM MpegHasHa4yeH A4 BblpaBHUBaHUA UX

pasbem

HasHaueHne Kabens nutaHua, kKabena 088, KomnakT-gucka € MporpaMMHbIM 06ecrneyeHUeM.
MpepoxpaHuTeneil NnpuBeaeHo B Tabnuue 4

Ha pucyHke 14 npuBefleHO cxeMaTuyeckoe nsobpaxeHue kabensa 1188

Puc. 14 - cxemaTuyeckoe nsobpaxeHune kabens n8B

Kabenb 088 3,0 npegHasHayeH [ANA COeAMHEHMA BuAeonpoueccopa C
WH(opMaumn Mexnay Humu. poussoanTens noctaenseT kabenb 08B 3.0, KOTOPbIA COBMECTUM

pasvemom [N Kabena n3B 2.0 Y Bugeonpoueccopa. K-MMNT.H0Tena
Pasvembl H3B 3.0 nogknwoyatoTca K nopty u3B Bugeonpoueccopa v nopry P
nonbL3oBaTens.

Ha pucyHke 15 npuBeeHO CXeMaTMUYeCKoe N306paxkeHne Kabens nuTaHms

3C DD

Pa3beM CO CTOPOHHI

BUAeonpoueccopa
PO3ETKM CETU NUTAHMUA

Puc. 15- cxematmyeckoe n3obpaxeHue kabens nutaHus

Kabenb nuTaHWs npegHasHayeH [1s MOAK/IOYEHMS K BUAEONMpPOLECCOPY U 06GecrneyeHue ero
3NEKTPONMUTAHMUEM.

Ha pucyHke 16 npuBeAeHO M300paXKeHWe npeaoxpaHnuTenel

Kopnyc npegoxpaHutens

TOKONPOBOAALWMMA 3NEMEHT
Puc. 16 - nsobpaxeHume npegoxpaHuTenei

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



MpefoxpaHUTeNn npefHasHayeHbl 415 3aWMUTbl BUAEONpPOLeccopa OT HeAOMYCTUMbIX TOKOB HarpysKu
WA TOKOB KOPOTKOTO 3amblkaHus. [ocTaBNAOTCA B 0TCEKe NpefoXpaHUTENeH BrAeonpoLeccopa.

KoMnakT-gucK ¢ nporpaMMHbIM o6ecrneyeHrem npegHasHavyeH s ycTaHOBKU NporpaMmbl A5 Co3faHuns
6a3bl [JaHHbIX MayMeHTOK W BM3ya/lbHOrO0 KOHTPOAS Xofa npouefypbl 3a CYeT BbiBOAa Ha 3KpaH
KomnbloTepa hoTOM306paXKeHNn N BUAeo3annceid Xxoaa npoueaypbl.
Bepcus nporpammHoro o6ecneyenusa gna NK - vV 1.0 gata 01/2017.

6 Maccora6apMTHb|e N TEXHNYECKUNE XapPaKTEPUCTUKN MEOULNHCKOIO U34ennAa

6.1 MaccorabapuTHble N TEXHUYECKNE XapaKTEPUCTUKN KaHIONN

MaccorabapuTHble N TEXHUYECKME XapaKTepUCTUKIN KaHONN NpuBeAeHbl B Tabnuue 5 B COOTBETCTBUN C

PucyHok 17 - rabapuTHble pasMepbl KaHHON
Tabnuua 5.1 - maccorabapuTHble ¥ TEXHUYECKUE XapaKTepUCTUKN KaHMb

M acca,
Mogens b ,mMmm / MM n MM a MM Bl mm B ,mm Yron
HanpaBneHms T
KaHionn

Habnw geHmns

KaHonsa 305 =5 60 +2 20.0 £ 1 15.0+ 1 5.0 1 95 =+ 1 30°+ 10° 60 £ 5%
18X -T-5 )
KaHtons 305 =5 60 £ 2 20.0 + 1 15.0% 11 6.0+ 1 9.5+ 1 30°+ 10° 60 + 5%
18X -T-6

o o o
KaHtons 305 £5 60 + 2 20.0 £+ 1 15.0+ 1 7.0+ 1 9.5 +1 90°+ 10 60 + 5%
15X -T-7

o o o
KaHw nsa 305 =5 60 £ 2 20.0 + 1 15.0+£1 8.0+ 1 9.5 +1 30°% 10 60 =+ 5%
1$X-T-8 )

o o .
KaHlons 305 +5 60 +2 200+ 1 15.0+ 1 9.0 + 1 9.5+ 1 30°% 10 60 + 5%
1$X-T-9 ) ] )
KaHtons 305 £5 60 +2 20.0 £ 1 15.0% 1 10.0 + 1 9.5 + 1 30°+ 10 60 + 5%
].18X—T—10
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BHYTpeHHWIA AnameTp MeTanIn4yeckoil TPY6KN KaHIONM 1 BHYTPEHHWI AnaMeTp pas3bema fs BaKyyM-
acnupaunoHHON cUCTeMbl NPUBEAEHbI B TabnuLe 5.2 B COOTBETCTBUM C pUcyHKamun 16.1 n 16.2.

PucyHok 18.1- 0603Ha4yeHne BHYTPEHHEr0 AnameTpa MeTanIn4ecKo TpyOKN KaHonu

Puc. 18.2 - 0603Ha4yeHne BHYTPEHHEro AMameTpa pasbeMa A8 NOAKAYEeHUS BaKyyM-acnmpaloHHOM
cUCTeMbI

Tabnuua 5.2 - BHYTPEHHW/ AMaMeTp KaHIM W BHYTPEHHUIA [uameTp pasbema ANA BaKyyMm-
acnmpaumoHHON CUCTEMDbI

Mogenb KaHn 02 MM 03, MM
KaHtons JSX-T-5 4.4 +0.05 95+0.5
KaHtonsa :8X-T-6 5.4 £0.05 95+ 05
KaHtong ;3X-T-7 6.4 £0.05 9.5+0.5
KaHtonsa 18X-T-8 7.4 £0.05 9.5+0.5
KaHtonsa 18X-T-9 8.4 £0.05 95+0.5
KaHtons JSX-T-10 9.4 £0.05 9.5%0.5

Twn 3awnThl paboyeli 4acTU OT TOKOB YTEUKMN: KaHONA - paboyas yacTb Tuna BP (6e3 3awmnTbl OT
paspaga gethnbpnunnatopa).

ONneKTpoOMarHMTHaa CoBMecTMMOCTb: rpynna I, knacc A.

CTeneHb 3aWNTbl 060n104KK: 1PX7,;

PeXXmm paboTbl: HeMNpepbIBHbIN.

CpoK rogHoOCTV KaHNK: 2 roga.

OnTuYeckue xapakTepMCTUKN 13aennsa npuseaeHsl B Tabnuue 6

Tabnuua 6 - ONTUYeCKNe XapaKTePUCTUKN KaHIOMN

MapameTp 3HayeHune
McTOYHKMK cBeTa 2 cseTogmopa
OcBewWwéHHOCTb (LeHTpanbHas MHTEHCUBHOCTb Ha 5 MM), MM >300
Yron nons 3peHus (Bo3gyx), =+15% 100°
Cny6uHa npocmoTpa, MM 0-3
Fny6uHa npocmoTpa (Bo3ayX), MM 0-2
Hannyulee (hoKyCcHOe pacCcTosiHUe, MM 0
PaspelleHune (Ha 5 mm) >6 nap NMHUA/MM
PaspeweHue (0 Mm) >20 nap NUHUIR/ MM
NHpekc usetonepegaun (Ka) >80
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MaccorabapuTHble XapaKTEpPUCTUKK BUAEONPOLeccopa NpWBEAeHbl B Tabnuue 7 B COOTBETCTBUM C

Puc. 19 - rabapuTHble XapaKTepncTMKK BUeonpoLeccopa
H - BbicoTa; L - gnnHa; W - WKWPUHa;

Buaeonpoueccop
BbicoTa (H) Annna(L) LW nprHa (W) Macca, Kr
50 £ 2 mm 314 £ 5 Mm 21 £ 1mm 1,960 £5%

Knacc a1eKTpo6e3onacHoCTM U3Aenns: | knacc anekTpo6e3onacHocTu
N3penve He NpUrogHo ANs UCMONb30BAHUS B NPUCYTCTBMU BOCMNAMEHAIOLLENCS CMECU aHEeCTETUKOB C
BO3/lyXOM, KIC/IOPOAOM WM 3aKNCbIO a3oTa

ANeKTpoMarHMTHaa COBMECTMMOCTb: rpynna 1, knacc A.

CTeneHb 3awWmnTbl 060104KN: IPX0 - BUAeonpoLeccop.

Pexxnum paboTbl: HENpPepbIBHbIIA.

PacueTHbIl CpPOK aKcnayaTaumn: 5 nert.

Cpok rogHocTn Bueonpotieccopa: 5 ner.

BcTpoeHHOe nporpammMmHoe obecneyeHue - sepcua V 1.00 ot 01/2017
Paboyas yacTb Tuna BF

HanpsyxeHue ceTn nutaHua: 110-240B £ 5%

YacToTa cetu nutaHusa: 50/60 Iu;

MoLHocTe: 25 BA;

6.3 MaccorabapuTHble U TEXHUYECKME XapaKTepUCTUKKN Kabensa USB

MaKcuManbHblli ONYCTUMbIA ANa nepefaym Toka no Kabento USB - 900MA,;
HomMuHanbHoe HanpsXXeHne cocTtaBnsaet 5 B = 5 %;

OnnHa kabena - 150 £ 1 cwm;

BHewHwnii gnametp Kabens - 5,5 mm £ 5 %;;

Bec kabens USB - 3201+ 5 %;;

Twn pasvemoB - USB 3.0 type B;

CpokK rogHocTmn Kabens USB - 5 neT;

6.4 I\/Iaccora6apV|THb|e N TEXHNYECKUNE XapPaKTEPUCTUKN Kabens nutaHus

MaKcuManbHbli 4ONYCTUMbIA ANs Nepefayvy ToKa no Kabento nutaHus - 10 A;
HomunHanbHoe HanpsxxeHue - 220 B £ 0.5 %;
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OnuHa kabena 150,5 + 1cwm;

KonunyecTtso xwun, Wr. - 3

OuameTp xunbl, Mm~ - 0,75 mm~+ 5 %;

BHewHWn guameTp Kabens - 7 mm £ 5 %;

Bec kabens - 210 r £ 5 %;

Twun pasbema Co CTOPOHbI Bugeopeructpatopa - Schuko CEE 7/7;

Twun pasbema Co CTOPOHbI PO3eTKM ceTu nutaHua - IEC 60320 pasbvém C13;
CpoK rogHocTu Kabens nutaHus - 5 net;

6.5 TexHnyecKme XxapaKTepuUCTUKKM nporpammbl gna MK

dopmart sugeosanucu: AV,

PaspeweHune Bugeosanucu: 480*480 nukcenei;

CKopocTb NoToKa Bugeo coctasnset 51 Kbéaint/c; (3060 K6anT/MUHYTY);
dopmat POTOCHUMKOB: BMP;

Pa3pelueHne oTocHMMKOB: 480*480 nukcenei;

Pa3mep ogHOro potocHMMKa: 675 Kbanr.

MakcumanbHOoe Bpems 3annucu 04HOro Buaeo - 12 MUHyT.

Bepcua nporpammHoro obecneveHna V 1.0 gata 01/2017.

6.6 TexHMYeCcKMe XapaKTEPUCTUKM COBMECTUMbIX BaKyyM-aCnnpaumoHHbIX CUCTEM

MeaWUUHCKOE [O/MKHO OblTb COBMECTUMO C BaKyyMHOIM acnumpauuoHHOW CUCTeMOiA, KoTopas
obecneuynBaeT fgasneHne 400-500 mm pT. cT. Kpome TOro, Bakyym-acnupaumoHHas cucTema LO/KHa
HaZleXXHO MOAKNYATLCA K KaHH0/1e C AMaMeTpoM pasbema 415 NOAKNH0UYEHUNS, YKa3aHHbIM B Tabnuue 5.2.

7. O6LMe NokasaHusa, NPOTUBOMNOKa3aHNA U NO60YHbIe 3PPEKTbI

MNokasaHus: *)KenaHue nayMeHTKN npepsatb 6EPEMEHHOCTD;
*/IHBaINAHOCTb U/IN TeHeTUYecKas naTtonorug y paHee poXX4eHHOro
pebeHKa;
*3amepLuas 6epemMeHHOCTb;
*AH3IMOPUNOHUS;
*BblHalMBaHWe NnoAa NpeAcTaBiseT Yrpo3y XXU3HWU 1 340P0BbLI0 XKeH
WMHbI (CaxapHblil anabeT, TsXenas nevyeHovHasa 1 noyeyHas nartosno
M 3n10KayecTBEHHbIE OMYyX0nn);
*HeathheKTUBHOCTb paHee NPOBELEHHOIO MeANKaMeHTO3HOro abopTa,
noaTBepXaeHHasa Ha Y3 maTtku;

MpoTmnBONOKazaHUA: *Cpok 6epemeHHOCTM npeBbiwaet 10 Hefens;

*Hannune nHdekymii B 0CTPOil hopme;

[Topoku pa3BUTUA MaTKu;

*HenoateepxgeHHas 6epeMeHHOCTb;

*PopnoBas fjeATeNnbHOCTb B TeUeHWe MOCNeAHNX 6-TU MecsALeB;

«Jlnxopagka (>kap);

*HenepeHOCMMOCTb ONepaTUBHOIO BMeLLATe/IbCTBa,;
MoboyHble aheKTbI [1oBpeX/jeHne CTEHKM MaTKN BO BPeMs NMPOBEAEHMS NpoLefypbl;
(ocnoxHeHus): */IH(MLMpOBaHUe B X0fe NpoLeaypbl;

*HapyLueHne MEHCTPYanbHOTO LKA,

» HenonHas acnmpayusa N1ogHOTO ANUa;
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* [Mepes NnprMeHeHUeM n3gaenuns, He06XoAMMO XOPOLLO MOHMMaTb NPUHLMMBI ero paboThl;

* Heo6X0AMMO CTPOro NpUAEPXXUBaTh PYKOBOACTBA MO 3KCMNyaTauum U3Lenuns;

» PaboTaiTe akKypaTHO Npu BaKyyMHOW acnupaymu, 4To6bl He HaHeCTV Bpeaa NauueHTKe;

e OTpuuaTencHOe AaBfieHWe AO0/MKHO OblTb MeHblle, Yem 500 MM pT. CT., YTOObI M3bexaTb
nepgopaunm MaTku;

* M3genve fOMKHO HAXOAUTLCS B CTOPOHE OT MarHUTHbIX MONei;

* V13genue LOMKHO HaXOAUTLCSA B CTOPOHE OT BbICOKOYACTOTHOIO WK la3epHOro o6opyLoBaHusA.

* W3genne npefHasHayeHO TONbKO AN MeAULUMHCKOTO paboTHMKA C COOTBETCTBYHOLLEN
NoAroTOBKOI;

» [lepes BbINOSIHEHWEM MPOLEAYPbl HYXHO TWaTe/lbHO OCMOTPETb W3Jenne Ha Haimuue
NnoBpexaeHus;

* Bugeonpoueccop cnefyeT fepxaTb BAanu OT Xuakocted. Obpatutecb K NPOM3BOAUTENIO B
Cnyyae nonagaHuns XWAKOCTU Ha U3Lenue;

* MNepep npoLesypoin, onepaTop AO/MKEH NPOBEPUTHL KaHHOIIO Ha €€ Le/oCTHOCTb, MafKoCTb eé
Kopnyca 1 Hanu4ne n3obpaxkeHns B peaslbHOM BPEMEHMU;

» KaHtoNa He foMXHa nojBepratbea fgeopmanmm, BHe3anHOMY yaapy Wav najeHuto, He Jo/HKHa
HaxoAaMTbCa Noj AeiAcTBMEM CUAbl cBbiwe 100 H;

* W3genne MOXeT OblTb OCMOTPEHO M OTPEMOHTMPOBAHO TOMbKO KBaU(ULUPOBAHHBLIMU
crneymanucTaMmmn OT NPoOM3BOANTENS;

» KaHtons fBnseTcs 04HOPa30BOMN M He NpefHa3HayeHa 415 NOBTOPHOIO UCNO/b30BaHUS;

* [Mepes TeM, Kak OTCOeAVHUTb KaHIOMIO Noc/e abopTa, cHayana OTKAYNTe NUTaHME KaHIN Ha
nepejHen naHenw;

* He crubarite v He pactarusainTe kabenb nuTaHus u kabeno M3B.

9 MofK/0YEeHME U HACTPONKa MeAULIMHCKOrO 13genus
9.1 Tlogkno4yeHue BMAeonpoLeccopa K KOMMNbOTepY
1) Heobxoanmo noakntO4YNThL Kabenb M3B K COOTBETCTBYHOLWMM pa3bemMaM Ha BUAEONPOLECCOPE U Ha

KOMMNbIOTEPE, 3aTEM MOLKMOUYNTL Kabenb NUTaHUS B COOTBETCTBYIOLLEe THe340 BUAeonpoLeccopa v B
PO3eTKY 3/1eKTPONNTaHKSA, KaK NoKasaHo Ha pucyHke 20.
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KomnbloTep nonb3oBaTtens

Kabenb nBB

K snektponutaHuio

Kabenb wn-aHns
Puc. 20 - cxema NoAKNOYEHNS 31EMEHTOB MEANLMHCKOTO U3Aenus

2) [anee HEOGXOAMMO HaXaTb KHOMKY BK/HOUEHUSA/BLIKNIOYEHNS MUTaHWS Ha 3afHeill naHenm
BUAEONpPOLIECCOpa, VHAMKATOP NMUTaHUS Ha NepeaHei naHenu 3aropuTcs 3e/eHbIM LBETOM.

STATE

P1HgvKaTop WrraHHs
Puc. 21 - cxema NOAKMOYEHUSA 3/1EMEHTOB MeANLMHCKOro nU3genuns

9.2 TMofgKNOYEHMe KaHIOIN K BUAEONPOLECCOPY M BaKyyM-acnupaLoHHOW cUCTeMe

Ha pucyHke 22 wun3obpaxeHa cxema MOAKMOYEHWS KaHOW K BUAEONPOLECCOPY U K BaKyyMm-
acnupaLmoHHOW cucTeme
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Kabenb ans NoAKTXOUYeHNs K BUAEOMNPOLLECCopy

vr
PasbeM yw BaKyyM-aCﬂMpaLLMOHHOIZ CUCTEMBbI
PUCYHOK 22 - cxemMa MNOAKMNOUYEHNSA KaHNN

9.3 O6uasa cxema NOAK/HOYEHMWS 3/IEMEHTOB MeULNHCKOro nu3genus
O6Lwas cxema NOAKNOYEHNS 3N1EMEHTOB U34eNNs NPUBeAEHA Ha PUCYHKe 23

Po3eTkaanekTponnt™u Kabenb nutaHlla

naeonpoueccop
KaHtons Kabenb USB

Ka6enb gnis A KomnbloTep

NOAKNHYEHNS K BaK>yM- nosb3oBaTesNA

acnmpaymoHHON cucteme

Kab6enb Ana nogknoyeHns K

BMAE0MPOLECCOpPY C Pa3bEMOM
Bak>ybl-acnupaynoHHas SP8C

cucrtemMma

Puc. 23 - 06was cxema NOAKNOYEHNS 31EMEHTOB MEAULMHCKOTO M3Aenuns.
BakyyM-acnumpaynoHHas cuctema He BXOAUT B KOMMNJEKT NOCTABKU Y NMOKYNalTCA OTAE/NbHO OT U3Jenuns.
9.4 YcTaHOBKa NporpammMHOro obecrnevyeHus ana MeauuMHCKOro usgennsa
Ona Hayana paboTbl C MEAULMHCKUM W3JeneM Heob6X04MMO YCTAHOBUTb MPOrpammHoe
obecneyeHne Ha KOMMbOTEP NO/b30BaTENA;
TpeboBaHMA K KOMMNbIOTEPY MOMb30BaTeNA [ANA YCTaHOBKM MNPOrpaMMHOro obecneyeHus

MeANLUMNHCKOI o Uspgenna:

OnepaunoHHas cuctema  Windows 7. PaspsgHocTb 32 unu 64 bit;
Windows 10. PaspsgHocTe 32 unu 64 bit;

Mpoueccop Intel Core 13 unu BbliLwe;
OnepaTuBHas NamsTb 26 unn BbILweE;
YKECTKMI aucK 250 I'6
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MopTbl BBOAA/BLIBOAA Pasvem USB 2.0 nan USB 3.0

Bepcus nporpammHoro obecnevenus - V 1.0 gata 01/2017.
[na ycTaHOBKM nporpamMMmHoOro ob6ecneveHus tpebyertca Hanuyume nporpammbl Microsoft. NET

Framework 3.5 vunun BbliLe;
Mpounssogutens noctasnset Microsoft NET Framework 3.5 wMecte ¢ nporpamMMHbIM

oGecrneyeHunem, nporpamma 6yaeT ycTaHOB/IEHa aBTOMATUYECKM, eC/IM OHA OTCYTCTBYET Ha KOMMblOTepe
Monb3oBaTens.

NS yCTaHOBKMW NMPOrpaMMHOro 06ecrneveHns Ha NepcoHasbHbIii KOMNbIOTEP HEOGXOAMMO:
1) BcTaBUTb B NPMBO/, KOMNbIOTEPA ANCK C NPOrpaMMHbIM 06ecneyeHnem

2) HaxaTtb Ha 3Ha4yoK ® setup.exe [fC/e Yero NOSABUTCA 4MANOroBoe OKHO MOATOTOBKM K YCTaHOBKe
nporpamMmmbl, Kak nokKasaHo Ha pucyHke 24,

Uterus Vsuatrzation System e InstalfShield Vizard

Preparmg to InstaB...

uterus VISurJiratorl Systwi Setup « preparrig the
InstdIShteW Wizard, whfchw i guide you Syoo” the program
sehjp process. Please v/act

Extracthg: Uterus Visuaiizabyi Systen.ms«

Puc. 24 gmanoroeoe OKHO MOATOTOBKW K YCTaHOBKe MporpaMmbl

3) Heobxoanmo npoyecTb NULLEH3NOHHOE cornaweHne, NpuHAaTh ero (I accept the terms of the license
agreement) 1 HaXkaTtb KHOMKY panee (next);
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Uterus Visualization System - InstallShield Wizard
License Agieement
Please »eadihe folowing bcense agieemem cateliily

To«a ywr own kense text to tKs aatoQ, specify your kense agreement fo% inthe
Support Nes/ft>oar (te wew.

1 iJavigate to the Support F¢es/Baix>ard$ view.

2. Select the Support Ftfes\Language Independent node.
3. Delete the existing krk to the 1c»i$c.rtf fie.

4. kJdaSrictoyour”~cense.rtf fie.

Note d>it if you want to us« a fte nwne other than ‘icensNs.rtf you need to customize
the 'OnFrstUIBefwe’ scnpt event to use the desired fie fume.

After you buMVyour release, your kense text wi be dt”yed intoe UcenM

the tons blthe
© | ¢3nat~scepl ibSterms oi the kense agreement

InriaiSNeW

Erint

<fiack {cext> Cancel

Puc. 25 amanorosoe OKHO C JIMLEH3MOHHbLIM COrnalleHnemM

4) B HOBOM [1anoroBoM OKHe Heo6X0AMMO BBeCTU MMA nonb3osatens (User Name) v HazBaHue
neye6Horo yupexgeHnua (Company Name), 3aTeM HaxaTb KHOMKY ganee (next);

uterus Visualization S™iem * InstallShidd Wizard

Custorrei information
Pleas« ercer your nrfarfidlion

Please er*eryou name and the n«rie of the corrNany foxwhich you work

Utef Mime:
kthin

Eorrpyiy NNie:
hosped!

instalSh*

gack Cartel

Puc. 26 gmnanorosoe OKHO C MMEHEM MOo/b30BaTesia U Ha3BaHWEM
NneyebHOro yupexaeHus

5) B cnepyloLem [ManoroBoMm OKHe OyaeT npensiokeH cnocob ycTaHOBKM, HE06XoAMMO BbiGpatb
NOMHY YCTaHOBKY nporpammbl (Complete) n HaxaTb KHONKY (Next);
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Uterus Visualizat'on System e InstallShteld Wizard

Setup Type
Seleci the setup type to instaB

Please select a setup type.

Al (Hogram featues w i be instated. (Regsites the most disk space.)

Cf O'tow

Se 1™ which pjoipam featutes you want instated. Rectxnniended fot
advanced usets.

Imia.. bl
<gack Nerrt> Orae!

Puc. 27 [nanoroBoe OKHO CO CMOCO60M YCTAHOBKW NPOrpammbl

6) [anee HeobXOAMMO HaaTb KHOMKY “ycTaHoBMTH” (install) n foxaarbcs OKOHYaHUSA YCTaHOBKM
nporpaMmbl

Uterus Vlsualizabon System * fnstaliShield Wizard

Ready to Install the Progtem
Thevij/disfeedytobe"eTstali*ton

>

Cick braitobe” thebst«i™k»i-

ffyouM#«y to reviewor dw ge any ofydppbst~~bn setthgs, cSck Back. Click Cancel to exit
the wsard.

<gdck Inst® Carke!

Puc. 28 gmanorosoe OKHO YCTaHOBKW NporpaMmel

7) o OKOHYaHUIO YCTaHOBKM NOABUTCA OKHO C MH(OpMaLmeli 06 yCnewHOR ycTaHOBKe NpOrpammbi.
[ns oKoOHYaHWs npolecca HEO6X0AMMO HaxaTb KHOMKY “3aBepwunTb ycTaHoOBKY” (Finish);
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Uterus Vsualfzetiof) System - InstallSbisld Wizard

installShield Wizafd Complete

The lo$iaiSb»ldV/izatd has successfuly instded Ulmus
Vi»idizatia™ System. Chck Finish to e»t the wca»d

*ieb5 \i  Frith 1 Caned

Puc. 29 gmnanorosoe OKHO OKOHYaHMA YCTaHOBKMW Mporpammbl

9.5 Bxoa B NporpaMmMy 1 perucrpaumns naymeHTKu
Mocne ycnewHoW yCTaHOBKM MPOrpammbl Ha paGoyem CTONME KOMMbtoTepa MOSBUTCS 3HAYOK

r , He06X0AMMO 2 pasa K/IMKHYTb Ha Hero MbILLKOM A/ 3anycka nporpaMmbi.
1) A3bIK fO/MKEH ObITb YCTAHOB/EH MPU MePBOM BXOfe B CUCTEMY, KaK MOKa3aHo Ha pucyHke 30.
Bbi6epuTe A3bIK U HaXXMnUTe "OK".

A Unguage
Uflftule:

(OK)

*uc. 30 guanorosoe OKHO Bbibopa fA3blKa

2) Beegute "User blate"(ums nonb3oBatens) u “Pa88\Yorcl”(naponb) n HaxmuTte "Login", 4ToObl
BOWTM B nporpammy. YTo6bl 3anOMHWTbL Naponb WU He BBOAUTbL €ro NPV NOBTOPHOM 3anycke
nporpamMmbl HEO6X0AMMO BblGpaTh onuuto “Remember password” (3anOMHUTbL Naponb);
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Ha pucyHke 32 nokas3aHO OKHO C 6a30i gaHHbIX NauneHToB. [Ana gobaBneHns nauneHTKM Heobxo4nmMo
HaxaTb KHONKy “Add” (4o6aBuThb).

* HMMMIMIM!Irem

Vet ALIPLLLLL|_PIIMPW™ jp
vVttt
T . ‘ \@MMA
£l fiim hgNwive O
: KiwiMHMde Y- ﬂ. oy
Puc. 32 - 0KHO c 6a30/ AaHHbIX NaLMeHTOK

Personal setup - nepcoHasibHas HacTpoliKa Company - KomnaHus
User - nosnb3osaresb Phone - TenedoH
Start procedure - cTapT npoLesypsb! PO Box - NOYTOBbINA AWK
Report setup - HacTpoiikn oTueTa HoTe address - fomaluHwWii agpec
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Facility setup - HacTpolika yupexfaeHuns CheckData - pata uccneposaHns

Data - gaHHbI € Add - fo6aBuThb

Item - NyHKT Edit- pejakTupoBaThb

Content - cogepxaHue Delete - ygpanutsb

Search - nounck View - npocmoTp

ID - NAEHTUHUKALMOHHBIA HOMEP Folder - nanka

Examine Number - Homep o6cneaosaHus Previous - npeabEaywuit

Name - umsa Next- cnegytowuni

BirthDay - gaTa poxageHus Total Recording Number - o6u,ee Konmn4yecTtBo 3anucei

Profession - npodeccus

Mocne HaxaTtusa KHomku “Add” nosasuTca (hopMa C AaHHbIMU NAUMEHTKU 415 3anofiHeHus. CTPoKu C
CMMBOJ/IOM ABNAOTCA 006dA3aTeNlbHbIMW AN1A 3an0fHeHUA. [nA COXpaHeHUs BBEeAEeHHbIX AaHHbIX
HeobX0AMMO HaXaTb KHOMKY “Save”.

Puc. 33 ManoroBoe okHO C fl06aBfEHNEM UHDOPMALUM O NALUEHTKE

In-patient ID - VAeHTUDUKALMOHHBbII Company - KomnaHus;

HOMep cTauuoHapa Phone-TenedoH;

Serial Number - cepuiiHblii HOMep PO Box - MoYTOBbIN fALLMK;

Last name - damunus HoTe Address - gomalHwWii agpec;
First name - nwms Chief Complaint - ocHOBHbI€ Xano6bl
Birthday - gaTta poxgeHus; On-call Physician - aexypHbli1 Bpay
Profession - npodeccus; Save - CoXpaHuTb;

Cancel - OTmeHa

[na coxpaHeHWs NepcoHanbHOM MHhopMaLUM HeOBX0AMMO HaXaTb KHOMKY “Save*
10 MpoBeaeHne npouesypbl BaKyyMHOM acnnpaumnm

KO/ MoaroToBKa K NPoBeAeHNio NpoLeaypbl BaKyyMHOW acnupamm
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1) BKnounTe KHOMKY NUTaHMS Ha NepeAHeli naHenn BuaeonpoLeccopa, Npu 3TOM 3aroputcs MHAMKATop
COCTOSAHMS

2) BbibepuTe naymeHTKy 13 6asbl faHHbIX MPOrpaMmbl (CM. pUCYHOK 34)

Uterrs Misualization System
o, lem o () @uc " SHo
10 EBnMHVb3 HK BriD Pro&m» POBVI m‘n CGAdilt
3 20170608LL5C2  333-33 .. won
2 2017060812434 222-22 1. won
1 20170608LL846  LLH1 11, won

QA 0 BRI GDWU I \aw dfddf | 1 /1 HlTounairgNabrO

Personal setup - mepcoHanbHas HacTpoiika Company - KomnaHua

User - nonb3oBaTenb Phone - TenedoH

Start procedure - cTapT Npouegypbl PO Box - NMOYTOBbIW AlWNK
Report setup - HacTpoikMu oTueTa HoTe address - gomaw Huii agpec
Facility setup - HacTpoiika yupexaeHus CheckData - fata uccnefosaHus
Data —faaHHble Add - po6aBuThH

Item - NyHKT Edit- pegpakTupoBaThb

Content - cofjepXaHue Delete - yganutsb

Search - nouck View - npocmoTp

ID - MAeHTUHOMKALUOHHBLIW HOMEP Folder - nanka
Examine Number - Homep o6cnegoBaHus Previous - npegbigywni
Name - ums Next- cnepgytowmni

BirthDay - gaTa poxpaeHus Total Recording Number - o6u,ee KonmM4yecTBO 3anucei

Profession - npodeccus

Puc. 34 - AManoroBoe OKHO C BbIGOPOM NaLMEHTKN 13 6a3bl aHHbIX

HaxmuTe KHonKy “Start procedure” (3anycTuTb npoueaypy) 4Tobbl NepekntoUYnTLCA Ha BUEOKaHaN.
23 13 55
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* Gnea «utvwire

« Origtaui«» « }S tMitnen

Puc. 35 OKHO C BUAeoKaHanom

@ YHKUMU KHONOK B OKHEe C BUEOKaHaIoOM:

“Camera” No3BONSET MNONYYUTb N300paKeHMe;

“Start Video” no3BonseT 3anucbiBaTb BUAEO;

“Finish” 3aBepLuaeT BUAE03aMMUCh;

“Full screen” BbIBOAWUT 1306paXKeHMe Ha MOMHbIA 3KpaH KOMMNbHOTEPA,;
“Original size” Bo3BpalLaeT UCXOAHbIA pasMep M306paxKeHuns;
“Settings” No3BoONseT HacTpamMBaTb POTO M BUAEO3AMMUCH;

“1,5” - nonTopa pasMepa 3IKpaHa,

10.2 MeToaMKa NpoBefeHUsI NPOoLeAYpPbl BaKyyMHOM 3KCTPaKLUn

Mpu nposegeHU NpoLeaypPbl U3HAYaNbHO NPOBOAMTCS 06paboTKa HAPYXKHbIX MNOM0BbIX OPraHoB.
LLeiiky MaTKu cneayeT 06paboTaTh Ae3NHMULMPYHOLMM CPEACTBOM. 3aTeM U3MePSeTCa ATMHA NOMOCTY
MaTKM1 C NOMOLLbI MaTOYHOIO 30H/A.

AvameTp KaHou (cM. Tabnuuy 5) Nnoa6upaeTcs BpaueM B 3aBUCMMOCTM 0T CPOKa 6epeMEHHOCTM

nayueHTKu.
Cpok 6epemeHHOCTU AnameTp KaHn
OT 510 7 Hefenb 5 MM
OT 7 80 9 Hefenb 6 MM
OT1 9 10 12 Hepenb OT7p40 12 MM

Bbl6Op pasmMepa KaHHNM OCYLLECTBNAETCA TakKXe B 3aBUCUMOCTU OT pasmepa recTalOHHOrOo
MeLlKa, pasMepa MaTKN U ANMHBI Weiiku MaTKu. Ecnu xon npoueaypbl 3aMe//1eH, Bpay MOXEeT BbiGpaTh
KaH/N C 60/bLINM AUaMeTPOM.

Onepauyus AAUTCS OT 2 A0 5 MUHYT ¥ NPOBOAMTCA NPW NIOKANbHON UNU MOMHOW aHecTe3nw.
KaHtonto Heo6xo04MMo BBOAUTL MEANEHHO, B FOPM30HTa/lbHOM MOJIOXEHMU MOBOpauymBas eé Ha 180® B
KaX[OM HanpaBfeHuu, cnerka npoasuras eé ot ce6s 1 Ha cebs. BcacbiBaloWnidi NOPT KaHIONN [AOMKEH
HaXx04MTbCS 32 BHYTPEHHNM MaTO4YHbIM 3€BOM, B MPOTMBHOM Clyuyae MPOM3OMAET MOTeps BaKyyMa.
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Buaeo, nonyyaemoe C MOMOLLbIO BCTPOEHHOW KaMepbl KaHKMW W TPaHC/MPYyeMoe B NpPOrpamMmy,
Mo3BONSET KOHTPONMPOBAThL X0/ NpoLesypbl.

C nomolbto BaKyyM-acnupaLMOHHOW CUCTEMbl, CO34aeTCs pPaBHOMEpPHOe OTpuULlaTeNbHOe
AaBneHne B KaHtone oT 400 go 500 MM pT. CT., YTO MO3BONSET NOLHOMY SIALYY NErko OTAENUTbLCA OT
CTEHOK MaTKM HEe3aBUCMMO OT €ro pacrnosioxeHus. Mpyu 370 NPOMCXOAWUT TpaBMaTM3alus COCYAOB U
KPOBOTeYeHWe, KPOBb BMECTE C NNOAHBIM A/L,OM 0TcacbiBaeTCA U3 MONOCTU MaTKK B 6aHKY-COOPHUK.

O6 OKOHYaHMW MpoLeaypbl CBUAETENbCTBYET NOSBAEHME B KaHIONe PO30BOW MeHbl 683 TKaHW W
COKpalleHWe MaTKuU BOKPYr KaHionu. Mepef TeM, Kak WM3BMeYb KaHKOMO M3 MOMOCTM MaTKMW, CHavana
HE06X0MMO OTKNOUMTb 3NEKTPONUTAHME BUAEONPOLIECCOPa, HAXKaB Ha KHOMKY MUTaHMA Ha nepeaHel

naHenu Bueonpoueccopa.

[elicTBuA nocne BbIMONHEHNSA BaKyYMHOW acrnvpayum:

1) OTcoeaneHne v yTUIN3aLua KaHonum,

2) Heo6xo4MMOo 3aKpbITb OKHO C BUAEON306paKeHNEM;

3) 3anonHaeTca v pacnevartbiBaeTcsd 61aHK oTyéTa (cM. rnasy 10.3);
101 Pa6oTa ¢ nporpammoii

11.1 MepcoHanbHasa HacTpoika (personal setup)

Haxmnte “Personal Setup” B rnaBHOM WHTepdelice nporpammbl, YTo6bl OTPeAaKTUPOBaTb O TEKYLLEM
nosnb3oBsarese

Uterus Visualtzatioo System

P

Personal Se”p

It User Information Setup

Login Narme: Click "detail “for more Detail

1~ Security Setup

Original Password: Remember Password
New Password:

Confirm Password:

Save
Personal Setup MepeoHanbHas HacTpoOiKa
User information setup HacTpolika nHopmauum o nonb3oBaTene
Login Name NoruvH
Detail Moapo6Haa nHgopmayms
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Security Setup
Change Password
Login Setup
Original password
New password
Confirm password
Remember password
Save

Click detail for more

HaXMnTe KHOMKY “save” rnocne pegakTMpoBaHus nHpopmauuu.

HacTpoiika 6e3onacHocTH
N3MeHnTL naposb
HacTpolika Bxoga B CUCTEMY
CTapblit naponb

HoBbIiA Naponb
MoaTeepxaeHue napons
3arnoMHuWTbL Naponb
CoxpaHuTb

BbibepuTe “nogpobHyt0 nHpopmaymm” gna 4ONONHUTENbHON MHGpOpMaLUn

11.2 HacTpoliku nonb3oBaTens

Haxmute "User” B rnaBHOM WHTepdelice, 4Tob6bl A06aBMTb, OTpPefakTMpoBaTb WAW YAaNUTb
nons3osatens (“User: Add, Edit, Delete™).
Userinbrmetion LA)
r~ u Basic Information
Lof*Neme admin *  Password 100000
Heme admin ¢ Age ) v
Oeoder Male # Female Tekpktm
r Detailed Informatlwi
Nuinber 100001
Department Gynecology _ n Prooedual Physician v
Profession Pbannacy v Healer N T:
VKA 9
Peratission S UserMa’ement
® Procedual
0 RepoitineiManagsement
Hospital Manag;emeni
fodrvidual resume
(59 J Can»!
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Personal Setup
User
Start procedure

Report setup

MepcoHanbHas HacTpoWka
Monb3oBaTensb
CtapT npoueaypbl

HacTpoiikyn oTueTa

Facility setup HacTpoiikun ne4yebHOro yupexpaeHusn

Add
Edit
Delete

Basic information

Login name
Name
Password
Age
Gender

M ale

Female

fo6aBUTHL
PefakTupoBaTb
Ypanutb

OCHOBHasi MHpopmMaymns

NNorunH
Nmsa
Mapons
Bos3pacT
Mon

M yXCcKoW

XeHckuii

11.3 HacTtpoika oT4yeTa

User information

Telephone

Detailed information
Number
Department
Profession

Work Age
Permission

User Management
Procedural Management
Reporting Management
Hospital Management
Individual resume

Save

Cancel

MHpopmaumnmsa o nonb3oBaTene
TenedoH
Mopgpo6Haa nHpopmauuns
Howmep
OTpeneHne
Mpodeccusn
Bos3pacT
PaspeweHne
YnpaBneHve nonb3oBaTenamm

YnpaBneHune npouesypoi
YnpaBneHne otyetamu
YnpaBneHue 6onbHuUL el
NHpnBupgyanbHOe pe3stoMe
CoxpaHUTb

OTMeHa

BbibepnTe NyHKTbI B A1aN0roBOM OKHE C HACTPOWKOI 0TYeTa KOTOpble HE06X0AMMO pacrneyatathb
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Report Setup

M X1 e g OggAl
O bpMieal L K
Buviis »IBCAMR
O POBw 0O Co«*p*>-
Procedvre lafimoatiofi O Q SdectAl

iF«lla
Q U«eReee Q

Q DtUafProcedm

Q Carvial Sii* CPrePo») [ C
O KipiivtI"M n [
OMftB [
Q ScztefANinudEaE<yMk&ie
Q [
oo i

0O Seadki« I

QeeetoM plnt Devie Pbtemert
Size

DiaieiM of Pbeoswuii

Idbd el
oA«
O Gtst» r

Pou-*Ndg a

Puc. 36 okHo C faHHbIMU A5 0TYeTa

Report setup HacTpolikm oTueTa

Basic informatior OcHoBHa“A
MHpopmayma
Select all Bbi6paTb BCE
In-patient ID NpeHTU®H MKALWOHHbIA
HOMep cTayunoHapa

Name HanmeHoBaHue
Profession Mpodeccus

Examine Number Homep npouegypbl

Birthday AaTa poxpjeHuns

Phone Homep TenedoHa
PO Box MouToBbI apgpec
Company KomnaHusa

Home address JomawHKi agpec
MHbopmauyna O
npouenype

faTa npoueaypbE

Procedure
information

Date of
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G

O Begi

O PoDM

Q KoottAddrm

D AttendK” PkjnaciM

Q CorvSed Dejxb (ProPoii
Q Aepimei Cootmi

O stoodLeu

O TmtaM

0 MiantiGyk

bv*
bl

Vfede)

sive J[' ftad

Contraceptive
device pacement
Size

Duration of
placement
Length ofthe
tail

specification
Others
Attending
Physician
Cervical Depth
(Pre/Pos)
Suction Tube Size
Aspirates
Content

Embryonic Sac

1«

LVIevieanat Prte

pasmMeuieHue

CPeAcTB KOHTpauenuum
pasmep
NPOAONXMUTENbHOCTb
pasMel,eHus

OnvnHa KoOHYMKa

Cneynpukauyunmn
Apyroe
Nevawnin Bpay

Fny6bnHa Wwelkn MaTku
Pasmep KaHtnu
CopepXxumoe
acnupauyum

OMOGPUOHANbHBIN



procedure
Uterus position
Cervical size
(pre/pos)

Cm

Negative
pressure
Villus

Size of
Aspirated

embryonic Sac

Curretage
Drug
Special Notes

HaXmnTe KHONKY “Save” nocfe pefakTUpoBaHuA.

11.4 HacTpolika e4ebHOro yupexaeHus.

MonoxXeHne MaTkKu

Pasmep Wweikn matku
Cwm
OTpuuaTtenbHoe
faBlieHUne
OkononnopfHasd
Xungkoctb
pasmep
acnupupoBaHHOTO
AIM6PUOHANBHOTO
MeLw Ka
BblCKabnmBaHue
aHacTe3uns

ocob6ble yKaszaHunsa

Blood Loss
Treatment
Menstrual Cycle
Type

Tail

Model

ml

Procedure Picture

Post-op Notes

Save
Word

Preview Print

Print

MeLW oK
KpoBonoTeps
JleyeHne
MeHCTpyanbHbI 1 LUKA
Tun
KoHUYMnkK
Mopgenb
M

N3obpaxeHns npoueagypbl
MocneonepaunoHHan
mHpopmaymsa
CoxpaHeHue
JKcnopTuposaHue
MHpopmauumnm Bword
MpeaBapuTenbHbl i
npocMoTp Nneyatun

MevaTb

Bbibepute onuyuto "Facility setup” B rnaBHOM WHTepdeice nporpamMmbl, 4TOObl BONTU B WMHTepgeic
«Hospital information”.

Personal setup -

User -

Start procedure -

Report setup -
Facility Setup -
Data —pgaHHbIE

Save -

Haxmute “Save” ana coxpaHeHUs UHGopmaLmu.

COXpaHUTb

UsVr

Hospital information

Basic kfonnation

Hos|»tai Name

Dei"tmeot

nepcoHanbHasa HacTpoika
nonb3oBaTenb

CTtapT npoueaypb
HacTpPOMKK O0TUeTa

HaCTPOWKM yupex geHus
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Hospital

yupexaeHun

information -

Stilt Procedure Report Setup ( Facult>* Setup

Save

MHpopmayumsa o0 nevyebHOM

Basic information - ocHoBHas MHGpopmauns

Hospital Name
yupexpeHuns
Department -
Headline -

Tagline -

- HanmMmeHOBaHWNe

noas3aronoBokK

MEAULMHCKOTO

oTAen

3aronoBsok




1) Co3gaHue pe3epBHbIX KONni 6a3bl JaHHbIX.

Monb3oBaTeNlb MOXET NepeMellaTb AaHHble C MoMoulblo (yHKUuMKM “"data management (ynpaBneHue

LaHHbIMW).
[ns 3T0ro Heo6xo04MMO BblI6paTh TPeGYeMbI MYHKT U3 BbINafaloLwero MeHO U HaXaTb KHOMKY Backup
Data" (pe3epBHble AaHHbIe), 4YTOObl CO34aTb Pe3epBHYH KOMWIO BCe MHGopMauuyM nNauueHTKM,

nonb3oBaTens v ne4yebHOro yupexneHus.

Mocne pe3epBHOro KOMMPOBaHMWA BCE CYLLECTBYIOLME AaHHble OYAYT yAaNeHbl.

[ns BOCCTAHOBNEHMSA fAHHbIX, BbIGEPUTE MECTO Ha3HAYEHUA A/19 BOCCTAHOB/IEHHbIX AaHHbIX U HAXXMUTE
KHONKy "Restore Data", 4To6bl MHALUNPOBATHL BOCCTAHOBJ/IEHUE.

2) MepeHoc 6a3bl JaHHbIX

MepeHoc 6a3bl AaHHbIX HEOGXOAMM, KOrAa Tekyllas 6as3a AaHHbIX AOCTWINa CBOEro npegena. JTo0
[eiicTBUE MEepemMecTUT BCE M306paXKeHUs U BUAEO B TeKylleil 6a3e AaHHbIX B YKasaHHyH nanky, 6asa

AaHHbIX BMOCNEACTBUM OYAeT ounLLeHa.

Data management - ynpaeneHue gaHHbIMM Yes- pa
Backup Savepath - pesepsHOe KonumpoBaHue No - HeT
Notice - yBefoMneHve

Monb3oBaTesnlb MOXET [006aBUTbL HOBbIE fJaHHble Haxas “Open”
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Data Managemerrt

Dita X*u|ra«nt

Bklo® Savepatb Backup Dau

OpenDiti O open
Data management - ynpaBiaeHWe faHHbI MU Open data- OTKPbITb faHHbIe
Backup Savepath - pesepBHOe KonupoBaHUe Open - oTKpPbITh

Backup Data - pe3epBHble fJaHHbI€

11.6 TlouCK NauneHTKN

BbEGepute Item (NYyHKT) ANns 6bICTPOro nomcka nauneHTkun. Hanpumep, Bol6epute uma (“Name’) B Bbimagatowem

cnucke. Mone “Content” Nno3BOMAET OCYyW eCTBUTb MOMCK MO BBEAEHHbIM C/0BaM MoCne HaxaTusa KHonku “Search”

(nounck).
User Start Procedure Report Setup  Faciiib’ Setup Data
> |tem *1, Contiftt Search
AU
07 In-pat*t tO tOBox ROLT.E CheckDaU
On-call Physkian (kims
Ejammi Ph*skian
Attending Fityskian 2./1/2016
Time
All - BCe NYHKTHI Examing Phisician - neyawwnii Bpauy
Name- NUmsa Attending Physician - accucTeHT Bpaua

In-patient ID - MAeHTUHUKALUOHHbLIK HOMEpP MmauyueHTa Time - Bpems

On-call Physician - gexypHbl i Bpau

11.7 [JocTyn K UHMopmMaLmn o naumnmeHTKe

Ecnu gBaxabl KAMKHYTb MYHKT "The patient” B rnaBHOM MHTepdelrice nporpaMMbl, MOXHO MONY4YUTb
[JOCTYN K UH(OpMaLUKM 0 NauneHTKe.

O6wasa npoBepka: 3anuwunTe pe3ynbTaTt 06uieit npoepku (general inspection), KOTOPbIA NaUUEHTKA yXXe
nmMeer.
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Basic information OCHOBHasa MHpopMaUuns; Examing Physician Nevawunin Bpay;

General inspection O6wuin ocmoTp Last pregnancy terminal MocneAHUMR cpok
Procedure status CTaTyc npouegypbl; GepeMeHHOCTH
Procedure picture MN3o6paxeHne npouesypbl Allergy Anneprusa; Heartbeat Cepauebunennue
Menstrual Period MeHCTpyanbHbIi Nepuog; Vagina BaruHa; Respiration O bl XxaHune
Past History Mpownaa ncrtopuna Result ofpregnancy PesyneTar
Body temperature TemnepaTypa Tena; bepemMeHHOCTH;
Vulva BynbBa Last menstruation Mocneanasn
Uterus Size Pasmep maTKku; MeHCTpyauwns;
Urine pregnant test TecT Mounm Ha 6epeMeHHOCTb Contraception KoHTpauenuus;
Diameter of Embryone Sac under ultrasound - gnamerp Blood pressure KpoBsHoe faBneHue
Mew Ka aM6puMoHa NOA ynbTpa3sByKoOM mmHg MM pT.CT.;

Pulse Mynbc;

Cleanliness CunctoTa;

Blood routine KpoBb

Candida KaHnpgunpos

Diagnosis OnarHoctmka

OvanoroBoe oKHO Procedure Status no3BonsieT 3anMcbiBaTb MH(MOPMAaL NI O NPOBEAEHHbIX MpoLeaypax
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MicdH\HA G

thitdiltfden

va»
KM@

Cru(*Dbeiil/mu

Basic information
General inspection
Procedure status
Procedure picture
Date of procedure
Uterus position
Suction tube size
Blood loss
Contraceptive

device placement

Size
Tail
Specification
M m

model

I AKX

NF Oxeed
B»

Od«

Si» *=Tt Crcy

OcHOBHaa MHpopmaumnsa;
Oo6wmnin ocmoTp

CTaTtyc npoueaypbl;
M3obpaxeHne npoueaypbl
fNaTta npouyeaypbl;
MonoxeHne maTKu
Pasmep KaHtonun

KpoBonoTepsa;

Pasmew eHne yctpoinctBea
KOHTpauyenuumn

Pasmep;

XBOCT;

Cneyndpunkaunsa;

MM ;

Mopgenb

OvanoroBoe OKHO OTOGpaxXeHWss NPoOLEeAypbl
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NTTaUIN T W

Attending Physician
Cervical Depth

Negative pressure

Embryonic sac
Menstrual Cycle
Cervical size
Treatment

Special notes
Choose “Yes” to
unlock the following

tests

Type
Length o f the tail
Others

Duration of placement

Nevawwnii Bpay;
FNybuHa wWwenkn maTkmn
OTpuuaTtenbHoe
faBneHune;
OM6pMOHaNbHbIA Mew oK
MeHCTpyanbHbl 1 LUKA;
Pasmep wekn maTkm
NeveHune,;

Ocobble NpuMeyaHusna

Bbl6epnuTte «[a», 4To6bl
pa36bnokupoBaThb
cnefytouwmne TecTbl
Twun;
OnvnHa xBocTa;
Mpouyee;
MpojoNXMTeNbHOCTb

pasMew,eHnNA;



11.8 TMpocmoTp BUAEO M M300parkeH W

YT06HbI npocMoTpeTb BCe M306pa)KeHVIH n Bupeo, caenaHHble And nNayneHTKN, ABaX bl KJIWKHUTE Ha NYHKT C

MHpOpMaLMendn o NauMeHTKe B TMaBHOM OKHE M HaXMUTe KHonky “Folder”.
1D Ematw Numb« Nrac

{i- * jin$h»figioup * ra« » LLfly-L««

xmn «EB *(V) jjia>

ifnmsi
LT J. image LU 6/2/1 17:19 X»«
Wl <0 N iaylee-2016-02-01.0¢ie Q6L Sam
,S Vuirci 2016/2N1 17:19
M *es«ia*
R L} [1
G- A 12)  Edit Delete View ] 0 folder 1 /1 Nta Teul Recording Number 0

11.9 BbICTpbI NPOCMOTP BUAEO NALNEHTKM

Ana 6b|CTp0I’O BocnpounsBegeHNA BUAEO, ABaX Abl KANKHNTE Ha NMYHKT C nauneHTKOW B rMaBHOM OKHe U HaXMuTe

KHOMNKY “View”. Bocnpou3BeieHWe BUEO 3aNycKaeTca ABOWHBLIM KIUKOM.
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Folder i 1 i Sword’S t*»r'd>»t- 0
(T3, Add 0 Edit f Dr»trw

Play recording - Bocnpowun3BejeHune 3anucu.

Delete - yganunTb 3anuchb
H/10 Y ganeHwe cBefeHWIn 0 NaUNEHTKe

Haxmute (yganuTb) B UHTepdeice nporpaMmbl, YT0Obl y4anUTb CBeAEHNA O BbIOpaHHON nayuneHTKe.

X i
User management YnpaBneHue Name Nma
nonb3oBaTenamu Gender Mon
Add HLobaButsb Age BospacT
i PefjakTupoBaThb
Edit A P Previous Hasag
Delete Ypanutb
Next Nanee
ID 1D
Proceed to Delete? TMMoaTBepAUTHb aneHune?
Number Homep A PA ya

Login Name Noruu Yes Oa
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11.11 YpaneHue nporpamMmmbl

Y [annTb NporpaMmMy MOXHO M3 CNUCKA YCTaHOBJIEHHbLIX Nporpam Ha KOMMbIOTepe.

Image Workstation Software

04.09.2018

Yoanutb

TaK »Ke MOXHO 3aiiTV B Manky ¢ yCTaHOB/IEHHOI MPOrpamMMoii 1 KNMKHYTbL 2 pa3a Ha sp/ibIK “uninstall”.

I, UNACEV2.DLL 26.08.20051:50 PacwwupeHwue npu,., 76 Kb
AUninstall 15.08.20160:16 MpunoxeHne 232Kb

Uninstall,1st Onucanue (ﬂiﬁna: UninstaIIWinF{’,@r\ 1KB
|'||]||| nRAR Opranmnsayuns; Alexander Roshal 393 Kb

[Nanee HeO6XOAMMO NMOATBEPAWTD YAaNeHMe NporpaMmMbl C KOMMbOTEPA.

Image Workstation Software - InstallShieid Wizard

Do you want to completely remove the selected application and all of
its features?

Oa Het

Mocne BbINOMHEHHbIX AEACTBUIA NOSBUTCS YBEAOMIEHME 00 YCMELIHOM YAaleHUN NporpamMMbl

limage Workstation Software - InstallShieid Wizard
Uninstall Complete

InstallShieid Wizard has finished uninstalling Image
Workstation Software.

« Back Finish
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11 CBefeHMA 0 maTepuanax nsgenus

MaTepuansl n3genvua NpuBeeHsbl B Tabnuue 8
Tabnuua 8 - maTepuanbl U34eNUA N €ro COCTABHbIX 3/1IeMEHTOB

HavmeHoBaHve n3genuns unm getanv u
NPUHaLNEeXHOCTN (UCCnefyemble)

Bugeonpoueccop:

- Kopnyc

- KHonkKa nutaHus

- Pa3bem Kabens nuTaHus, KpbiLLKa
OTCeKa NpefoXpaHnUTens, 06LLniA
BbIKNtOYaTE b NUTaHUSA

- OKBUMOTEHLMA/bHBIA pa3bem

Kabenb nuTaHus

Kabens n8B

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

Martepuanbl, NpUMeHsemble NPU U3roTOB/IEHUU

Hepxagetowas ctanb Wuxi Daya AlISI 304 ¢ HaHeCeHMEM NOPOLLIKOBO-NOIMMEPHOIO
nokpblTns 6enoro useta Wuxi Daya WH1008, npoussoantens Wuxi Daya Special
Steel Co. Ltd., KuTaii

Hepxasetowasa ctanb Wuxi Daya AISI 304, npoussogmtens Wuxi Daya Special Steel
Co. Ltd., KuTaii

ABC-nnactuk Fukuang ABS9010 ¢ kpacutenem yepHoro uBeta Fukuang BlacklO
nponssoguTtenb Fukuang Plastic Technology Co.,Ltd.., KuTaii

HwukenuposaHHasa natyHb Brass Nickel Plated 08, npoussoauTens Taizhou Jiaxin
Metals Co., Ltd.., KuTaii

MBX Zhengzhou SPVC 64TS c Kpacutenem yepHoro useta Zhengzhou Black233,
npoussoauTens Zhengzhou San Techchem Co., Ltd.., Kutali

MBX Zhengzhou SPVC 60S ¢ KpacuTenem cuHero ueeta Zhengzhou Bluel22,
npoussogutens Zhengzhou San Techchem Co., Ltd.., Kutai

2019

Bupg KoHTakTa ¢ opraHusmMom

KpaTKOBpPEMEHHbI
KOHTaKT C
HernoBpeXJeHHOW KoXel



KaHtonga 38X-T-5,KaHtons 38X-T-6,
KaHtons 38X-T-7,KaHtons 38X-T-8,
KaHtonsa 18X-T-9,KaHtona 18X-T-10:

-3alWnTHaa rosioBKa C WMCTOYHWKOM
CcBeTa

- Kopnyc KaHonu

-Pyuka KaHtonm

Pa3beM fns BaKyyMHO-
acnumpaLyoHHO CUCTEMbI

-Kabenb Ang NoAKMIOYEHNS K
npoueccopy

VHanBmayanbHas ynakoBka 418 BCEX
MOJeNnein rmcTepocKoNMYecKnx
KaHH/b:

Hns

Bepx
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KpaTKoBpeMeHHbl
KOHTAaKT C
HEMoBpPeXAeHHOA
CNN3NCTOIN 06010YKOI

Monukap6oHat Guangzhou Yuemei PC2458 npo3payHsblii, nponssoanTens Guangzhou
Yuemei Technology Materials Co., Ltd.., Kutai

Ctanb mapku Shenzhen Kingship SUS316, npoussogmntens Shenzhen Kingship
Machinery & Electronic Co., Ltd..,Kutaii

ABC-nnactuk Fukuang ABSI 104, ¢ kpacutenem 6enoro useta Fukuang White04 u
Kpacutenem kpacHoro useta Fukuang Red04, npoussoautens Fukuang Plastic
Technology Co.,Ltd.., Kutai;

Monvamug Zhangjiagang Huachuang PAG66 ¢ kpacutenem 6enoro useta Zhangjiagang
Huachuang WhiteOOS, npoussogutens Zhangjiagang Huachuang Engineering Plastics
Co., Ltd.., Kutan

MBX Zhengzhou SPVC 60TS ¢ kpacutenem 6enoro yseta Zhengzhou White44 n ¢
KpacuTenem yepHoro useta Zhengzhou Black84, npoussogutens Zhengzhou San
Techchem Co., Ltd.., KuTtai

KpaTKoBpeMeHHbI

KOHTaKT C HEMOBPEXAEH-

HOW KOXel
HeTkaHblii maTepuan Tyvek 1073B, npounssoautens DuPont, CLUA

Monwnactep /2 mun MonnatuneH; MpounssognTtens: Beacon Converters, Inc., CLUA



12. ¥nakoBKa 1 MapKnUpoBKa

N3genve noctaBnseTcs B KapTOHHbIX KOpPOGKax OTAENbHO [AN8 KaHofb WM OTAeNbHO ANS

Bufeonpoueccopa.
KomnnekTayua TpaHCNOPTHOW YNakoBKW ANS BMAeonpoLeccopa.
- Bugeonpoueccop - 1 wr.
- Kabenb nutaHms - 1 wr.

- Kabenb n3B - 1wr.
- KomnakTt-guck ¢ nporpaMmmHbIM obecneyeHviem - 1.

- PykoBogfcTBO no akcnayaTtaumu - 1 wr.
B TpaHcnopTHyK ynakoBKY AN KaHioab BXogAaT 10 rpynnosbiX yMnakoBOK. B rpynnosyio

YNaKOBKY BXOAAT 10 KaHtoNb B WHAUBUAYANbHBLIX YNaKOBKaxX 0HOro BapuaHTa UCMOIHEHUA. A
Ka)K,D,bIVI INIEMEHT KOMIMIEKTa NOCTaBKN MHANBUAYa/IbHO YNaKOBaH B NONM3TUNEHOBLIM NakeT.

12.1 MapkunpoBKa BueonpoLeccopa
MapknpoBka BugeonpoLeccopa CoOL4ep>XuT:

e HanmeHoBaHWe n3genns;

*  DJIeMeHT u3genus,

e Hanps)eHue 1 4acToTy ceTu NUTAHUS;

e  HOMMWHaNbHY MOLLHOCTS;
* Knacc 3116KTp06€30ﬂ8.CHOCTVI;

A TaKXe cnefyrole CUMBO/bI 1 0603HAYEHUS:

8M CvmBon “CepuiiHblil HOMep” € yKasaHWEM CepUIAHOro HOMepa;

Cumson “[laTa M3roTOBNEHUA” C YKa3aHWEM [aTbl N3rOTOBMIEHUS;

Cumson “Mcnonb3oBaTb A0” (C yKasaHMeM mecsaua 1 roga);

Cumson “3Hak COOTBETCTBUA CE” ¢  ykKasaHuem HOoMepa
0197  HOTU(ULMPYIOLLErO OpraHa;

Cumson “OupekTusa \YEEE”;

CumBon

A CvmBon

CumBoAa “ObpatnTech K pyKOBOACTBY MO 3KcnyaTauun

Ha PucyHke 16 n3obpakeHa MapKMpoBKa n3genns.
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V3pawk 1bHparclue Y11 WwnaaHM:

CHcl«ma n(aepockulllireckam fi.|H 110-240B
HaeAM-acnu lHHONH<{0 R | )
[NcpbiBalL L GepemeHHOCTH H|"10Ta ee!H Halans:
S5y
Quvedr LA HABROHPOHE0D
MoLUHOCTbI
HOTaccasckTpobescLiacHoOCTH: | Knacc 25 BA

Ll  X¥C046427029
1! 10.01.2017.
10.01.2022.

C€ 0197

B <> RIS T T T T T TTO S O —
M | 1 («YyHly*H Li3nHbLaHb CaliHe & TenHonomxu Ka, 1It/n). Kataii
Ma 18. Msbang PoaO. nangln 1D0KWELLICHy
401120 Yube! O«alncl. Cllongalr®, Cblna
b11p//feonyBb N T rPovpl0™ Tan:-Ne23'86098099

PucyHok 16 - MapKuMpoBKa BueonpoLeccopa
12.2 MapKupoBKa KaHNnu

MapKnpoBKa KaHN COAEPXKNT:

- HaumeHoBaHuMe anemMeHTa U3genus;

- HanmeHoBaHmne nponssoguTens;

- CTeneHb 3alWmnTbl 3N1eKTpoo6opyfoBaHUs 1PX7;

A TaKkxe cneaytouime CUMBO/bI U 0603HAYEHUS:

)I( Cumeon “Aunpektnea WEEE”;

CumBon pabouve yactu Tuna BK;

K:

A Cumson “OcTopoxHo! ObpaTUTeCh K PYKOBOACTBY MO 3KCnayatauum”;

CumBon “ToNbKO 415 OAHOKPATHOrO NPUMeHeHnsa”

Cumon “O6paTnTeCh K PyKOBOACTBY N0 3KCNayaTauuu”;

Cumson “3Hak cooTBeTcTBUSA CE” € yKazaHMeM HoMepa HOTUULMPYIOLLLErO

0197 opraHa;

®0OTO MapKMPOBKMN KaHIONN /15 BaKYYMHOI acnmpauumn npuBefeHo Ha pucyHkax 18.1 n 18.2
MapKVpOBKM BCEX BAPUAHTOB UCMONHEHNS KAHHO/Ib BbIMOMHEHbI aHANOTMMYHO.
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AnemeHT nagenna: Kaxona JSX-T-7

Puc. 18.1 - ¢oTO MapKMUpPOBKU KaHOM JSX-T-7

MponaBoANTEND:

Jinshan Science & Technology (Group) Co,, Ltd.
(«dyHumH L3nHbwaHb Caituc & TekHonogxu (Fpyn) Ko., 1Ta.»),
Kutaii.

Puc. 18.2 - oT0 MapKUpoBKY KaHoAM JSX-T-7

12.3 MapKupoBKa NMHANBMAYaNIbHOW YNAaKOBKN KaHHOMN

KaHionn noctaBnsetca B ()MPMEHHOW YyMakoBKe NPOM3BOAMTENs, 3aluwiatoliein ot
KAMMaTUYECKUX N MEXaHUYECKMX BO3AENCTBUI. KaXablli 3N1eMeHT KOMMNIeKTa MOCTaBKN MHANMBUAYANbHO
ynakoBaH B MONNITUNEHOBbIN NakKeT.

MapKnpoBKa UHANBUAYaNbHOW YNAaKOBKN KaHIOMN COLAEPXMT:

- HanmeHoBaHue nsgenus;

- DNIeMeHT n3genus,

- KonnyecTBo 3/1eMeHTOB 13enus;

- AnameTp TpyoKM;

- CTeneHb 3aWnThl 3/1eKTpoo6opyaoBaHMA 1PX7;

- CBefleH1sa 0 CTEPUNbHOCTY N3LeNus;

- MpepocTepexxeHne “He MPUMEHATHL MPU NOBPEXAEHHON ynakoBke”

- CBefileHVs 0 HETOKCUYHOCTM 1 06 anMporeHHOCTN MeULMHCKOro U3Aenus;

A Takxe crefytoLe CUMBO/Ibl M 0603HAYEHUS:

Cumson “UHopmaymsa o npoussogutene” (C ykazaHnemM HaumMeHOBaHUS

bl /1 npoun3BoANTeNa N agpeca);
SN CumBon “CepuitHblil HOMep” € yKasaHUeM CepMIiHOro HOMepa;

LOT Kop naptuu;

Cumson “Aunpektnsa WEEE”;

CumBONn paboune yacTu Tuna
A CumBon “OcTopoxxHO! ObpaTnTech K PyKOBOACTBY MO aKcnayaTayumn”;

CumBon “TofbKO 4N O4HOKPATHOrO NpUMeHeHusa”
3TBULEEO Cumson “Crepunnsayms OKCUAOM 3TUNEHA”

Cumson “O6paTuTech K pyKOBOACTBY MO 3Kcnayartauumn”;

CumBon “3Hak cooTeeTcTBUA CE” € yKasaHMeM HOMepa HOTU(MLUUPYOLWEero

CC 0197 opraHa;

AR CumBon “[laTta N3rotoBfieHNsA” ¢ yKasaHUeM faTbl U3rOTOB/IEHUS,

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



Cumson “Mcnonb3oBath 40" (C yKaszaHMem mecsila v roga);

®0TO MAPKUPOBKN YNakoBKK KaHAM JSX-T-7 npusefeHo Ha puc. 17
MapKunpoBKa ynakoBKu A5 BCex MOJie/iell KaHH0 b BbIMOJIHEHA aHA/IOMMYHO.

N3genne.
CucTema ructepockonumyeckas Ans BaKkyyM'acnmpaunoHHOTo VeV
npepbiBaHNs GepeMeHHOCTH

*
) I oapankooiy 03,20171>< 03 2019
OTMEHT U3OeNus: KaHonsa JSXeTe7  HBreLO
KonuyecTtso: 1 wWr. CKongplno Ain<M*n 9c:«nc* 9 T«cHnolegy (O'oup)Co., W MM]LIIM
y (BurHMim Lyunbivans Celinc & Temmamku (Tpyn) Ko, MY/A-8|, Kkrok

<« H% *TIALLI 72 10ly, mﬂ

LVKUBTp T3"6UK; 7.0 MM L ETRDYB > ®»LLF» J
y-

Puc.17 - oTo MapKMPOBKN MHANBUAYaNIbHON YNaKoOBKK KaHon JSX-T-7

12.4 MapKunpoBKa rpyrnrnoBoii ynakoBKN KaH/b

MapKunpoBKa rpynnoBoii YNakoBKW KaHb COAEPXMNT:

- HavmeHoBaHuWe nsgenus,

- DNeMeHT u3genns,

- KonnyecTBo 3/1IeMeHTOB n3genus;

- CreneHb 3awWwmThl 3/1eKTPO06OPYA0BaHMA 1PX7;

- CBefieHna 0 CTEPUNLHOCTY M3fenuns;

- MpepocTepexxeHne “He NPUMEHATL NPU MNOBPEXAEHHON ynakoBke”
- CBeleHMs 0 HETOKCMYHOCTM M 06 anMpPOreHHOCTN MeAULMHCKOTO U3aenus;
- KonnyecTso 3/1eMeHTOB 13fenns B yNaKoBKe;

- Y CnoBus TPaHCNOPTUPOBAHMA U XPAHEHNS;

A Takxe cnegyroLime CMMBOJbI U 0603HAYEHUSA:
Cumson “WMHgpopmauma o npoussogutene” (C ykasaHmem HanMMeHOBaHWA

M| NpOU3BOANTENS 1 afpeca);
CumBon “CepuiiHbli HOMEP” € yKa3aHWeM CepUinHOro HOMepa;

ror Kopg naptuu;

X Cumon “AupekTtrea \\'\EEE”,;

CumBon paboune yactu Tuna BE;
A Cumson “OcTtopoxHo! ObpaTtnTech K pyKOBOACTBY MO 3KChayataumumn”;

Cvmson “ToNbKo AN1F O4HOKPATHOTO NpUMeHeHunsa”
3TB~EO  Cwumson “Crepunusanmsg oKCMAOM 3TUNEHA

CumBon “O6paTnuTech K pyKOBOACTBY MO aKCnayaTauum”;

Cumson “3Hak cooTBeTcTBMS CE” ¢ yKasaHMeM HOMepa HOTUMPULUPYIOLLETO

CC o opraHa;

N Cumson “[lata M3roTOBNEHNSA™ C yKa3aHWEM [1aTbl M3rOTOB/IEHUS;

CumBon “MNcnonb3oBath 407 (C yKaszaHWeM MecsLla U roga);

®0TO MapKMPOBKM FPYNMnoBOi YNakOBKN KaH/b NPUBELEHO Ha pUCYHKe 19

42 n3 55
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W3penwve:

Cuctema ructepockonmnyeckas ans Bakyym*acnm| UMOHHOro

npepbiBaHNs 6epeMeHHOCTU

SNeMeHT 13aenvis:

O KaHog JSX-T-5

KaioaJSXT-8 O KaomdSXT9 | IKaom JSXT-10
VAN .
Chongging Jinshan Science & Techn<H<” (Croup) Co., Ud. ')Fgagggg%:g&%@%%?fﬁ%I/Jlrz)g(gacﬁ?anﬁﬂ
(«YyHumH LU3nHbwaHb CatHe & TAHonoaMT (Mpyn) Ko.ATA.»), KnTal OTHOCUTE/bIKOV BTAYKHOCTY He Gonee 80%
No. 18. Nishang Road. LiangUi industrial City. A A
4011~ Yubei District. Chongping, China ?_Sgl\;?dgg )K01” AaBn=nn ot 86.6 |<I'Ia,qo
6||I||| MMM 6l il iz e 6||||LI. il 11|/|1||11111r|111|/||| I\,{Im. HIIMI|||IItIIIIIIII|| Il 1 it Ml
6332 800557 946332 800557 46332 8005T - 6332 8005 946332 800557
u,|| iiniiiiiiiiiiiriiii i J U Lilll IIIJI II|r||IIIIIIU|III iiinnitiiiiiiii
SN XYG02074808086 SN XYG02074808077 S U XYG02074808098 .SN. XYG0a?7480e016 XYG02074808066
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Puc. 19 - MapKMpoBKa rpynnoBoit ynakoBKW KaH/b.

P70y, CE.
- CTepu/bHO, HE NPUMEHUTb
NPy NOBPEXAEHHO YNaKOBKE;
O KaHions JSX-T-6 N KaHoa JSX-T-7 « ANVIPOreMIo; 03.2017 03.2019
*HeTOKCUMYHO



MapK1poBKa TPaHCMNOPTHOW YNaKoOBKW KaHKO/b COLEPXKUT:
- HanmeHoBaHue n3genvs;

- ONeMeHT usgenus;

- Homep TpaHCcnopTHOW Tapsl;

- CTeneHb 3aWmnTbl 31eKTpoobopyoBaHus 1PX7;

- CBefleHNd 0 CTepUIbHOCTU U3fdenus;

- Y CNoBus TPaHCNOPTUPOBAHMA U XPAHEHWS;

A Takxe cnefytouimne CUMBONLI U 0603HayYeHus:

Cumson “NHiopmauma o npomssogutene” (C ykazaHueM HauMeHOBaHWS
w1l Npoun3BOAUTENA U afjpeca);

Cumson “Aunpexktnsa \YEEE”;

CumBon pabouune yactn Tuna BE;
A Cumson “OcTopoxHo! ObpaTnUTeCh K PYKOBOACTBY MO 3KcnayaTaynm”;

CumBon “TonbKo 414 O4HOKPATHOTO NpUMeHeHns”

EO Cwumson “CTepunnsayms OKCULOM 3TU/IeHA”

Cumson “O6patnTecb K pyKOBOACTBY MO 3KcnayaTauumn’;

Cumson “3Hak COOTBETCTBUA CE” C  YKasaHuem HoMepa

CC 0197 LoTuduunpylOLLEro opraHa;

Cumson “fata n3rotToBneHNA” ¢ ykasaHMeM faTbl U3rOTOBJIEHUS;

CvmBon “Ncnonb3osath f0” (C yKasaHMEM Mecsua v roga);

2019
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M3penue:
Cuctema ructepockonunyeckas gns BakyyMm-acnmpaumoHHOro npepbiBaHns 6epemMeHHOCTH

DNeMeHT n3gennsa:

O KaHtona 18X-T-5 O KaHtonda ;8X-T-6 O KaHtonga ;8X-T-7

| | Kantons JSX-T-8 O KaHtona J8X-T-9 N Kantons JSX-T-10

3penvie cTepunbHo
Homep TpaHCMOPTHOW Tapbl: 1u13 2-X;

0 IPX7 C€

Chongqing Jinshan Science & Technology (Group) Co., Ltd..
(«YyHumH LsnHblaHb CaiiHe & TekHonomxku (Tpyn) Ko., JITa..»), KuTali
No. 18, Nishang Road, LiangLu Industrial City,

X J 401120 Yubei District, Chongging, China

| http://english.jinshangroup.com Ten: +86-23-86098099

03.2017 03.2019

+35 YCcnosus TpaHCNOPTUPOBAHUA U XPaHEHUS:
TemnepaTypa Bo3gyxa ot +10 go +35 C°
MNPy OTHOCUTENbHOM BNAXHOCTU He 60nee 80% u
+10C /m aTmocdepHom fasneHumn ot 86.6 kMa go 106.7 kMa

12.6 MapknpoBKa TpaHCMOPTHOW YNakKoBKMW BuaeonpoLeccopa

MapKu1poBKa TPaHCMOPTHOI YNaKoBKM BUAEONPOLLECCOPa COAEPXKUT:
e HaumeHoBaHue n3genus;
e ONeMeHT n3aenus;
« HanpshXeHue, 4acToTy CETU NUTAHUS;

e HOMWHaNbHY MOLLHOCTb;
e Knacc aneKkTpo6e30nacHoCTy;
A Takxe cnefytoLine CUMBO/bI U 0603HAYEHUS:

SN CumBon “CepuiiHblii HOMeP” € YKasaHWeM CepunHOro Homepa;
CumBon “[lata M3roTOBNEHMA™ C YKa3aHWeEM faTbl U3rOTOBJIEHUS;
CumBon “Mcnonb3osath A0 (C yKasaHMeEM Mecsua v roga);

Cumson “3HaK  COOTBETCTBUA CE” ¢  ykKasaHuem HOMepa
cC 0197  HOTU(ULMPYIOLLErO OpraHa;
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Cwuwmson “Aunpektusa \WEEE”;

CumBon paboume yactu Tuna B
A Cumson “OcTopoxHo! ObpaTtnTech K pyKOBOACTBY NO 3Kcnayatauuu’

Cumon “ObpaTtnTecb K pyKOBOACTBY MO aKcnayaTayum’;

Y1akeT MapKUpPOBKM TPaHCMOPTHOM YNaKoBKM BUAEONpoLieccopa:

M3penne:
Cuctema ructepockonunyeckas ana BakyymMm-acrnmpayMoHHOro rnpepbiBaHUA 6epeMeHHOCTH

ONeMeHT usgenus:
Bupgeonpoueccop

Homep TpaHCNOPTHOW Tapbl: 2 U3 2-X;
| Knacc aneKTpo6e30nNacHoOCTH.

KomniekT nocTtaBKu:
- Bugeonpoueccop - 1wr.
- Kabenb nutaHma - 1 wr.
- Kabenb n3B - 1wr. B A i
- KomMnakT-gucK ¢ nporpammMHbIM
obecrneyeHmem -1 Lwr.
- PykoBoACTBO Mo akcnayaTtaumu - 1 wT.
0197
HanpsaxeHune cetn nutaHua: 110-240 B;
YacToTa cetu nutaHmsa: 50/60 Iu;
HomunHanbHas MmowHoOCTbL: 25 BA;
Chonggqing Jinshan Science & Technology (Group) Co., Ltd..
(«UyHumH LauHbwaHb CaliHc & TekHonomku (Tpyn) Ko., 1Ta..»), Kutaii
No. 18, Nishang Road, LiangLu Industrial City,
rrﬂ 401120 Yubei District, Chongqging, China

http://english.jinshangroup.com Ten: +86-23-86098099

SN  XYG046427029 W i 10.01.2017

YcnoBumsa TpaHCMOPTMPOBaHUS:

Temnepatypa Bo3gyxa oT +10

po +35 C° npu OTHOCUTENIbHOW 10.01.2022
+10 BNaXXHOCTU He 60nee 80% u

aTMoc(hepHOM faBfieHUN OT

86.6 klMa go 106.7 kIMa

13 CooTBeTcTBMe CTaHJapTam Poccuinckoi deaepaumm
FOCT 31214-2016. «Ws3penus meamuuHckme. Tpe6oBaHMs K obpasuam U AOKYMeHTauuwu,
npefocTaBfiieMblM Ha TOKCUMKOMOTMYECcKWe, CaHUTapHO-XMMWYECKME WUCMbITaHUSA, WCNbITAHUA Ha
CTEPUNBHOCTb U MUPOreHHOCTb».
FTOCT P 52770-2016. «W3penusa megumumHckmne. TpeboBaHWsi 6e3omacHOCTM. MeTodbl CaHUTapHO-
XUMUYECKNX N TOKCUKONOTUYECKUX UCMbITAHNA.
FOCT 180 10993-1-2011. «WN3genuns megmumHckme. OueHka 6MONOrMYecKoro AeicTBUA MeLULMHCKNX
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n3gennii. Yactb 1. OueHKa n nccnefoBaHmnsa».
FTOCT P WNCO 10993-2-2009. «W3penua meguuyuHckme. OueHKa 6GMOMOrMYecKoro feincTeuma

MeANLUUHCKMX n3genmnin. YacTb 2. TpeboBaHUS K 06paLLeHNIO C XXUBOTHLIMUY.

FOCT ISO 10993-5-2011. «WM3genunsa meguumHckmne. OueHKa 6MONOrMYEcKoro 4encTBns MeguLMHCKNX
n3gennin. Yacto 5. MiccnefoBaHve Ha LUTOTOKCMYHOCTb: METOAbI in Vitrox.

FOCT ISO 10993-7-2016. «W3penna meguumHckmne. OueHKa 6MONOrMYEcKoro AeincTBus MeguLMHCKNX
nsgenuii. Yactb 7. OcTaTOYHOE COflepXKaHUe 3TUEHOKCUAA NOC/e CTEPUAN3ALINNY.

FOCT ISO 10993-10-2011. «M3penuns megmumnHckme. OLeHKa 6MONOTrMYECKOro AeCTBMA MeAULMHCKNX
n3gennii. Yactob 10. NccnegoBaHus pasgpaxarow,ero u CeHCMOUAN3NPYIOLLEro AeACTBUA».

FOCT ISO 10993-12-2015. «M3penus megmumnHckme. OLeHKa 6MONOrMYecKoro AecTBMA MegnuLMHCKNX
n3gennia. Yacto 12. MpurotosneHne Npod N KOHTPO/IbHbIe 06pasLbl».

e PP nsgaHue XI1V. 0P C.1.2.4.0003.15. CTepuUNLHOCTb.

FOCT 31209-2003 «KoOHTeilHepbl [Ansi KPOBM M €€ KOMMOHEHTOB. Tpe60oBaHMA XWMWUYECKOW W
6ronormyeckoin 6e30MacHOCTN U MeTOAbl UCMbITaAHU».

MYK 4.1.742-99 «//HBEPCMOHHOE BOJIbTAMMEPOMETPNYECKOE M3MEPEHNME KOHLEHTPaLUM MOHOB LMHKA,
KafMus, CBUHLA U MefN B BOAE».

FOCT 4011-72. Boga nutbeBas. MeToAbl M3MEPEHMS MacCOBOM KOHUeHTpauun obuiero >kenesa (c
M3meHeHnsamn N1,2)

MYK 4.1.3166-14 «[la3oxpomaTorpagmMyeckoe onpefesieHne rekcaHa, renTaHa, auetaibierufa,
aueToHa, MeTunaueTaTa, dTuiauerara, MeTaHosa, M30MpPoOnaHona, akpUIOHUTPWUAA, H-MPOMNaHona, H-
nponunayetarta, 6yTunayertara, nsobyrtaHona, H-6ytaHona, 6eH3ona, Tonyona, aTnnbeHsona, M-, 0- u n-
KCW0M10B, n3onponuabeHs3ona, CTUpona, a -MeTUACTMPOia B BOAE M BOAHbIX BbITAXKAX U3 MaTepuasnos
pa3NIMYHOro cocTaBax.

N-880-71 «WHCTpYKUMSA MO CAHUTAPHO-XMMWUYECKOMY WCCNeA0BaHUIO W3AeNuUiA, W3rOTOBAEHHbIX W3
NMOMIMMEPHBIX N APYTUX CUHTETUYECKUX MaTepuasios, MpefHasHauyeHHbIX A1 KOHTaKTa C MULLEBLIMU
NnpoayKTamm».

MP 1436-76 «MeTogu4yeckne peKoMeHaaLun K onpeaeneHnio gueHnnonnponaHa, a Takxke HeEKOTopbIX
(heHONOB B €ro NPUCYTCTBUW, MPU CAHUTAPHO - XUMWUYECKUX UCCNef0BaHUAX U3LENNI U3 NOIMMEPHbIX
maTepuanos, NpefHa3HauYeHHbIX NS KOHTAKTa C MULLEBbIMN MPOAYKTaMU».

FOCT 31866-2012 «Bopga nutbeBasi. OnpegeneHne CoAepXXaHUs 3NEMEHTOB METOAOM WMHBEPCUMOHHOWA
BO/IbTAMNEPOMETPUN

FOCT 31870-2012 «Bopga nutbeBas. OnpefeneHve coaepXXaHWs 3N1eMEHTOB MeTogaMu aTOMHOM
cnekTpomeTpuu (c Monpaskamm)»

MH 2.3.3.972-00 «[llpefenbHO AOMYCTMMbIE KOMIMYECTBA XMMMWMYECKUX BELLECTB, BbLUENAKOLWMXCA U3
MaTepuanoB, KOHTAKTUPYHOLWNX C MULLEBLIMU MPOLYKTAMU»

MYK 4.1.3169-14 «["a3oxpomaTtorpaguyeckoe onpefesieHne gumetungranara, guMeTuntepedranara,
anaTungTanaTa, anéytundranaTa, o6yTun6eHsnngTanara, o6uc(2-sTunrekcmn)Tanata n
OVOKTUA(TanaTa B BO4e U BOAHbIX BbITAXKaX U3 MaTepuasioB pa3IMyHOro CoCTaBa».

MP 1503-76 «MeTogunyeckne pekomeHAauuu no OnpefefieHUt0 rekcameTtuneHgnamumHa B Boge Mnpu
CaHUTAPHO-XUMMWUYECKUX WCCNEA0BaHMAX MOMMEPHbLIX MaTepuanos, MNPUMEHSEMbIX B MULEBON W
TEKCTUNbHOM MPOMbILLIEHHOCTN.

FTOCT P 50444-92 «[Mpubopbl, annapaTbl U 060pyaoBaHMe MeaguuMHCKMe. OOLIME TexXHUYeckue
YCNOBUAY.

FOCT P M3K 60601-1-2010 «W3genua meguunHCKue anekTpuyeckune. Yactb 1. Obuime TpeboBaHumA
6e30NacHOCTM C YYETOM OCHOBHbIX (PYHKLMOHA/IbHbIX XapaKTEPUCTUK.

FOCT P NCO 15223-1-2014 «WN3pgenusa meguumuHckne. CUMBONLI, NPUMEHAEMbIE NMPU MapKUPOBaHUN Ha
MeAULUMHCKNX W3Lennax, 3TUKeTKax W B COMPOBOAWUTENbHOW AoKyMeHTauuu. Yactb 1. OCHOBHble
TpeboBaHUA».

FTOCT P MO3K 62304-2013 «W3genus meguuuHckue. [porpammHoe ob6ecneyeHue. [lpouecchl
YXV3HEHHOTO LMK/a».

FOCT P MCO/M3K 12119-2000 «MHhopmaumoHHasa TexHonorus. MakeTbl nporpamm. Tpe6oBaHMA K
KauyecTBY M TECTUPOBaHUE».

FOCT P NCO/MIK 9126-93 «WHthopmaumoHHasa TexHonormsa. OueHKa NPorpaMMHOA MPoAyKUUN.
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XapakTepncTMKM KavyecTBa U PYKOBOACTBA MO UX NPUMEHEHMNIO».

FOCT P WCO 9127-94 «Cuctembl 06paboTKM WHGpopMauun. JOKyMeHTauMsa nonb3oBatens wu
MH(OopMauns Ha ynakoBke A5 NOTPebUTeNIbCKMX NPOrpaMMHbIX MaKeToB».

FOCT 28195-89 «OueHKa KayecTBa NporpamMmMHbIX cpefcTB. O6LLMe MON0XKEHUA».

FOCT P 51188-98 «3awurta uWHGpopmayun. KcnbiTaHUA MPOrpaMMHbIX CPeAcTB Ha Hanuyue
KOMMbIOTEPHBIX BUPYCOB. TUNOBOE PYKOBOLCTBOY.

FOCT P M3K 60601-2-18-2014 «W3penns mepuUMHCKME 3nekTpuyeckne. Yactb 2-18. YacTHble
TpeboBaHMA 6€30MNacHOCTM C YH4ETOM OCHOBHbIX (DYHKLMOHA/bHbIX XapaKTepUCTUK K 3HLOCKONUYECKOM
annaparype».

FOCT P 53469-2009 «OnTuKa M oNTUYECKUE npmobopbl. SHAOCKOMLI U NPM6OPLI 3HAOTEpaneBTUYECKMe
mMeauumHckue. Yacte 1. O6wme Tpe6oBaHUA»

FOCT 26332-84 «3HpAocKoNbl MeauUMHCKMe. MapkKuMpoBKa, YynakoBKa, TpaHCNopTUpoBaHWe U
XpaHeHue.

FOCT P 55037-2012 «OnTuKa 1 oNTUYeCKne Npuoéopbl. AHAOCKONbI U NPUGOPLI 3HAO0TEpaneBTUYECKne
MeauumMHCKMe. YacTHble TeXHU4Yeckue TpeboBaHusA. MeToAbl UCNbITaHWUIA NapamMeTpoB».

FOCT P M3K 60601-1-2-2014 «M3genuna meguumHckue anektpuyeckume. Yactb 1-2. O6wme TpeboBaHms
6e30MacHOCTM C Y4YEeTOM OCHOBHbIX (YHKUMOHANbHbLIX XapakTepucTuK. [lapannenbHblli CTaHAapT.
ANeKTpoMarHMTHas COBMeCTUMOCTb. TpeboBaHMA U UCMBbITAHUA».

FOCT 180 11607-1-2018 «YnakoBKa AN MeAUUMHCKUX W3L4eNnid, nognexawymx QUHALLHOW
cTepunusaymn. Yactb 1. TpeboBaHua K maTepumanam, 6apbepHbIM CUCTEMaM AN1IA CTepuansaunmn wu
YyMNaKoBOYHbIM CUCTEMAMY.

14 MeTogbl KOHTPONA B cTaHAapTax Poccuiickon defepauunm
FOCT 31214-2016. «W3penua MeguumHcKue. TpeboBaHMAa K obpasuam U JOKYMeHTauuw,
npeaocTaBfsieMblM Ha TOKCUKOMOTMYecKue, CaHUTAPHO-XMMMWUYECKME WCMbITaHUSA, WUCMbITAHUA Ha
CTEPUNBHOCTb M MUPOTrEHHOCTbY.
FOCT P 52770-2016. «W3penus megmumHcKue. TpeboBaHus 6GesonacHocTW. MeTofbl CaHMTapHO-
XUMUYECKMX U TOKCUKONOTNYECKUX UCTIbITAHNA».
FOCT ISO 10993-1-2011. «M3penns meanumnHckue. OUeHKa 6M0N0rMYecKoro aeicTBnsS MeaNLMHCKUX
nsgennin. Yactob 1. OUeHKa 1 uccnefgoBaHus».
FTOCT P WCO 10993-2-2009. «W3genua wmeauuuHckme. OueHKa 6MOMOrMYECKOro AeicTBus
MeAULMHCKNX n3aennin. Yactb 2. TpeboBaHMNA K 00PALLLEHUID C XXUBOTHLIMMUY,
FOCT ISO 10993-5-2011. «M3penns meamumnHckue. OLeHKa 6MONOrMYecKoro AeicTBnsS MeANLIMHCKNX
nsgenuin. Yactb 5. NccnefoBaHne Ha LUMTOTOKCUYHOCTb: METOAbI in Vitro».
FOCT ISO 10993-7-2016. «M3genna megmumHckme. OueHKa 6M0N0rMYeckoro AencTens MeanLNUHCKNX
n3gennin. Yactb 7. OCTaToMHOE cofepXXaHne aTUNeHOKCHUAa Nocne CTeEPUIN3aLmm».,
FOCT ISO 10993-10-2011. «M3genuns megmumHckme. OueHKa 6M0N0rnYecKoro AeicTema MeguLNUHCKNX
nspennii. Yacte 10. iccneqoBaHunsa pasapaXkarollero n CEHCUOUNN3NPYIOLLLETO AEACTBUS».
FOCT ISO 10993-12-2015. «M3aennsa meguunHckme. OLeHKa 61M0N0rM4eckoro AeicTBmns MeauLNHCKNX
nsgennin. Yactb 12. MpuroToBieHne Npod U KOHTPO/IbHbIe 06pasLbli».
F® PO nsgaHne XIV. OPC. 1.2.4.0003.15. CTepU/IbHOCTb.
FOCT 31209-2003 «KOHTeilHepbl A1 KPOBM UM €e KOMMOHEHTOB. Tpe60BaHWUA XUMWUYECKON WU
6ronormyeckoin 6e30NacHOCTN U MeTOAbl UCMbITaHUI».
MYK 4.1.742-99 «/IHBEPCNOHHOE BO/IbTAMMEPOMETPNUYECKOE N3MEPEHNE KOHLEHTPaLUN NOHOB LNHKA,
KafMus, CBUHLA U MeAun B BOAE».
FOCT 4011-72. Bopga nuTbeBasd. MeTofbl M3MepeHMs MacCOBOM KOHLeHTpauum obuiero >xenesa (c
M3meHeHnamun N1,2)
MYK 4.1.3166-14 «[la3oxpomatorpauyeckoe onpegeneHne rekcaHa, rentaHa, aueTanbferma,
alueToHa, MeTwnauertara, 3Tunauetara, MeTaHona, W3onponaHofa, akpuioOHUTpWNAa, H-NponaHona, H-
nponunauetarta, 6yTunayerara, n3obytaHona, H-6ytaHona, 6eH3ona, Tonyona, aTunbeHsona, M-, 0- U n-
KCWMN0M0B, M30MnponunbeHsona, CTMpona, a -MeTUICTAPONA B BOAE M BOAHbIX BbITSXXKaxX U3 MaTepuanos
pasfnyHoOro cocrasa».
N-880-71 «WHCTPYKUMS MO CAHUTAPHO-XUMWUYECKOMY WCCMEA0BaHWUIO W3AeNUiA, W3FOTOBNEHHbLIX W3

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



NOMIMMEPHBIX W APYTUX CUHTETUUYECKMX MaTepuasnos, NpefgHasHaueHHbIX ANA KOHTaKTa C NULeBbIMU
NPoaYyKTammu».

MP 1436-76 «MeTognyeckre peKoMeHAaumnm K onpeesieHnto AueHnIoNnNponaHa, a Takxke HEKOTopbIX
(heHON10B B €ro NpUCyTCTBUW, NPU CAHUTAPHO - XUMUYECKUX UCCEA0BaHUAX U3AeNNIA U3 NONIMMEPHbIX
mMaTepuasnos, NpefHasHauyeHHbIX A9 KOHTaKTa C NULLEBLIMY MPOLYKTAMMN».

FOCT 31866-2012 «Bopga nutbeBas. OnpeaeneHne cogepXaHus 3N1eMEHTOB MeTO40M WHBEPCUOHHOM
BO/IbTAMMNEPOMETPUN

FOCT 31870-2012 «Bopa nuTbeBas. OnpegeneHne cofAepXaHUs 3N1EMEHTOB METOAamu aTOMHOW
crnektpomeTpum (c Monpaskamm)»

MH 2.3.3.972-00 «[NpefencHo [ONyCTUMbIE KONMYECTBa XUMUYECKUX BELLECTB, BblAENAOLWNXCA U3
MaTepunanos, KOHTaKTUPYHOLWNX C NULLEBLIMW NPOAYKTAMUN»

MYK 4.1.3169-14 «[la3oxpomatorpagmMyeckoe onpegeneHve gumetundranara, AUMeTunTepedTanaTra,
AnaTungtanata, anéyTtundTanaTa, 6yTun6eH3nngTanaTa, 6uc(2-aTunrekcun)ranata 7
AVOKTUNTaANaTa B BOAE M BOAHbLIX BbITAXKAX M3 MaTEPUanoB pas3IMYHOro cocrasar.

MP 1503-76 «MeToAnyeckme pekoMeHAaLuMn MO OMpefeneHnt0 rekcameTuieHagnaMmuHa B Bofe Npu
CaHUTapHO-XMMUYECKUX WCCMEA0BaHUAX MONMMEPHbLIX MaTepuanos, MNPUMEHSEMbIX B MULLEBON W
TEKCTUNbHON NPOMbILLNIEHHOCTU».

FTOCT P 50444-92 «[Mpubopbl, annapaTbl U 060pyaoBaHMe MeAuUUMHCKME. OOLME TexXHUYeckue
YCNOBUA».

FOCT P M3K 60601-1-2010 «W3genna megnmumMHCKue anektTpuyeckme. Yactb 1. O6wme TpeboBaHms
6e30MacHOCTMN C y4eTOM OCHOBHbIX (DYHKLMOHANbHbIX XapaKTepucTUK».

FOCT P NCO 15223-1-2014 «W3nenns meguumnHckne. CUMBObLI, NMPUMEHAEMbIE NPU MapPKUPOBAHUN Ha
MeAMUNHCKNX W3LeNusax, 3TUKEeTKaX W B COMNPOBOAWUTENbHOW [oKyMeHTaumu. Yactb 1. OCHOBHble
TpeboBaHUS».

FOCT P M3K 62304-2013 «W3penua MeauumHckue. TlporpammHoe ob6ecneyeHue. [pouecchl
XU3HEHHOTO UMKna».

FOCT P MCO/M3K 12119-2000 «MHopmaLmoHHasa TexHonorus. MakeTbl nporpamm. Tpeb6oBaHMAa K
KayecTBY W TECTUPOBaHMEY.

FOCT P NCO/M3K 9126-93 «MH(popmaunoHHas TexHonorus. OueHKa NporpaMMHON NPOAYKUUW.
XapakTepuCTUKMN KayecTBa U PYKOBOACTBA MO UX MPUMEHEHUNIO».

FOCT P WNCO 9127-94 «CucteMbl 06paboTKM WHMDoOpMauun. J[OoKyMeHTauMsa nonb3oBatens u
NH(opManusa Ha yrnakoBke AN NOTPeO6UTENbCKUX NPOrpaMMHbIX NaKeTOoB.

FOCT 28195-89 «OueHKa KayeeTBa MPOrpamMMHbIX cpefcTs. O6LMe NONOXKEHNSA».

FTOCT P 51188-98 «3awmurta uHGopmauun. WcnbiTaHUA NPOrpaMmMHbIX CPeAcTB Ha Hanuuue
KOMMbIOTEPHbLIX BUPYCOB. TUMOBOE PYKOBOACTBOY.

FOCT P M3K 60601-2-18-2014 «W3penus meguuUMHCKUE anekTpuyeckue. Yactb 2-18. YacTHble
TpeboBaHMA 6€30MaCHOCTN C YYeTOM OCHOBHbIX (DYHKLMOHA/bHbIX XapaKTepUCTUK K 3HL0CKONUYECKOIA
annaparype».

FOCT P 53469-2009 «OnTuka n ontnuyeckme npnbéopbl. JHLOCKOMbI U NMPUOOPLI 3HA0TEpPaneBTUYECKME
meauumHckue. Yactb 1. Obwme TpeboBaHmsA»

MOCT 26332-84 «3HOOCKOMbI MeguMUMHCKME. MapKMpoBKa, YMakoBKa, TPaHCMOPTUpPOBaHME MU
XpaHeHue».

FOCT P 55037-2012 «OnTKKa U onTu4eckme Npnuoéopbl. HAOCKONLI U NPUBOPLI 3HAOTEpaneBTUYeCKNe
MeAULUHCKNe. YacTHble TEXHUYECKNe TpeboBaHUs. MeToAbl UCMbITaHU NapaMeTpoB».

FOCT P M3K 60601-1-2-2014 «3penva MeauLMHCKMe anektpuyeckue, Yacto 1-2. Obuwme Tpeb6oBaHmA
6e30MacHOCTM C Y4eTOM OCHOBHbIX (PYHKLMOHaNbHbIX XapakTepucTuk. [lapannencHblid cTaHAapT.
ANneKTpoMarHMTHas COBMeCTUMOCTb. TpeboBaHMA U UCMbITAHNA».

FOCT 180 11607-1-2018 «YmnakoBka [Ans8 MeAUUUHCKUX W3Lenunid, nogaexawmnx QUHULHOWA
cTtepunusaymn. Yactb 1. TpeboBaHMA K maTepuanam, GapbepHbIM CUCTEMaM A4 CTepuaM3auuu u
YyNakoBOYHbIM CUCTEMAM.
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15 TpaHcnopTupoBaHWe, XpaHeHWe, akcnayaTayma

M3genns TpaHCNoOpTUPYIOTCA BCEMM BUAaMM TPAHCNOPTA B KPbIThbIX TPAHCMNOPTHBLIX CPeAcTBax B
COOTBETCTBMM C MpaBuMnamu MNepeBO3KU Trpy30B, AeWCTBYHOLWMMM Ha [aHHOM BuAe TpaHcnopTta B
COOTBETCTBUM C YC/IOBUAMMU:

YCcnoBuma TpaHCNoOpPTMPOBaHUA:  TemnepaTtypa Bosgyxa ot +10 °C go +35 °C;
OTHOCUTENbHas BNAXXHOCTb BO3Ayxa He 6onee 80 %;
aTMocgepHoe faBneHune ot 86.6 klMa go 106.7 kMa;

Y CcnoBusa XpaHeHUs v akcnayataunm MegnuLMHCKOT0o N3enns:
YCcnoBua XpaHeHus: Temneparypa Bo3gyxa ot +10 °C go +35 °C;
OTHOCUTE/bHAsA BNaXXHOCTb Bo3ayxa He 6osnee 80 %);
aTMocgepHoe aaBneHue ot 86.6 klMa go 106.7 kMa;

Ycnosusa aKcnnyartauum TemnepaTtypa Bo3gyxa ot +10 °C go +35 °C;
n3genna  (KpoMe OMNTMYECKOM OTHOCUTE/IbHasA BNaXHOCTb BO3ayXxa He 6onee 80 %;
4acTu KaHKn): atMocgepHoe fasneHue ot 86.6 klMa o 106.7 kMa;
Ycnosusa aKcnnyartauum Temnepartypa Bo3gyxa ot +10 °C go +35 °C;
OMNTMYECKOM YaCcTU KaHH/N: OTHOCUTeNIbHas BNaXXHOCTb BO3A4yxa He 6onee 80 %;

atMocgepHoe gasneHune ot 86.6 klMa go 106.7 kMa;

16 CBefleHMA 0 CTePUNILHOCTU N OYUCTKE U3[e/nNA

16.1 CTepubHOCTb KaHKMN

KaHtons nocraensetcs ctepunbHoin. CTepunmsaumns aTUNeH okcugaom B cootsetcTsunu ¢ TOCT
ISO 11135-2012. MapaHTUPOBaHHbINA YypPOBeHb CTEPUIbHOCTM - 10 [ns 04HOPA30BOro MpPYMEHEHUS,
MOBTOPHAaA CTEPUAN3aLMa N NCNOb30BaHNe 3anpeLLeHo.

16.2 Ouncrtka

[ns ouncTku Bugeonpovueccopa, kabens nutaHusa n kabens USB:

- ANA yaaneHus HeboNbLWKX 3arpA3HEHUA CMONb3YHATe CYXYHO Map/to WU APYTYHO TKaHb.

- ANA yAaneHUs CUNbHbIX 3arpPA3HEHNIA MCNONb3YATe Map/to U HEWTPaSbHOE MOtOLLLee CPeACcTBoO.

UncTka Bugeonpoueccopa 6e3 co6M04eHNs PeKOMeHAaUMiA MOXET NPMBECTU K MonagaHuto
XVUAKOCTU B 3MEKTPOHHbIE KOMMOHEHTbI U3[eNINS 1 K €r0 NMOBPEXAEHNIO.

16.3 [e3nHpekyms
lMoBepxHOCTb BUAeonpoueccopa, Kabens nutaHua u kabena USB moxeT 6biTb o6bpaboTaHa
CNMPTOM (3TWNOBLIN CNUPT He MeHee 70%).

17 CBefieHNA 0 PEMOHTE U TEXHUYECKOM 00C/TyXXUBaHUN U3aenns
17.1 CaefeHunA 0 peMOHTe MeAULUMHCKOro n3aennsa

PemMOHT, 3amMeHa MeJMLMHCKOro U34eNnsa U 3aMeHa ero 4acTeil OCyLLecTBAETCA UCKIHOUYNTENIbHO
nepcoHasoM Npou3BoauTens. B cnyyae HeMcrnpaBHOCTU U34eNns, 06paTUTECh MO KOHTAKTHbIM JaHHbIM
MPON3BOANTENSA:

Chongging Jinshan Science & Technology (Group) Co., Ltd. («YyHuuH L3uHbwaHb CailHC &
TekHonogxu (Fpyn) Ko., 1T4.»), Kutaii

Agpec: No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District, Chongqing, China

Ten.:+86-23-86098099;

A[Lpec 3neKTPOHHOI noyTbl: intemational@ jinshangroup.com;
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17.2 CBefeHUA 0 TEXHUYECKOM 06CNY>XUBaHUN MeAULIMHCKOIO U3LeNnusa
17.2.1 lMepuognyecKne nNpoBepKn

PekoMeHAyeTCs NPOBOANTL MPOBEPKM PabOTOCNOCOGHOCTY U3aeNus:

- KaXable 3 mecsaua;
- Kaxable 6 MecsileB B C/y4yae, €CNM U3fgeNnve He MPUMEHSNOCh B TEUEHUU 6-TU Mecsues,

Heo6X04MMO MPOBEPUTH OCHOBHbIE (DYHKLMW M3AENNS C MOLKNOYEHHOW KaHIel K BUAEONPOLECCOpY;
- eXerofHble NpoBepKu;

MpoBepKy paboToCMOCOGHOCTY M3AENUS AO/MKEH MPOBOAUTL TONLKO MEePCcoHan Npou3BoanTens.
EXerogHas npoBepka BK/tOYaeT B Ce6si MPOBEPKY LENOCTHOCTM W3[eNuUs, 3a3eMNeHus, NpoBepKy

3NEKTPOHHbLIX KOMMOHEHTOB U Pa60TOCNOCOGHOCTU U3ENMS.
3a NPOBEPKOIA, PEMOHTOM W 3aMEHOi1 YacTeil 13genns o6paTUTeCh K MPOU3BOANTENIO U3AENNS:

Chongging Jinshan Science & Technology (Group) Co., Ltd. («4yHuuH L3uHbwaHb CailHC &
TekHonogxu (Tpyn) Ko., 1Ta.»), Kutaii
Agpec: No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei District, Chongging, China

Ten.: +86-23-86098099;
AJpec aneKTPOHHOW noyTkl: intemational@jinshangroup.com;

17.2.2 3ameHa npegoxpaHuTenei
[ns 3amMeHbl NpefoxpaHMTeneld obpallaintecb K NpoN3BOANTENIO.

18 CsefeHuaA 06 yTununsaunm

YTunnsauuno msgennsa nposoanTtb B cooTeetctBum ¢ CaHlMuHom 2.1.7.2790-10 gna oTxofoB
Knacca b (anngemunonornyeckn onacHole oTxogbl). Mocne annapaTtHbiXx cnocoboB 06e33apaXknBaHnsa ¢
NPYMeHeHNEeM (U3NYECKUX METOAOB W W3MEHeHMA BHELWIHEero BMAa OTXOAO0B, WCK/OYaLWEro
BO3MOXHOCTb WX MOBTOPHOr0 MPUMeHeHus, OTXOAbl Knacca b MOryt HakannueaTbCsi, BPEMEHHO
XpaHUTbLCA, TPAHCMOPTUPOBATLCA, YHNUTOXKATLCA N 3aX0paHMBaTbCA COBMECTHO C 0TXO0A4aMu Kniacca A
(anupgemunonornyeckmn 6e3onacHble 0TXO0Abl, MO COCTaBY NMPUOBIMKEHHbIE K TBEPALIM 6bITOBLIM OTX0AaM).
YnakoBka 06e33apaXeHHbIX MEAULMHCKUX OTXO04OB kKnacca b pomkHa UMeTb MapKUpOBKY,
CBUAETeNbCTBYIOLLYIO O NPOBeAeHHOM 06e33apaXKnBaHUM OTXOL0B.

19. MapaHTUN

[aHHas rapaHTusa oT npoussoguTtens Chongqing Jinshan Science & Technology (Group) Co., Ltd.
pacnpocTpaHseTca Ha MeAuUMHCKoe un3genne “CuctemMa rMCTEpPOCKONMYecKas [Ans  BaKyyM-
acnmpayuMoHHOro npepbiBaHNS 6epeMeHHOCTM” NOAMeXallee PEMOHTY, 3aMeHe UK 3aMeHe ero YacTei.
HencnpaBHoe wu3genve [JOMKHO 6biTb BO3BPALLEHO MPOU3BOAUTENO WA €ro YNOJHOMOYEHHOMY
ANCTPUOBLIOTOPY B TEYEHUU YKa3aHHOr0 CpoKa roAHOCTM u3genus. MapaHTUs He pacnpocTpaHseTcs Ha
N3aennusa Uan ero Yactu, eciM OHW GblY OTPEMOHTUPOBAHbLI He MepcoHaIoM MPOU3BOAMTENS U €CNN B
nocneAcTBMM 3TO MOrN0 Obl NOBAMATbL Ha CTabWMNLHOCTb, HaAEXHOCTb W3AENUsi, NPUBECTU K €ero
HeMpaBWNbLHOMY MPUMEHEHUIO UK K HECYACTHOMY C/y4ato.

[aHHas rapaHTus He NOANEXWUT Mepedade U pacnpoCTpaHAeTCA TOMbKO Ha NepBOHAYanbHOro
nokynatens meguumHckoro usgenusa. Chongging Jinshan Science & Technology (Group) Co., Ltd.
OTKa3blBaeTCS OT KaKoW-N1Mbo OTBETCTBEHHOCTU B CBA3W C NPOAaXKen NpoayKuMm n ntobbiMu opMamu
KOCBEHHbIX MPaBOHAaPYLUEHUIA NN KOCBEHHbIX YObITKOB.

Cpok rogHocTu Bugeonpoueccopa - 5 ner;
CpoK rogHoCTM KaHi/b - 2 roga;
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Mpoussogutens: Chongqing Jinshan Science & Technology (Group) Co., Ltd..
(«YyHumnH L3smHbwaHb CaliHc & TekHonomxu (Tpyn) Ko.,
NTa..»), Knutaii
Agpec: No. 18, Nishang Road, LiangLu Industrial City, 401120 Yubei
District, Chongging, China
TenegoH: +86-23-86098099
Alpec 3N1eKTPOHHOI noyTkl: intemational@ jinshangroup.com
YNONHOMOUYEHHbI NpeAcTaBuTeNb
npoussoauTens Ha tepputopun Pd: OO0 "KomnaHus "buBu"
Appec: 129085, r. Mocksa, Npocnekt Mupa, g. 101, cTp. 1, nom. 17
TenegoH: +7 (499)281-67-68
Appec 3neKTPoHHOI noutel:  info@beawire.com

20. CBefeHUA 06 3/1eKTPOMArHUTHOM COBMECTUMOCTU CUCTEMbI TMCTEPOCKOMUYECKOW A1S
BaKyyM-acnmpaumnoHHOro npepbisaHus bepemeHHocTn no FOCT P M3K 60601-1-2-2014
CuncTtema ructepockonmyeckas Ang Bakyym-acnupayMoHHOro npepbiBaHNSA 6epeMeHHOCTH

PyK0oBOACTBO U ieknapaums nponsBoANTeNs - 3N1eKTPOMarHMTHas aMmMccns
CncTema rmcTepocKonmMyeckas Ans BakKyyM-acnvpauyoHHOro npepbiBaHWs 6epeMeHHOCT™ npefHasHayYeHa As
MPUMEHEHNS B 3M1EKTPOMArHUTHON 06CTaHOBKe, onpefeneHHol Huxe. MoKynaTenb v nonb3oBaTe/lb CUCTEMbI
TMCTEPOCKOMUYECKON A1 BaKyyM-aCrupaLMoHHOTO  MpepbiBaHus  GepeMeHHOCTVM  [O/KeH —obecneunTb
COOTBETCTBYE paboyell cpeabl JaHHbIM XapaKTepUCTUKaM.
*[lanee No TEKCTY - FMCTEPOCKONUYECKas cuctema
TecT Ha 13nyyeHve CoBMeCTUMOCTb YKa3aHus Mo 3/1eKTpoMarH1THOM cpege
[McTepocKonmuyeckas cucTeMa  UCMOMb3yeT
PafMoYacTOTHYHO 3HEPTUIO TOMbKO AN1S CBOMX
Pagnonomexu no CUCIMP 11 pynna 1 BHYTPEHHUX pyHKUNA, nosTomy €e
paguonsnlyyeHne Mano U CKOpee BCero He
CO34aCT MOMeX A/ Lpyroro 060pyA0BaHUs.
McTepocKonuueckas cucTeMa NpUrogHa ons
MPUMEHEHUS BO BCEX MeCTax pasMeLLeHus,
KPOMEe  XKMMbIX  [OMOB U 3[aHWiA,
HenocpeACcTBEHHO NOAK/OYEHHBIX K
pacnpefennTeNisHOM  3N1EKTPUYECKON  CeTw,

Pagmonomexu no CUCIMP 11 Knacc A o
NUTaoLLEN XXN/ble LoMa.

apMOHWYECKME U3NyUEeHNS

1EC 61000-3-2

Kone6aHust HanpsykeHus / 13nyyeHns
LLIC 61000-3-3

He npvmeHsioT

He npumeHsioT

Tabnuua 2 - PyKoBoACTBO W ieKNapaLmst U3roToBUTENS - MOMEXOYCTONYMBOCTb

PyKoBOACTBO U ieK1apaupsi U3roToBUTeNS - MOMEXOYCTONYMBOCTb
MCTEepOCKONMYECKast CUCTEMa NpefHasHayeHa Ans  NPUMEHEHWS B 3MEKTPOMAarHWTHOM  0OCTaHOBKE,
onpegeneHHol Hwke. [MokynaTenb WM NOMb30BaTelb MMCTEPOCKOMMYECKON CUCTEMbl AO/MKEH 06ecnevunThb
COOTBETCTBME 0abouyeli cpefibl AaHHbIM XapaKTepPUCTUKaM.

VcnbiTaHre Ha WcnbiTaTenbHbIn ypoBeHb Y/pOBEHb COOTBETCTBUS AnekTpomMarHuTHas 06CTaHOBKa -

nomexoycToiumBocTb Mo M3AK 60601 yKazaHuA

AnekTpocTaTnyeckme *6 KB KOHTaKTHbIN 16 KB KOHTaKTHbII Monbl NOMELUEHNS A0/MKHbI ObITb

paspagel (ACP) no  paspas paspag BbINOSIHEHbI U3 fiepeBa, 6eToHa nun

M3K 61000-4-2 +8 KB BO3/yLLHbIV paspsig 8 KB BO3AYLUHbINA pa3psz KePaMUUecKon NAUTKW. ECin nofbi
52 n3 55
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NOKPbIThbI CAHTETNYECKNUM

mMaTepuanoM, TO OTHOCUTENbHas
BNaXHOCTb BO3fyXa AONXKHA

cocTaBnATb He meHee 30% .
+2 KB - ANA AUHU +2 KB - ANSA ANHUM KauecTBoO 3MeKTPUYECKOI cetwn
HaHnocekyHAaHbI® SNeKTpONUTAHUA 3NeKTPONUTAHMNS LONXKHO COOTBETCTBOBATH
nMnynecHele nomexu . o - AnA nuHnii ssoga- t1 KB - ANA nuHWUiA BBOAR- TPEGOBAHUAM K 3NeKTPOCETAM

no M3K 61000-4-4 BbiBoAa BblBOJA MEAULUHCKUX YUPEX JEHUA.

+1 KB - npu nopaue +1 KB - npn nogaue KauyecTBO 3/1eKTPUUYECKOV 3Hepruu B

M MKPOCEKYHAHbI e MoMex no cxeme "MpPoBOA- noMex Mo cxeme "NPoBOA- SHSKTpMHeCKOVI cetn 3fpaHnA

" " 0T HO COOTBETCTBOBAThH
MMNYNbCHbIe NOMEXU MNpPoOBOA nposoj A

60NbLW OV 3Heprum no 2KB - npwu nopgaue +2 kB - npn nopgave TANNHYHBIM ycnosuam

M 3K 61000-4-5 60NbHUYHOW

nNomMexu Mo cxeme noMexunm Mo cxeme KoOMMep4YecKon mnu

"nposof-zemna” "nposopg-3emna’ 06CTaHOBKM

<50 nT < 5% YT KauyecTBO 31eKTPUUYECKOW aHeprum

(npoBan HanpaxeHus >95

Mposansl,

npepbliBaHnAa n (npoBan HanpsAXeHuna >95 B 3/1EKTPUUYECKOW CETU 3faHNSA

M3MEeHeHMA % YT)BTeuyeHun 0,5 % YT)BTeuyeHun 0,5 AONXKHO COOTBETCTBOBATH

HanpaXeHna BO nepuojga nepunopga TUNWYHBIM yCNnoBunAamMm

40% YT KOMMEPYECKON NN BONbHUYHOIN

(npoBan HanpsaXeHWs Ha

BXOAHBbIX NUHUAX 40% YT

IaNeKTponuTaHMAa no 06CTAHOBKM.

M3OK 61000-4-11

(npoBan HanpsXxeHus Ha

60 % YT) BTeueHuun 5 60 % YT) B TeyeHum 5

Ecnu nonb3osaTento

nepmopos nepuopos

70% YT 70% YT TMCTEPOCKONUMYECKON CUCTEMbI

TpebyeTcsi HenpepbiBHas pa6oTa B

(npoBan HanpsA>XeHUa Ha (npoBan Hanps>XeHUs Ha

ycnosuax ﬂpepblBaHMﬁ ceTeBoOro

30 % YT) BTeueHumn 25 30 % YT) BTeyeHun 25

HanpaxXeHUAa, peKoMmeHayeTcA

nepumoaos nepuopgos
< 5% VT < 5% VT o6ecnedynTb NUTaHUe
(]
(npoBan HanpaxXeHns > (npoBan HanpsaXeHus > FTMCTEPOCKONUYECKOMN CUCTEMbI OT
95% Y T) B TeueHun 5 95% Y T) B TeueHuu 5 batapeu Mnm NCToHHMKa
CeKYHA CeKYHA 6ecnepeb6oiHOro NnuTaHusa
M arHuTHOe none 3 AYM 3 A/m Y POBHW MArHMTHOro nons

MPOMbI L NEH HOIi NPOMBbI W NeHHOW YacToTbl cnepgyeT

yactoTbl no M 3K o6ecneynTb B COOTBETCTBUMU C

61000-4-8 TUNUYHBIMU YCNOBUAMMN

KOMMEepPYEeCKOlW Unm 60N1bHUYHOW

06CTaHOBKMW.

BO3AeCcTBMSA

PYyKOBOACTBO U feKnapauusa NPOM3BOANTENSA - 3alMTa OT 3NE€KTPOMATHUTHBLIX Nonei

Fncrtepockonuyeckas cncrtema npegHasHa4deHa ansa NPpUMEHEHNA B 3]19KTp0MaFHIATHOI7I o6cTaHOBKE,

onpe,qeneHHoﬁ Huxe. NMokynatenb UAW NONb30BaTENb rMCTepOCKOnMHeCKOﬁ cuctembl AonXeH obecneynTb

cooTBeTCTBME oabouen coefbl Ja@aHHBIM XapakKTepucrtmkKkam

NcnblTaTenbHbI ONneKTpoMarHmTHaa o6cTaHoOBKaA - yKa3aHus

MNcnblTaHne Ha Y poBeHb

noMexoycTohymBocCT COOTBETCTBUSA

b 60601

ypoBeHb nNno M 3 K

KOHLYKTUBHbI €
nomexu,
HaBedeHHble

pagunoyvyactToTHbI MU

3B
(cpeaHekBagpaTny
HOe 3HauyeHue)
150 k My -80 M Ty

3 B
(cpegHekBapgpaTu

YHOE 3HauyeHMue)

MepeHocHOoe MU Mmob6bunbHoOe obopypaoBaHUe ANA
pagnMocBA3N [ONXKHO UCNONb30BaTbCA He 6nMXKe
onpeAeneHHOTO K Nt 6ol

paccTtoAaHNA qyacTtu

BKAW4Yan

rMCTepOCKOﬂMHeCKOﬁ CNCTeMbl,

9NTEKTPOMATHNTHBI M

Ka6enu. OT0 paccTosiHMEe paccYMTbiBaeTcs Mo

n nonamun no M 3K
61000-4-6

ypaBHEHUIO, NPUMEHUMOMY K yacTtoTe
nepefatymka.

PekomeHgyemMOe paccTosiHuMe:

cl= 1,2n/P
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Wanyuaemoe 3 B/M B nonoce of 3 B/m a= 12"P (o1 80 My go 800 MTIu);

pagMouacToTHOE 80 MTuy go 2.5 a=23"P (o1 800 MTIy go 2,5 Nru),
3MEKTPOMArHNTHOE rry rge P - mMakcuManbHas BblX0JHast MOW HOCTb
Hone no M 3K nepefaTymka B BaTTax (BT) B COOTBeTCTBUM C
61000-4-3 LaHHBIMU NPOM3BOANTENSA, a a -

peKOMeHAyemMoe paccTosaHue B MeTpax (M).
Hanpsi>XeHHOCTb 3/1eKTPMUUYECKOro Nonis oT
cTayMoHapHbI X paguonepesaTymnkos,
onpejensieMasi c NOMOLW bl oGCcNefoBaHNA
91eKTPOMArHMTHOIO yyacTKa, JONXKHA 6bITb
MeHbL e YPOBHS COOTBETCTBUSA B KaXX AOM
AvMana3soHe yacTtoT. B6nu3n obopysoBaHus,
0603HAaYEeHHOTO CNEAYO W UM CUMBOIOM MOXET

BO3HUKATb UHTepdepeHLNS.

Hanps>XeHHOCTb NONA NPU pacnpocTpaHeHUn
paguoBONIH OT CTalMOHapHbIX
paguonepefaTtynkKos, Mo pe3ynbTaram
Habnw feHNA 3a 3NeKTPOMArHUTHO
06CTaHOBKOI a), AONXHA ObITb HUXE, YEM
YPOBEHb COOTBETCTBUA B KaXOW nonoce
4acToT b).

a) Hanps>XeHHOCTb MOAA NPW pacnpocTpaHeHUn pagmoBOoH OT CTalMOHapHbIX paguonepesaTynMKoB, TakUX Kak 6a30Bble
CTaHLWUMN pagnoTenedoHHbIX ceTeil (COTOBbIX/6ECNPOBOAHbLIX) N HA3EMHbIX MOABUXHbLIX PaANOCTaHLMNIA, NOBUTENBCKUX
paguocTtaHuuii, AM un PM paguoBewatenbHbiX MNepefaTyNKOB, TeNEBU3UOHHbIX MNepefaTynkoB, He MOXeT 6biTb
onpejeneHa pacyeTHbIM NyTeEM C AOCTATOYHOW TOYHOCTbI. [4N8 3TOr0 JO/XHbI 6bITb OCYLLECTB/IEHbI MpaKTU4YecKue
M3MepeHUs HanpsXeHHOCTW nond. EcAn maMepeHHble 3Ha4YeHWs B MecTe pa3MeLleHNs TMCTEePOCKOMUYECKON CUCTEMbI
6onblye NMPUMEHUMBIX YPOBHEW COOTBETCTBUSA, TO cinefyeT NMPOBOAMTL HabnloAeHUsA 3a paboToll rMCTEPOCKONMYECKONA
CUCTEMbl C LUENbl MPOBEPKM ee HOPManbHOro (yHKUWOHMpOBaHuA. Ecnum B npouecce HabnopeHWs BblifBNAeTCA
OTKNOHEHWEe OT HOPManbHOro (MYHKLMOHWPOBAHWUA, TO HEOOXOAMMO MNPUHATb AONONMHUTENbHble Mepbl, TaKuMe Kak
nepeopueHTUPOBKA UN NepeMeLeHre TMCTEPOCKONMYECKON CUCTEMBI.

6) BHe nonockl yactoT oT 150 k'y o 80 MTIy cnepgyeT 06ecnevynTb HaMPsSHXKEHHOCTb Nons meHee | B/wm.

MpumeyaHus:

1 Hayvactotax 80 n 800 MI'y npuMeHAOT 6oNbLIee 3HAYEHME HANPSAXEHHOCTM nons.

2. NpuBefeHHble BblpaXXeHWA NPUMEHUMbI He BO BCeX Cny4vaax. Ha pacnpocTpaHeHue 3N1eKTPOMArHUTHbIX BOMH BAUAET
MornoweHne Uan oTpaxkeHne 0T KOHCTPYKLUUA, 06bEKTOB 1 Nt0AeN.

Ta6r|v|u,a 6 - PekomeHayeMbl e 3HayeHUAa NPOCTPAaHCTBEHHOTO pas3HocCa Mexay noOpTaTUBHBLIMNU

PeKomeH,qyeM ble 3HaAaYeHNAa NpPOCTPaHCTBEHHOINoO pasHoca MeX gy NOPTaAaTUBHBIMU U NOABUXHBI MU
pagunod4actToTHbI MU cpeacTBaMmnm CBA3IN " FMCTepOCKOHMHECKOVI cumcTtemon

rl/lCTepOCKOI'II/ILIeCKaFI cncrtemMma npeagHasHa4daeTca ANA NPUMEHEHUA B 3neKTp0MarHI/ITHOI7I o6cTaHOBKE, npwv

KOTOpO[/'I ocywectBnsdaeTcsa KOHTpPONb ypOBHEVI n3nyyaembl X nomex. MokynaTens nnwn nonb3oBaTenb

FVICTepOCKOI'II/IHeCKOI?’I CNCTEMbI MOXET nsbexaTb BNAnNAHNA ANEKTPOMarHMTHBbI X nomex, obecneymBas

MWHWUManbHbI i I'IpOCTpaHCTBEHHbIVI pasHoC MeXAy nNnopTaTMBHBIMW N MNOABUXHBIMN pagnovd4actToTHbIMMU

cpegctBaMu cBA3n (I'Iepe,U,aTLIVIKaMVI) n I'VICTepOCKOI'IVI'—IeCKOVI cncrtemoin, Kak PpeKoOMeHAYEeTCA HUXE, C y4yeTOM

HoMUHAaNbLHAs MNNcTNAHCTBEHYbI pas3Hoc, M, B 3aBUCNUNMOCTUMU OT 4HaCcToOTbl ==mmmmommmomooes
MaKCcumanbHaa BblXogHas 6= 127P B nonoce or ¢l= 1.2AP B nonoce yactor & = 2.3>/P B nonoce oT
MOUW HOCTb NepejgaTyunka, 150 Ky go 80 M Ty 0T 80 o 800 MTy 800 MTIy go 2,5 INry,
0 01 0.12 012 02
01 0.38 0.38 0.73

54 n3 55
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3.8 3.8 7.3
12 12 23

10
100

MpumeyvaHunsa
1 HayacTtoTax 80 n 800 MTy NnpuMeHSAT 60Nbllee 3HAYEHMNE HANPSAXEHHOCTM NoNA.

2 MpuBejeHHbI € BbIpaXXeHUs NTPUMEHUMbI He BO BCeX cnyyasax. Ha pacnpocTpaHeHWe 3NeKTPOMATrHUTHBI X BOMH

BANAET NOTNOWEHNE UAN OTPaXeHUe OT KOHCTPYKLUMUI, 06bEeKTOB W Ni0 fei.
3 MNpu onpeaeneHUn peKOMEHAYEMbI X 3HAYEHNN NPOCTPAHCTBEHHONo pa3Hoca clagna nepefjaTynmKkoB ¢
HOMMWHANbHOW MaKCUMaNnbHOW Bbl XOAHOW MOLW HOCTbLI, He YKa3aHHOW B Tabnuue, B NpuBefeHHbl e BblpaXeHunsn

NOACTAaBNSAT HOMUHANbHY MaKCUManbHY Bbl XOAHYH MOWHOCTL P B BaTTax, ykasaHHY B JOKYMeHTaLuuM

n3roToeuTenda nepegatTymka.
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CEPTUDPUNKAT

/Norotun/

KuTtalicknii CoBeT No COAeNCTBUI MEeXAYHapoOAHOW Toprosne

MeX AyHapoAHOW TOproBae - TOProBo-NnpoMbl W NeHHas nanata Kuras
Kutalickuii CoBeT no cofeiicTBuUlO
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[Ha 6naHke KnrT aickoro CoBeT a HO cofeiicTBUIO MeXAYyHapoAHOW Toprosne]

[NoroTwun KnTalickoro CoBeT a no cogeicT BN MexX agyHapoaHoOn Toprosne]
Kunutanckuin CoBeT Mo COfelicCTBUIO MeXAYHapoAHOW Toproene
Toproso-npoMbl W NeHHas nanata Kntas
CEPTN®UKAT
QR-kop

Ne 191100B0/066294

HACTOAW MM YALOCTOBEPAETCHA, u4Tt0o neyaTb KomnaHum «Chongqing Jinshan Science &
Technology (Group) Co., Ltd.» (UyHuuH U3nHbwaHb CaiiHc & TekHonogxwu (Tpyn) Ko., N1Ta.) Ha

npunaraemoMm JOKYMEHTE ABnAetcs NOANMHHOM,

TuncHeHas nevyaTb:
[Kntalicknit CoBeT No cofeicTBUIO MeXAYyHapoaHoW Toproene// CEPTUDPUKALNA]
Kutanckuin CoBeT MO COAEWCTBUIO MEXAYHApPOAHOW ToOprosne
Moanncb YNONHOMOYEHHOro nuuya: 1HoaT lcaHol
YsHb Ao
MevyaTb:

[Kntalicknit CoBeT no cofeiicTBUIO MeXAyHapoaHoi Toprosne // CEPTU®P MKALUMA]

faTa: 23 ceHTA6pAa 2019 r.
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/MeyaTb KOMMNaHum /

YTBepXpaeHo
FeHepanbHbI AMpekTOp
BaHr L3nHbwaHb
/Inognuce/

10.09.2019



MepeBofs AaWMOro TeKCTa BbINONHEH NepeBOfYMKOM MaxXxTyHOBbIM AfekceemM BnagumMmuposudem

a

Poccuiickas ®epepaymns
[opog MockBa

BocbMOro okKTSA6ps ABe ThicAUM AeBATHaALATOro roga

[ MapTbiHosa HaTanns AnfpeesHa, BpeMEHHO MCNONHAO W AA 0643aHHOCTM HOT a*"ca
MockBbl AkumoBa [neba bopucoBuuya, CBULETENbCTBYK MNOLAUHHOCT b Tucu nep(
MaxTyHoBa Anekcea Bnagumuposunya. n 0

Mognuce coenaHa B MOEM NPUCYTCTBUMN.

JTInyHoCcTb NOANMUCABILETO JOKYMEHT yCTaHOBNeHA.
3aperucTpuposaHo BpeecTpe: No 77/09 - /77 - 2019 -

B3biCKaHO rocygapcTBeHHOR nownuHbl (no Tapudy): 100py6.

YnnayeHo 3a okasaHue ycnyr npaBoBOro U TexHuyeckoro xapakrtepa: 200 pt

MapTblHOBa

MpowHyposaM\bHyMepM\LLITN

nckpenneHo nevyall 1& ° " auncT (-a,-0B).

BPWO HoTapuyca:
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