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Instructions for use for the medical device

“Apex locator device AirPex”
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of the medical device: “Apex locator device AirPex”

mnufacturer of the medical device: Changzhou Sifary Medical Technology Co., Ltd (China).

Nes: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City. 213000 Jiangsu, China,
re number: +86-0519-85962691

lil: ivww@sifarv.com

medical device purpose and indication:
iical device purpose; Location of the root canal apex during the endodontic treatment,
lical device indication; endodontic treatment (root canal treatment).

; dentistry. This medical device should be used only in specialized medical institutions by qualified medical
onnel.

ossible side effects and risks:

lible side effects; not found

's The main cumulative residual risk: non-compliance with the operation instructions described in the operating
ual. The main way to manage residual risks in order to reduce them to a permissible level: It is necessary to
wthe instructions described in the Operation Manual. Before each use the endodontic device must be switched
checked and tested to guarantee its uninterrupted operation.

arts Identification:
harge base

pex locator

iphook (2 pcs)

Juch probe

ileclip (2 pcs)
xtension cord

Japter

.

EXLocator(Ipcs) Charge Base (1pcs) Adapter(lpcs)
I:I

Ittk(2pc>) Touch Probe (1pc8) File Clip (2pcs)

Cord (2pcs) Tester <lpcs)
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Symbols used in the User Manual and marking

SN

[ghtM th

©

PO

If the instructions are not followed properly, operation may lead to hazards for the

product or the user/patient.

Additional information, explanation of operation and performance.

Serial number
Catalogue number
Manufacturer

Date of manufacture

Class Il equipment

Type BF applied part

CE marking

Direct current

Dispose of in accordance with the WEEE directive

Keep dry
Sterilizable in a steam sterilizer (autoclave) at the temperature specified
Authorized Representative in the European Community

Temperature limitation
Humidity limitation
Manufacturer's LOGO

Follow instructions for use

Shell protection

| Contraindications
Jonot use this unit in conjunction with an electric scalpel or on patients who have a pacemaker,

ilocked canals cannot be accurately measured.

SHety and effectiveness have not been established in pregnant women and children.

Ithe following warnings before use:
Idevice must not be placed in humid surroundings or anywhere where it can come into contact with any type of

not expose the device to direct or indirect heat sources. The device must be operated and stored in a safe

device requires special precautions with regard to electromagnetic compatibility (EMC) and must be installed
rated in strict compliance with the EMC information. In panicular, do not use the device in the vicinity of
N lamps, radio transmitters, remote controls and do not use this system near the active HF Surgical

in the hospital. Portable RF communications equipme” (including penphersds such as antenna cwles

temal antennas) should be used no closer than 30 cm (12 inches) to any part of the AirPex, including cstt>les
d by the manufacturer. Otherwise, degradation of the performance of tNs eg
operate or store at high temperatures. Comply with the specified operating an

and a rubber dam are compulsory during treatment
jularities occur inthe device during treatment switch it off. Contact the agency.
[modification of this device is atlowed. Never open or repair the device yourself, otherwise, void the warranty.
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& Interface

QO

Setkey ®

Power key e
Reference range
Apical area display
Reference point
Measuring bar
Measured value
Volume display
Power display

turn Power On/Off

Press o to turn on. Long press e more than 2 seconds, or no operation for 3
minutes to turn off.

Volume control

During standby state, shot press o to cycle the volume through the minor to
the maximum.

Setting the reference point

During standby state, press ® to set the reference point between Ol
Seven points can be selected circularly. The cursor flashing position indicates
the selected reference point.

Power display

Display the remaining power through the number of grid.

Reference range

The flash of the measuring bar is the current measured value, represents the
estimated distance from the apical foramen in millimeters.

Display reversing

During standby state, press o0 and ~ together to reverse the display
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Qperation and functional characteristics

Charge

Display the present remaining amount of the battery.
Less than 15% remains, piease charge.

Ifthe power is less than 15%, the device must be recharged within 30
days, otherwise the battery will be damaged.

Charging indication appears on the screen, and flashes slowly, when
battery is fully charged or in a state near full charge, the flash will stop. It
takes about 4-5 hours for full charge, depending on residual battery
power and battery state.

It can be recharged 300-500 times, depending on the operating
conditions of the device.

[ wamo

Do not change the battery. Only trained technicians or distributors can
change the battery. The electronic parts will be damaged if use a wrong
battery or installed with a wrong way.

Function checking of APEX locator

After turning on, insert the tester into the APEX locator.

Clamp the groove of tester with file clip or touch the groove of tester
with touch probe.

The measuring bar flashes at the point when the displayed
measured value is 02, 03 or 04

Recommend to test the APEX locator with tester once a week.

are not expected» check
If ttie connection Is nowsi0
value, piease slop usind tie

Before each use, make the Ale clip touch the lip hook, or use the
touch probe to touch the lip hook to confirm the device condition
(short circuit).

Make sure that the tester is not installed on the APEX locator. Then
connect the file clip, lip hook and extension cord according to

chapter 4.1. Finally, make the lip hook touch the metal part of file
clip. The measured value on the screen should be shown as -2.

~ Teasurewsbl shown is not -2, check if the connedten Is
iconnecfion is nomnal but the screen still does not show the _
Ithe device and contactiOtf local dealer.
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Operation and not suitable condition

Press the back cover of the fiie dip to make the hook of the file clip
stick out. And hook the metal handle of the root canal file. Release
the pressure and use the elasticity of the file clip to complete the
connection between the file clip and the dental file.

WibtiiiDfInKtino Ibe codl canel fli kM :

and Jbi root canal fie handte am Co
ottermfcetie chuckofthe fie copw | be easfty damaged
This ecMpment does not include tie root canalfiies. Please
sutbble root canal lies accorcino to tie dnicat needs. The

When the file clip can't enter the patient’s mouth, the file clip can
be replaced by the extension cord with the touch probe. Press the
touch probe on the metal handle of the root canal file to complete
the connection between the touch probe and the root canal file

Hook the lip hook to the patient’s lip. Make sure that the lip hook
contacts with the lip fully. Then slowly insert the root canal file into
the prepared root canal.

If the patient is fitted with a metal crown or other conductive
device, the root canal file and the metal part of file clip should not
be in contact with it, to avoid causing wrong measurement results.

APEX locator should be fixed in patient’s collar with the clip.

To prevent measurement errors caused by conduction
the gums or adjacent root canals. diythepdp chamber floor ifith
cotton pelet or'other means before teating.

Use the root canal fie with correct number and Make the
My contact with the canal waR. which
measurements.

As the file progresses in the root canal, subsequent measuring bar
lights up gradually.

When displayed as shown in figure 1, it indicates that the distance
from the apical foramen is about 2mm at this time. Meanwhile, the
APEX locator makes a "didi" alarm sound at a long interval.

Fig.1 When displayed as shown in figure 2, it means that the distance
from the apical foramen Is close, about 1.5 mm, and the time
interval of "di-di-" alarm sound made by the APEX locator
becomes shorter.

When displayed as shown in figure 3, it means that it reaches the
apical foramen. The measured value is 00. Meanwhile, the Apex
Locator emits a long beep sound with no internal.

When displayed as shown in figure 4, it means that the root canal
file has penetrated the apical foramen, and the main unit makes a

) very urgent "di~~" alarm sound.
Fig.2

I TPOM3IbI

twtee Is
practice, in order to prerent surgical
root apical orifice. 0.5-1.0 mm is usually taken from
value, which is the Minor/Physlologlcal apical foramen
for root canal

The value of the reference distance is only Sn estimaled value,
a clinical basis.
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A The measured vatiie does fiot represent the dfstahc». It wro{%
indicates the file progression towards the apex.

> Dmtig measuring, insertthe fSe slowly to prevent penetrating »
_ aptcaTforamen.
Fig.3 A

The APEX locator is used to detect the apex ot root canal, to
cfinical use, it must be conSxned wfSi X>ray and other means Id
determine the working length of the root canal.

»  The device should be used by dentists with knowledge of ®OLLI
rpol|6Tinlena/Ib»«lan” N

Fig.4

uitabie situation of root canals for Electric Measurement
nat obtain precise measurements if the root canal conditions as below

Root canal with a large apical foramen

The root canal cannot be accurately measured because of the lesion or
incomplete development of the apical foramen. The results may show
that the length measured is shorter than the actual one.

#H

Root canal blood overflow from the opening

If blood spills from the root opening and contacts the gums, it will cause
e leakage of electricity, which cannot be accurately measured. Wait for

' the bleeding to stop completely. Clean the root canal and the opening,

completely empty the root canal blood, and then measure it.

The root canal uses a chemical solution to flow out from the
. opening

If a chemical solution flows out of the root canal, Itis impossible to get
an accurate measurement.

It is important to remove the overflow from the opening.

1 BidRecia) Broken crown
If the crown is broken, a segment of the gingival tissue enters the
lumen, and the contact between the gingival tissue and the root file
causes electrical leakage, which cannot be accurately measured. In
this case, the appropriate material should be used to isolate the
gingival tissue.

The crack tooth Leakage through branch of the root canal

Broken teeth can cause electrical leakage and cannot be accurately
measured.

Branch tubes can also cause leakage.

Retreatment canal which was filled with gutta-percha

The gutta-percha must be completely removed to eliminate its

insulation, then pass a small file all the way through the apical foramen

and then put a little saline in the canal, but do not let it overflow the
A canal opening.

Crown or metal prosthesis that touches gingival tissue

Accurate measurement cannot be obtained if the file touches a mental
prosthesis that is touching gingival tissue. In this case, widen the
opening at the top of the crown so that the file will not touch the mental
prosthesis before taking a measurement.
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Cutting debris on tooth Pulp inside canal
Remove all cutting debris on the tooth.

Remove all the pulp Inside the canal, Otherwise an accurate
measurement cannot be obtained.

Caries touching the gums

in this case, electrical leakage through the caries infected area to the
gums are impossible to obtain an accurate measurement.

Blocked canal

The meter will not run if the canal is blocked. Opening the canal all the
way to the apical construction to measure it.

Extremely dry canal

If the canal is extremely dry, the meter may not work until it is quite
close to the apex. In this case, try to moisten the canal with oxydol or
saline.

Kence measuring resuit between Apex locator reading and Radiography

«times the reading of the apex locator reading does not correspond to the X-ray image, this does
mean inaccurate of apex locator or X-ray. depending on the angle of the X-ray beam, the root tip
fnat be displaved correct v. The position of the root tip seems to differ from its true position.

The X-ray photo shows that the actual apex of the root canal is not the
same as the anatomic end. In fact, the apical foramen is located at the
coronal end. In this case, X-ray may indicate that the file needle has not
reached the apical foramen, even if it has actually reached the apical
foramen.
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Cleaning, Disinfection and Sterilization

<«anord

hygiene and sanitary safety purpose, the file clip, lip hook, touch probe and extension cord must be cleaned,
fifedted and sterilized before each usage to prevent any contamination. This concerns the first use as well use the
sequert uses. Comply with your national guidelines, standards and requirements for cleaning disinfection and
ization.

rocessing procedures have only limited implications to this dental instrument. The limitation of the numbers of
racessing procedures is therefore determined by the function / wear of the device. From the processing side there
Omaximum number of allowable reprocessing. The device should no longer be reused in case of signs of

Bid degradation. In case of damage, the device should be reprocessed before sending back to the manufacturer

repar.

lerd recommendations

The user is responsible for the sterility of the product for the first cycle and each further usage as well as for
the usage of damaged or dirty instruments, where applicable after sterility.

Foryour own safety, please wear personal protective equipment (gloves, safety glasses, etc.).

Use only a disinfecting solution which is approved for its efficacy (VAH/DGHM-listing, CE marking, and FDA
approval) and in accordance with the DFU of the disinfecting solution manufacturer.

The water quality has to be convenient to the local regulations especially for the last rinsing step or with a
washer-disinfector.

Thoroughly clean and wash the components before autoclaving.

* Do not use bleach or chloride disinfectant materials.

Dclavable Components

clip Lip hook Touch probe Extension cord

\

Qilythe components above can be autoclaved.

bloTe first use and e r each use, sterilize the above compon”its
vatlon at the Point of Use: Disconnect the components (Lip hook, file clip, touch probe and
Sion cord) from the main unit. Remove gross contaminations from the com”~nents with code water
Qimmediately after use. Don't use a fixating detergent or hot water (>40“C) as this can cause the
of residuals which may influence the result of the reprocessing process,
the instruments in a humid surrounding.

submerge the components or wipe them with any of the following functional water (riok/c
zed water, strong alkaline solution, or ozone water), medical agents (glutaral, etc.), or any other
il types of water or commercial cleaning liquids. Such liquids may result in metal corrosion and
' ofthe residual medical agents to the components.

iportation: Safe storage and transportation to the reprocessing area to avoid any damage and
mination to the environment.

iratlon for Decontamination: The devices must be reprocessed in a disassembled state.
NG

nat fail to take out the file before cleaning the file clip.
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Observe suitable personal protective measures.

mCleaning: Do a manual pre-cleaning, until the components are visually clean. Submerge the
iponents in a cleaning solution. Clean the surfaces with a soft bristol brush. -

Hiing: Regarding cleaning/disinfection, rinsing and drying, it is to distinguish between manual and
imated reprocessing methods. Preference Is to be given to automated reprocessing methods,
eddly due to the better standardizing potential and industrial safety.

Automated Cleanino;
Use a washer-disinfector meeting the requirements of the ISO 15883 series.
Carefully put the instrument Into the washer-disinfector on a tray and set the parameters as follows
statthe program;

4 min pre-washing with cold water (<40“C)

emptying

5 min washing with a mild alkaline cleaner at 55*C

emptying

3 min neutralising with warm water (40°C)

emptying

5 min intermediate rinsing with warm water (40*0)

emptying
The automated cleaning processes have been validated by using 0.5% neodisher MediClean forte
Weigert).
l\btg,%\c)c. to EN ISO 17664 no manual reprocessing methods are required for these devices. If a
Id reprocessing method has to be used, please validate it priorto use.

Useonly approved washer-disinfectors according to EN ISO 15883, maintain and calibrate it
MularN.

Followinstructions and observe concentrations given by the manufacturer (see general
ecomm”dations).

nfectlon: Automated Thermal Disinfection in washer/disinfector under consideration of national
iirements in regards to AO value (see EN ISO 15883).

smfection cycle of 5 min disinfection at 93®C has been validated for the device to achieve an AO value
L

1 manual cleaning, the instrument should be automated disinfected or sterilized immediately. A
ud disinfection is not recommended.

ing

Jmeted Drying;

rgof outside of instrument through drying cycle of washer/disinfector. If needed, additional manual
rgcan be performed through lint free towel. Insufflate cavities of instruments by using sterile
ipfessed air.

Ktional Testfng. Iblaintenance: Visual Inspection for cleanliness ofthe componerits and

ssembling. Functional testing according to instructions of use. If necessary, perform reprocessing
Yssagain until the component Is visibly clean.

xepackaging and autoclaving, make sure that the device has been maintained acc. to the
nufacturere instruction.

Joging: Pack the instruments in an appropriate packaging material for sterilization.

Checkthe validity ﬁeriod of pouch given by the manufacturer to determine the shelf life.
Uee pouches which resist to a temperature up to 141<4:and in accordance with EN 1SO 11607

filization: Sterilization of Instruments by applying a fractionated pre-vacuum steam sterilization

aess(according to EN 285/EN 13060/EN isO 17to5) under consideration of the respective country
jirements.

mum requirements; 5 min at 134 *C
omumsterilization temperature; 137*C

ngtime: 8 min

Iisterilization is not allowed on lumen instruments!

Use only approved autoclave devices according to EN 13060 or EN 285.

Use a validated steriBzation procedure according to EN 1SO 17665.

Respect the maintenance procedure of the autoclave device given by the manufacturer.
Use only this recommer>ded sterilization procedure.

Control the efficiency (packaging integrity, no humidity, color change of sterilization indicators.
physicochemicEri integrators, digital records of cycles parameters).

Tresterilization procedure must comply with EN 1SO 17665.
Witfor cooling before touching.
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nge: Storage of sterilized instruments in a dry, clean and dust free environment at modest
fieratures, refer to label and instructions for use.

ity cannot be guaranteed if packaging is open, damaged or wet.
ckthe packaging before using (packaging integrity, no humidity and validity period).

[instructions provided above have been validated by the manufacturer of the medical device as being
Ll of preparing a medical device for use. It remains the responsibility of the processor to ensure
N processing, as actually performed using equipment, materials and personnel in the processing
f,ach”es the desired result. This requires verification and/or validation and routine monitoring of
IS. Likewise, any deviation by the processor from the instructions provided should be properly
‘for effectiveness and potential adverse consequences.

infection components

[Xlocator Charge Base Adapter

% y

P
eall the surfaces with a cloth lightly moistened with Ethanol for Disinfection (Ethanol 70 to 80 vol%) at
12min, repeat for 5 times.
n

ot use anything except Ethanol for Disinfection (Ethanol 70 to 80 vol%).
ot use too much ethanol as its going into machine and damage the comoonents inside.

Troubleshooting

trouble is found, check the following points before contacting your distributor. If none of these are applicable or
trouble is not remedied even after action has been taken, the product may have failed. Contact your distributor.

Cause Solution
power is not The batterv is flat. Charge the batterv.
alon. Press the power switch too short time. Long press the power switch.

Put the APEX locator on the charge base in

- Check the location.
the wrong location.

ot Checki he i i f th
ator flash on Lo ecking the instructions of the
dpiece screen. Charging is completed. battery.

The charge base is broken. Contact your distributor.
sound. Beep volume is set to 0. Set beep volume to 1, 2 or 3.

Operating time at the full charge and charging time of AirPex
tinuous operating time atthe full charge; not less than 9 hours. Charging time of the battery: 4 hours + 0.5 hours.

Lalel dimensions:
ce marking: label dimensions: 35x25mm = 0.5mm
marking; Label dimensions: 90x70mm + 0.5mm

Weight/size characteristics of the product and its components:

X
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nporert Weight Size mm (x5%)

iXLocator 14.5+5¢g 28x48.5x 15.3

hook 2.5t1g 64 X24.6, d2

@) probe 2.2+0.5¢g 82. d2,5

dip 7.6+2g 416, d12.8

ler 2.2+0.5 34x8x10, d2

rgebase 38.515 60 X60 X14,4

tnsion Cord 6.3£1.5 386, d2.5

pter 82+8g 78.5x74,5x29, cable 1200

nformation on the range and accuracy of measurement of the distance to the apex, as well as the voltage,
Tatstrength and the pulse form created by the device during the apex localization.

iiracy of the root canal measurement: +0.5mm.

Teatstrength: is not an outcoming characteristic for the device
tagg 70+10 mV

«form: rectangular
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Technical Data

iifaclurer
H
nsions
ht

asupply
Bycharge

g supply

lof protection against electrical

K
kingregime
Jrotection

ftare

raing conditions

>pat and storage conditions

Changzhou Sifary Medical Technology Co.,Ltd
AirPex

13cm X 11cm X 8cmz Icm (Outer box)
0.35kg+10% (in packaging)

Li-Polymer Battery: 3.7V, 1lOmAh

Cordless from the charger

5ve 1A

From the adapter:

Input (100 - 240) V. 50/60 Hz, (0,5- 0.2) A
Output5 V dc, 1A

Device with an internal power supply and the working part BF type.
Class 1l for battery charge

Continuous

IPXO

Version: AP1.11.010. Date: 2019.9.10, Class B.
Use: in enclosed spaces

Ambient temperature: 5°C - 40 °C
Relative humidity: <80%

Operating altitude < 3000m above sea level
Atmospheric pressure: 70kPa-106kPa
Ambient temperature: -20 ®C- +55 GC
Relative humidity: 20% - 80 %
Atmospheric pressure: 70kPa-~106kPa
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BVCTables

Uanceand manufacturer’s declaration - electromagnetic emissions

IAIrPex IS Intended Tor use in the electromagnetic environment specified below, "he customer or
s of the AirPex should assure that it is used in such an environment.

l\/hons ﬁé)énplla Electromagnetic environment » guidance

o The AirPex uses RF energy only for its internal function. Therefore, its RF
0B  Group 1 emissions are very tow ana are not likely to cause any interference in nearby
PR 11 electronic equipment.

NOns Class B
PR11
ITionic

S04

SKI0003 Class A

The AirPex is suitable for use in all establishments, including domestic
establishments and those directly connected to the public low-voltage power
ap supply network that supplies buildings used for domestic purposes.

luations/

k. Compile

SSOB S

i00-33
dance and manufacturer’'s declaration - electromagnetic immunity

AirPex is Intended for use in the electromagnetic environment specified below, The customer or
us of the AirPex should assure that it is used in such an environment.

nunity'’ 1EC 6060T----- Compliance Electromagnetic environment - guidance
t test level level
aosta  +- NKVermmmmaev +/- 0 KV contact Floors snouid pe wood, concrete or ceramic pie. it rioors
contact are covered with synthetic matenal, the relative
pe +/-2 kV, +/- 4 humidity should be at least 30 %.
+/-2kV, +/-4
KV. - $ KV,
Uk  +/- ISkVair
ucal MdiflS powor qudlity snouiQ oe mat or a lypicai
AG oKW m h , commercial or hospital environment.
ftdents repehtﬂ)n rec/\tition
s frequency frequency
bO4
MdihS pOwOr qudllty snouiq oe mat or a lypicai
X 1 a r " commOrcial or hospital environment.
i004-
MOIhS pOwOr duality. snouiq oe war ot a typlOal  #
commercial or hospital erivironment. Ifthe user of
devices require continped operation during power
p-4- mains interruptions, it is recommended that devices be
0% UT: 0.5 Bowered form an uninterrupbble power supply or a
cycle™ 0% UT; 0.5 Dbattery

cvcle
a{GA’ 45AAgg/\
[ I 4 d 225"; 270, and

0% UT, 1
25/30 cycles

m .
25/30 cycles gipe phase at
d(pe phase at

) §7/300 cycle™
Aptio 57/300 cycle
too4-
la “30TL rower rrequency magnetic rieia snguia_oe ai leveis

T ju A/m ] ) :
we 50Hz or 60Hz IEuOHz or 60Hz characteristic ora typical _ location in a typical
commercial or hospital environment.

n -
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1
Ye UT: rated voltage(s); E.g. 25/30 cycles means 25 cycles at 50Hz or 30 cycles at 60Hz

UAUiild mSnufdctufef S declaration - Sledtrémd{|netlC ImmunITy

AlHV iBfe ded for use Tthe eiecvo,magne C environmem sgecifiea oeiow. ine cusiomer or

wusrofthe AlrPex should assure that rtis used in such an environment.
jiunity test [5G, P0801 test Complian g jectromagnetic environment - guidance
msQ------ 3V Portable ana rnooné KF communications equiomeni
should be usedno closer to any Part of the AlrPex,
”NQ m including cables, than the reconfmended separation

distance calculated from the equation applicable to
I0004-6 me frequency of the transmitter.

Recpmrnepded minimum separation distances
8eé the RF wireless communication equipment table
in "Recommendea minimum separation distances

3V/m, 80 MHz-

HedRF 3V/m
104-3

See the RF
wireless | .
communication

MyTieras* €quipmenttable | /Ompiies
“Recommended

mMiication ~mMinimum
separation

fgfo%bz,,g, distances

endedITiinimum separation distance ~ , - .7
hs many RF wireless equipments have being used in various healthcare locations where medical
gtand/or systems are used. When they are used in close proximity to medical equipment and/or
sthe medical equipment and/or systems’ basic safety and essential performance may be affected.
Fexhas been tested with the immunity test level in the below table and meet the related

iients of IEC 60601-1-2:2014. The customer and/or user should help keep a minimum distance
IRFwireless communications equipments and he AirPex as recommended below.

Max . immunity~
icy (l%/lal_r"g Service Modulation Dls('%nce IfEISt
% x 7
Jeviatipn 0.3 28
_ 1 kHz sme
Lih
77%47 0.2 0.3
%%%‘ moSAIrfion 0.3 28
Bands
Pulse
0. 0.3 28
L luetool modulation 0.3 28
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Ban”7
0.2 0.3 9

Useof accessories and cables other than those specified or provided by the manufacturer of AirPex could result
hincreased electromagnetic emissions or decreased electromagnetic immunity of AirPex and result in improper
operation.

Cable information:

Cable Max. cable length shielded/unshielded
lapter cable 1.2m Unshielded
isuhng cable  0.8m Unshielded

Useof AirPex adjacent to or stacked with other equipment should be avoided because it could result In improper
operation. If such use is necessary, AirPex and the other equipment should be observed to verify that they are
operating normally.

Statement

vice Life

iservice life is 3 years since it is sold (operation life started)

rninty

imanufacturer warranty is 12 months since the device is sold (operation life
led). Within 12 months since it is sold (operation life started) the
lufacturer or its legal representative commits to fix the device for 6"ee or
ae it with a new one if the quality of the device results poor.

(el

package should be recycled. Metal parts of the device are disposed as scrap
H Synthetic materials, electrical components, and printed circuit boards are
osed as electrical scrap. The lithium batteries are disposed as special refuse
rginto consideration the local environmental protection laws and regulation,
necessary to count with the local rules, laws and regulations when organizing
refusal of the medical device.

Product labels sample
iample of device label (label size; 35x25mm)
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APEX LOCATOR Ce
)
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Sape of outside box label (label size; 90x70mm)

APEX LOCATOR

Mod«l: AJrPvx ® [M H ]

ro
T Box Sizo: 132nimX113mmX7afnm

Input: SV=sl1A Bzttory: DC 3.7V/110mAh
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{Applied standards:

1640:2009
18013485:2016
18014971:2012
60601-1:2006+A1:2013
50601-1-2:2015
62304:2006+A1:2015
110993-1:2018
110993-5:2009
110993-10:2010
60601-1-6:2010+A1: 2015
62366-1:2015
6017665-1:2006
1041:2008+A1:2013
IS0 17664:2017

60 15223-1:2016

SO 7405:2018
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180601-2-60:2015
[1I0780:2015

:DDEV 2.7/1 rev.4
)D93/42/EEC+2007/47/EC
EDDEV2.12-1 Rev. 8

.Information for identification of the medical device in terms of combination:
ie"Apex locator device AirPex” is used with endodontic instruments (files) for cleaning and shaping root

s,

Last update IFU information:
SIFU has been last updated on May 01, 2021.

Contact and legal information:

I Manufacturer: Changzhou Sifary Medical Technology Co., Ltd (KuTait)

Iress No. 99. Qingyang Road, Xuejia County, Xinbei District, Changzhou City, 213000 Jiangsu, China.
(enumber: +86-0519-85962691

& ivw@sifarv.com

tiste www.eighteeth.com
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¥ 549 17 0* 2jJ ~ * [4iEN N Ao~ Nconstructions

for use for the medical device ""Apex locator device AirPex''»
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NOTARIAL CERTIFICATE

(Translation)

(2021) SCCZZ Zi, No. 6655

Applicant: Changzhou Sifary Medical Technology Co., Ltd., Domicile: No. 99,
Qingyang Road, Xuejia County, Xinbei District, Changzhou City.
Legal representative: Tao Huan, male, born on April 14, 1990, ID No.
320483199004146532.
Issue under notarization: Signature

This is to certify that Tao Huan, the legal representative of Changzhou
Sifary Medical Technology Co., Ltd,, personally appeared in my office on
May 17, 2021, and signed in my presence the Instructions for use for the

medical device “Apex locator device AirPex” attached hereto.

Notary: Lu Chunhong (Signature)
Changzhou Notaiy Public Office (Seal)
Changzhou City, Jiangsu Province

The People’s Republic of China

May 24, 2021

L1 06295126
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NOTARIAL CERTIFICATE

(Translation)

(2021)SCCZZ Zi, No. 6656

Applicant: Changzhou Sifary Medical Technology Co., Ltd., Domicile: No. 99,
Qingyang Road, Xuejia County, Xinbei District, Changzhou City.
Legal representative: Tao Huan, male, bom on April 14, 1990, ID No.
320483199004146532.
Issue under notarization: The translated copy in conformity with the original
copy

This is to certify that the English translated copy of NOTARIAL
CERTIFICATE (2021) SCCZZ Zi, No. 6655 attached hereto is in conformity

with the original Chinese copy.

Notary: Lu Chunhong (Signature)
Changzhou Notary Public Office (Seal)
Changzhou City, Jiangsu Province

The People’s Republic of China

May 24, 2021

L 106295127
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MUCbMEHHbI nepesos C KUTalCKOro 1 aHrNuiiCKoro A3blKOB Ha pyCCKMVI A3bIK

HoTapunanbHOe 3aBepeHne

HoTapuyc: JTto YHyHXOoHT
Meyvatb: Otmc HoTapuyca r. HaHwkoy
. HaHuxoy, MNMpoBuHUNA XXnaHrcy

KuTtaiickas HapogHaa Pecnybnumka
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PyKoBOACTBO MO 3KcnayaTauum Ha MeguLMHCKOe U3aenne
«Annapart 418 NoKa/n3aunum annKasibHOro cyXeHus AirPex»

1. HanmeHoBaHVe MeAULNHCKOIO N3Lenns:
«Annapar 414 1oKanuM3aunum anukanbHOro cy>eHusa AirPex»

2. Mpoun3BognTeNnb MeLULNHCKOTO N3LeNnNs:

HanmeHoBaHue: Changzhou Sifary Medical Technology Co., Ltd (KuTain).

Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City, 213000 Jiangsu,
China (KuTai).

TenedhoH: +86-0519-85962691

Email: ivvfif/lsitarv.com

3. HazHaueHMe N NoKa3aHMUA K MPUMEHEHUIO ANS MeAULMHCKOIO U34enus:

Ha3HaueHne MeANLMHCKOTO n3genms: Jlokanmsaumns anmkanbHOro Cy)XeHUs B X0Ae
3HAOAOHTMNYECKOTO fIeYeHUs.

MokasaHne MeAULMHCKOTO U3Aennsa: aHA0LOHTUYECKOe NeyYeHne (fleyeHre KOPHeBbIX KaHanoB
3y60B).

O6nacTb NPUMEHEeHUs: cToMaTonorua. JaHHoe MefUUNHCKOE n3aenmne 40/MKHO NPUMEHATLCA B
cneymanm3npoBaHHbIX MeAULMHCKNX YUPEXAEHNAX KBANNGULNPOBAHHbIM MeANLMHCKNM
NepcoHanoMm.

4. BO3MOXHble N060YHbIE 3PPEKTbI U PUCKN MPUMEHEHNSA:

B03MOXHble M060YHbIE 3PGEKTBI: HE 0OHAPYKEHBI.

PUCKM NpUMeHeHNs:

NaBHbIN COBOKYMHbIA OCTATOYHbIA PUCK: HECOOMIOAEHNE NHCTPYKLMIA NO akcnayaTaumm MU,
OMWCaHHbIX B JAaHHOM PYKOBOACTBE MO 3KCMNyaTauun. MnaBHbI cNOCo6 ynpaBneHuns
OCTATOYHbIMWU PUCKAMW B LLENSIX CHUXKEHUSA X A0 4ONYCTMMOrO YPOBHA: HEOOXO0AMMO CNeaoBaTh
WHCTPYKLUMUSAM, ONMCaHHbIM B PyKOBOACTBE N0 aKcnayataunn. Mepes KaxabiM UCNONb30BaHNEM
Heo6X04UMO NpPoBepsATb, BKAOYATb U TECTUPOBATb 3HAOAOHTUYECKOE YCTPOMCTBO, YTOOLI
rapaHTMpoBaTb €ro 6ecrnepeboiHy0 paboTy.

5. KomnnekTayus

1. 3apsagHas cTaHums
2. Anekcrnokarop
3. 3ary6Hblii KPHOYOK - 2 LWUT.

4, Wyn
5. lep>xxaTenb ainnos - 2 wWT.
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6. Y ANNHUTEND
7. ApanTtep
8. Tectep

6. YcnoBHble 0603HAYeHUS, WCMOMb3yeMble B PYKOBOACTBE MO 3KCNayatauuum u
MapKNpoBKe
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bepeyb 0T Braru

f
134+C CTepunmsauus B NapoBoM CTepun3aTope (aBTOKNaBe) Npy YKa3aHHOI
L Temneparype
1EC 1TEP1 YNONHOMOYEHHbIV NpefcTasuTens B EBponelickom CoobLuecTtse
TemnepartypHoe orpaHuyeHue
2<ychl,

_"8oy
OrpaHu1yeHme YpoBHS BNaXXHOCTY

ANE lghteetti Jlorotvn u3rotosuTens

° O3HAKOMbTECh C UHCTPYKLMEV N0 NPUMEHEHMNIO

IPXO CteneHsb 3aLLMTbl 060104KN

7. MpoTmnBONoOKasaHnsa

3anpeLLaeTcs 1UCrnonb30BaTh flAHHOE YCTPOMCTBO COBMECTHO C 3/IEKTPUYECKUM CKaslbNesnem, a Takxe rpu
NeYeHUN NaLMeHTOB C KapAMOCTUMYNISTOPOM. Pe3ynbTaTbl M3MepeHns 3a6/10KMPOBaHHbIX KaHaioB MOryT
ObITb HETOYHbIMU. Be30MacHOCTb 1 3HEKTUBHOCTb YCTPONCTBA A/151 6EPEMEHHbIX XEHLUMH U AT He
YCTaHOB/IEHa.

A BHNUMAHWE!

Mepep, Ha4YaoM MCMO/b30BaHMS 03HAKOMbTECH CO C/IEAYIOLLUMI NPeaYNPeXAeHUMM:

1 3anpelaetca nomewjatb YCTPOMCTBO BO BA@XKHYK cpefy wWan B Nt060e MecTo, rAe OHO MOXeT
COMPUKOCHYTLCA C NHOBBLIM TUMOM XUAKOCTK.

2. 3anpelyaetca noggepratb YCTPOWCTBO MPAMOMY WM HEMPSIMOMY BO3AENCTBMIO MCTOYHWMKOB Temsa.
HeobxoavMo aKcnyaTupoBaTb U XpaHWUTL YCTPOCTBO B 6e30MacHO cpege.

3. YcTtpoiicTBo TpebyeT 0C06bIX Mep MPefOCTOPOXHOCTU B  OTHOLUEHWWM  3/71eKTPOMAarHUTHOW
coBmecTmocTn (AMC). Ero cnepyet cobupaTb W 3KCNyaTMpoBaTb B CTPOrOM COOTBETCTBMM C
nudopmaumei no 3SMC. B 4yacTHOCTM, 3anpellaeTcs  MCMoMb30BaTb  YCTPOWCTBO  BOAM3M
MOMUHECLLEHTHBIX N1amn, pagnonepefaroLmnx yCTPonCTs, NynbTOB AUCTAHLMOHHOIO ynpaB/ieHns. Takxke
3anpeLlaeTcs 1Cnosb3oBaTh JaHHYK CUCTEMY BOM3M @ICTMBHOMO BbICOKOYACTOTHOMO XUPYPruyeckoro
060pyaoBaHMA B 0O/MbHUYHON cpede. MopTaTuBHOe PU-KOMMYHMKaLMOHHOE 060pyAoBaHue (BKKOYast
nepugepryeckne 610KKM, Takne, Kak aHTeHHble Kabesn 1 BHELUHVE aHTeHHbI) ciefyeT UCNonb30BaTb He
6nmke, vyem Ha pacctosiHim 30 cm (12 atoiMoB) K Nto6oi YacTn AirPex, BKItoYas Kabenu, ykasaHHble
n3rotosuteneM. B nNpOTMBHOM c/iydyae MOXET CHU3UTLCA  IPPEKTUBHOCTb paboTbl  [AaHHOro
060pyf0BaHMA. 3anpeLlaeTca 3apsXKaTb, 9KCMyaTMpPOBaTb W XPaHUTb YCTPOWCTBO MPU  BbICOKOWA
Temnepatype. CobogainTe onpeaeneHHbIe YCoBUA 3KCMyaTaLmm N XpaHeHNs.

4. B npouecce paboTbl 06513aTeNbHO UCNONbL3YITe NepyaTky 1 pabbepaam.

5. Ecnm B npouecce paboTbl C YCTPONCTBOM BO3HUKAeT COOM, OTK/OUMTE YCTPOMCTBO. CBSXKUTECH C
areHTCTBOM.

6. 3anpeLyaetcsa CamMOCTOSATENIbHO BCKPbIBATb W PEMOHTUPOBATb M34eMe. 3ro BheyeT 3a CO6OW
aHHYMPOBaHWe rapaHTuu.
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8. Cbopka (ycTtaHoBKa) AirPex

MogacoefuHeHNe fepxkaTens aiinios, 3arybHoro

KpouKa 1 yMHUTENS LLIPMUMEYAHNE

MofcoeaMHUTe K anekcnokatopy —JAepxxartenblIcnonb3yiiTe OpUrMHa/IbHbIN fepxaTenb (haiinos u

(haiinoB, 3aryOHbId KPKOYOK W YAJIMHWUTENb, Kak3aryOHblil KpHOYOK, MpOoU3BefeHHble KOoMMaHuel

NnoKasaHO Ha pUCYHKe. B 3aBMCUMOCTM OT cuTyaumm «Cudpapu»  (Sifary). MockonbkKy  pasmepsl

MCNONb3yNTe 06a LWHYpa-ya/IMHUTENS. HeopUrnHanbHOro AepXatens (aiinos v 3arybHoro
KpHOUKa OTNMYAIOTCH, pe3yNbTaTOM MOXeT CTaTb
MOBPeXJeHWe arnekcnokatopa WM  HETOYHOCTb
N3MepEHNIA.

Vcnonb3oBaHue Lwyna:

Mpy UCNONb30BaHUK LUyMa, NOACOeANHNTE
3ary6HbIil KPHOYOK, LWy W YAMHUTENb K
aneK/10KaTopy, Kak NMoKasaHo Ha KapTUHKe:
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CoeanHeHMe ¢ 3apsAHON CTaHLmen YCTaHOBMTE anekc0KaTop B yriy6neHne B LiEHTpe

3apsAHON  CTaHuMW. Ha  3apsgHoin  cTaHuun
Mogkmounte USB-pasbem ajantepa K 3apsafHON 3aropuTcs CBETOAMOAHbLIA WMHAMKATOP MUTaHUS.
CTaHUMW, a [pyrovi KOHeL, ajantepa BCTaBbTe B Takke BK/IOYMTCA WHTEpPgelic anekcnokaropa,
PO3ETKY. JEeMOHCTPUPYA NpoLecc 3apsaaku.

CBeTOAVOAHBIVE MHAWMKATOP NUTaHKA

X .7 TMIMEYHAHNE

Pa3peLUaeTcs UCMOMb30BaTh TOLKO OPUTMHA/bHBLI " TPUMEUYAHUE

aganTep. YCTaHaBNMBaiiTe  aneKcnokaTtop Ha  3apsifHyto
CTaHUMIO B MNpPaBWIbHOM  HanmpaBneHUW, B

3anpeLLaeTcs UCMo/b30BaTh YCTPOMCTBO B MPOLIECCE MPOTUBHOM Clyyae MPOLLECC 3apsAAKN He HauHEeTCS.
3aPSAKN.
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9. Monb3oBaTeNbCKUI UHTEPGENC

® KHorka HacTpoliku

KHonka nutaHua O

JmanasoH aTanoHHbIX TOYEK
OTo6paXkeHMe yyacTKa anekca
Touka oTcyeTa

M3mepuTenbHana LKana
V3mepeHHoe 3HayeHue
OTo6paXkeHVe YpPoBHS FPOMKOCTH
OTobpaxkeHve ypoBHS 3apsasa
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KHOMKa BK/./BbIK/I.
Haxxmute O 19 BKNOYEHNS YCTPOIACTBA.

AnutenbHoe Haxkatve OCBbILL e 2 CEKYHJ UK
npekpaLleHrie paboTbl Ha 3 MUHYTbI OTK/IOUUT
YCTPOWCTBO.

Perynuposka rpoMKocTu

B pexxume 0XXufaHna KOpPOTKO Haxkmute O ana
M3MEHEHNS YPOBHA TPOMKOCTV OT MUHUMa/ILHOTO 10
MaKCUManbHOro.

HacTpoiika TouKun oTcueTa

B pexxnme 0XXngaHus HaxXMmMTe  4TOObI
YCTaHOBUTL TOUKY oTc4yeTa mexay Oun 1L MoxHo
BbIGpaTb CeMb TOUEK MO Kpyry. PacrnonoxeHue
MUTaIOLLEro Kypcopa yKasblBaeT Ha BblOpaHHYHO
TOYKY OTCYeTa.

OTobpaxxeHVe YPOBHSA 3apsa
Konmyectso nonocok oTobpaxaeTt ypoBeHb 3apsja.

[nanasoH 3Ta/IOHHbIX TOYEK

MuiraHve “3MepuTe/IbHOM LUIKasbl YKa3blBaeT Ha
TeKyLLee U3MepeHHOe 3HaYeHne, NPeacTaBstoLLee
CO060I pacyeTHOE PacCTOSIHME OT anmnKaibHOro
0TBEPCTUSA B MUNIUMETPAX.

Pa3BoOpOT M306paXXeHUs Ha AuChiee
B pexxumMe 0XUAaHUs HKMUTE OJHOBPEMEHHO

KHOMKN O M ® [ns pa3BopoTa M306pakeHWs Ha
awvcnnee.



10. 3kcnnyaTauus U pyHKUUOHANbHbIe XapaKTEPUCTUKM

10.1. YpoBeHb 3apaja

OTOoGpaxaeT OCTaBLUWIiCS 3aps/ 6aTapen B HACTOSLLMIA
MOMEHT.

Ecnm octanocb meHee 15 %, 3apsanTe YCTPOMCTBO.

> , ,PUMEYHAHVE

Ecnv ypoBeHb 3apaja cocTaBnsieT MeHee 15 %,
YCTPOCTBO HEOOXOAMMO 3apAaanTb B TedeHne 30 gHe,
B NMPOTMBHOM Cny4ae 6aTapes 6yAeT noBpexeHa.

Ha skpaHe nosBnseTca WHAMKATOP 3apsgku  u
HauMHaeT MeaneHHO wmuratb. Korga 6artapes
3apSHKEHA  WAM MOYTM  3apSKEHa,  MHAMKAaTop
nepectaet murartb. [onHaa 3apsika 3aHMMaeT 0KO0/0
4-5 4yacoB. IJTO 3aBMCMT OT OCTaBLUErocA YpPOBHSA
3apsfa 6arapeun u 0T COCTOAHUA BaTapem.

batapeto MOXHO 3apskatb 300-500 pa3. 3ro
3aBWCUT OT YC/I0BUIN 3KCMyaTauuy yCTpoMCTBa.

BHNMAHWE!
3anpewlaeTcs MeHATb OaTapeto. 3ameHy 6GaTapeu
MOTyT MPOU3BOAUTL TONBKO KBAM(ULMPOBAHHbIE
TEXHUYECKME CNeLuasincTbl NN AUCTprGLI0TOPLI. B
pesy/ibTaTe UCMO/b30BaHNSA HEMOAXOAALLEN 6aTapen
WM ee HenpasBWIbHOW YCTAHOBKM MOTYT 6bITb
MOBPEXAEHbI 3NEKTPOHHbIE KOMMOHEHTbI.
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10.2. P YHKLUMOHaNbHAA NPOBepPKa anekcaoKaropa
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BkntoumnTe anekciiokatop v BCTaBbTe B HEro
TecTep.

3axxmuTe Nas TecTepa B Aepxatene haiina um
KOCHWTECH Masa TecTepa LLyrom.
Vi3amepuTenibHasa LWKana Ha 3KpaHe MuraeT Ha
ypoBHe Toyek 02, 03 nnun 04.

PekoMeHayeTCA  BbINOMHATL  TECTUPOBaHWE
anekc/ioKaTopa ¢ NoOMOLLbIO TecTepa OAMH pa3

B Heflento.
PELLIEYWIHVE
Ecim  M3MepeHHbIn  pesynbTaT  OT/MYaeTcs  OT
0XWAAeMOro, npoBepbTe MpPaBW/IbHOCTb

nofkloYeHus  Tectepa.  Ecnm coeauHeHuwe
npaBWIbHOE, HO Ha 3KpaHe He OToGpaxkaeTcs
OXWaemMoe 3HauyeHue, MPeKpPaTUTe 3KCMyaTaluio
YCTPOICTBA M CBSKUTECH C MECTHBLIM ANIEPOM.
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Mepen KaxablM WCMONb30BAHWEM KOCHUTECH
3arybHoro Kprouka fepxxartenem aina wim
ynoMm,  YToObl  NPOBEPUTb  COCTOSIHWE
yCTpOIicTBa (KOPOTKOE 3aMblKaHWE).
Y6eanTtecb B TOM, YTO TecTep W3B/eYeH U3
anekcnokaropa. 3atem MoAcoefnHUTE
Jepxatenb aiina, 3arybHblli  KpPHOYOK 1
yomHuTenb. B 3aBeplueHue  KOCHUTECH
3aryOHbIM  KPHOYKOM  METa//IMYECKOW 4acTu
jepxatens aina. Ha 3kpaHe [OMKHO
0TO6Pa3nTLCS N3MEPEHHOE 3HAUEHME «-25.

NMPUMEYHAHVE
Ecnm n3MepeHHOe 3HAYEeHWE OT/IMYAETCS OT «-2»,
npoBepbTe  MPaBWIBHOCTb  COeAUHeHWs.  Ecnn
COeVHEHME MNpaBWIbHOE, HO HAa 3KpaHe He
0TOOPAXKAETC OXWMAAEMOE 3HaYeHWe, MpeKpaTuTe
3KCM/yaTaLMto YCTPOICTBA U CBSHXKUTECH C MECTHBLIM
AUNEPOM.



10.3.  JKcnnyaTauus U HeHagnexallme ycnoBus
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HaxxmmTe Ha 3aHIO0 KPbILLKY fepxaTens gaina, 4Tobbl
MOSBU/CA KPIOYOK fepxatens (aiina. 3auenute KpHoukom
METa//INYECKYIO  pYy4YKy (halina KOPHEBOro  KaHana.
OTnyctute  KpblwKy. [M6KOCTb  fdepxartens  (haina
MOMOXET  3aBeplMTb  COeAWHEHWE  Jepxartens W
CTOMATO/IOrMYeCKOro aina.

AMMOPUMEYAHUE
Mpy noAcoeavHeHWN halinia KOPHEBOTO KaHasa ybeauTech
B TOM, YTO AepxxaTenb (hainna n pyyka aina KopHeBOro
KaHana pacrnonoXeHbl nepreHAnKYapHO. B NpoTMBHOM
CNyyae 3aXUM fiepxxatens (ainia MoOXeT 6bITb Jier KO
MOBPEXAEH.

B KOMNMeKT [aHHOro YCTPOWCTBA He BXOAAT (hainbl.
Bblbepute nogxogAawme ainbl B COOTBETCTBUMM C
KIMHUYECKMK  NOTpebHoCTAMU.  MeTannnyeckas 4acTb
(haiina fo/mKHa 06/1a4aTh XOpOoLUEelr NPOBOAUMOCTIO.

Ecnu gepxkatenb (haiina He BXOAMT B POTOBYH MOMOCTb
nauveHTa, AepXaTe/lb He06X0AMMO 3aMEHWUTb C MOMOLLbHO
YAMMHUTENS W LWyna. [pyuKMUTe LWyn K MeTalIMyYecKol
pydke (haiina KOPHEBOTO KaHana [Ans  3aBepLUeHMs
COEfIMHEHMSI KOHTAKTHOro 30HAa ¥ halina KOpHEBOro
KaHana.

3aurKcupyiiTe 3ary6HbIii KPHOUOK Ha ry6e nmaumeHTa. Y6eauTech,
4YTO OH MOJIHOCTbKO KOHTAKTUMPYeT C ry6oi. 3aTem MefneHHO
BBeAUTE (hailn KOPHEBOIr0O KaHasa B NpenapupoBaHHbI KOPHEBOA
KaHa.

Ecim  nauueHTy YCTaHOB/NEHa METa/IMYeckas KOPOHKa Wu
Apyroe TOKONPOBOZAsALLee n3genue, ainn n MeTanimyeckas 4Yactb
jgepxatens aina He [O/MKHbI C HUMW KOHTaKTUMpOBaTb BO
n36eXaHne HenpaBu/bHbIX Pe3ybTaTOB U3MEPEHNS.
AnekcnokaTop (MKCUpyeTcs Ha BOPOTHMKE nauyueHTa C
MOMOLLBHO 32XKMMa.

NTPUMEHAHVE

[na  npefoTBpalleHns  OWMGOK  M3MEePEHWs,  BbI3BaHHbIX
MPOBOAMMOCTBIO MEXAY AeCHaMU WU COCEAHUMU KOPHEBbLIMM
KaHanamu, nepef TecTUPOBaHWEM HEOGXOAMMO BbICYLUUTb AHO
MyNbMOBOI KaMepbl BaTHbIM TaMMNOHOM WX APYTUM CPeCTBOM.
Wcnonb3yiiTe (haiin KOPHEBOrO KaHasia ¢ NpPaBuibHLIM HOMEPOM 1
COOTBETCTBYIOLLMM CY>XEHUEM KOHYca. [ TOUHOCTU U3MepeHms
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(haiin AOMKeH NOMHOCTLIO COMPUKAcaTbCs CO CTEHKaMU KaHana.

Korga aiin BBedeH, Ha 3KpaHe CBepXy BHW3 3aropaetcs
N3MepUTe/ibHaA LLKasa.
306pakeHre Ha puUcyHKe 1 umgpa 2 B AvanasoHe 3TalOHHbIX
3HauyeHW yKasblBaeT Ha

TO, YTO B JaHHbI/i MOMEHT pPacCTOsiHME OT annKasbHOro 0TBEPCTUS
COCTaBNsieT OKoMo 2 MM. Kpome TOro, anekcriiokatop u3faert
TPEBOXHbIV CUTHAN «AW» C ANTENbHBIM UHTEPBA/IOM.
N306pakeHne Ha PUCYHKe 2 03Ha4aeT, YTo (painn HaxoamuTcs Ha
6/1M3KOM PacCTOAHUM OT anuKa/lbHOro OTBEPCTUSA, MPUMEPHO B
15 Mm. Anekcnokatop u3gaeT TPEBOXHbIA CUTHAN «An-Au» C
60166 KOPOTKNM MHTEPBASIOM.

N306paxkeHne Ha pucyHke 3 03HayaeT, 4TO (hain [OCTur
anuKaabHOro OTBepcTua. M3amepeHHoe 3HayeHue pasHO 00, 3To
TeKyLLas n3vepseMas [iMHa KOPHEBOIO KaHaa.

306parkeHne Ha PUCYHKe 4 03Ha4yaeT, 4To (hail1 KOPHEBOro
KaHasia NPOHWK B anuka/ibHoe OTBEpPCTMe. YCTPOWCTBO M3faeT
MOCTOAAHHBIA TPEBOXHbINA CUTHANT <AN-.

NMPUMEYAHWE
MMonoxeHve anuKanbHOro OTBEPCTUA (M3MEPEHHOE 3HaueHue:
00), M3MepeHHOe [AaHHbIM YCTPOMCTBOM, MpPeACTaBnseT coboii
MOJIOXKEHVE OCHOBHOr0/aHaTOMM4eCKOro anvKasibHoro
0TBEpCTUA. B KAMHMYECKOW MpakTuke AN NpesoTBpaleHus
Heydaun orepauun B pesy/bTaTe MPOTbIKaHWSA KOPHEBOro
anvKasbHOro OTBEpCTUS Heobxoaumo OTHATL 05 - 1 Mm oT
N3MepeHHoro




3HaYEeHWs. B pesynbTarte nofyunm napameTpbl
BTOPOCTENEHHOr0/(hn3M0N0rnYecKoro anukaibHOro OTBEPCTUS,
npenapypoBaHHOro B KOPHEBOM KaHasle.

MapaMeTp 3TaNOHHOr0 PACCTOAHUA ABMSETCA NULLUbL PaCYETHBLIM
3HayeHue, a He KIMHNYECKOWN OCHOBOIA.

Vi3MepeHHOe 3HauyeHMe He ABnseTcs paccTtosHveM. OHO NnLLb
yKasblBaeT Ha NPOABWKeHWe (haiina no HanpaBIEHUIO K anekcy.

BHUMAHUE!

Bo Bpemsi n3vepeHns BBOAUTE halinl MeANeHHO, BO M3bexxaHue
MPOHUKHOBEHUS B anuKaibHOe OTBEPCTME.

ANeKCnokaTop  MCMo/b3yeTcs Ans  0BGHapyXXeHUs — anekca
KOPHEBOro KaHana. KnuHM4eckoe npumMeHeHve noppasymeBaeTt
COYeTaHMe aneKkc/nokatopa C peHTreHorpauen un gpyruvm
CpeAcTBamMy Ans onpeaeneHuss paboyeil AfMHbI  KOPHEBOMO
KaHana.

[laHHOe YCTPOICTBO [LO/DKHO MCMO/Mb30BAaTbCS CTOMATO/I0raMu,
YMEWLWMMA  ONpeaensTs  A/IMHY — KOPHEBOrO  KaHana W
061aJaloLLMMN XMPYPrUYECKMI HaBbIKaMW.

HenogxopaAwas CUTyaunsa B KOPHEBOM KaHa/1e A1 BbINOJIHEHNA 3TEKTPUYECKNX V|3MepeHI/Il7I

HeBO3MOXKHO BbINOJIHUTL TOUHbIE M3MEPEHUA NPU Haslnunn cneayroumnx CVITy&LU/II7I B KOPHEBOM KaHa/1€;

KopHeBoI1 KaHa/m MMeeT 60/bLLIOE annKabHOe 0TBEPCTUE

KopHeBO/ KaHan Henb3s M3MEPUTb TOYHO 13-3a MOBPEXAEHWUS UM
HEel0CTaTOYHOr0 PasBUTMS  anuKasbHOrO OTBepPCTUs. [MonyyeHHbIN
pe3y/ibTaT MOXKET MOKasaTb [/IMHY MeHbLLE, YeM Ha CamoM [ere.

M36bITOYHOE KPOBOTEYEHWME M3 OTBEPCTUS BCKPbLITONO KOPHEBOIrO
Ounctnb KaHana
Ecnm KpoBb BbITEKAET M3 OTBEPCTUS BCKPLITOrO KOPHEBOro KaHana u
nonajiaeT Ha fIeCHY, MOXET BO3HUKHYTb yTeuKa 3/1eKTPUYECKOrO TOKa,
Hapylas TOYHOCTb WU3MepeHWid. TofoXauTe A0 MOMHOM OCTaHOBKU
KpoBoTeueHus. OuMCTUTE KOPHEBOM KaHan W OTBEPCTME, MOMHOCTbO
yAamMTe KpOBb W3 KOPHEBOrO KaHana, W TO/MbKO Mocne 3T0ro
NPUCTYNanTe K N3MEPEHWIO.

XUMUYECKNA pacTBop, nonasLUNA B KOpHeBOI7I KaHaJ1, BbITEKAET U3
OTBEPCTUA

BbETekaHVMe XMMWYECKOro pacTtBopa W3 KOPHEBOro KaHana [Jenaet
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HEBO3MOXHbIM TOUHOCTb U3MEPEHWIA.
BaxXHO yiannTb pacTBOp M3 OTBEPCTHS.
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HapalumsaHue (Hanpymep, ¢ NOMOLLbHO
LIEMEHTA)

TpeLymHa

OTBeTBMEHNE

[yTTanepya
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CrnomaHHasa KopoHKa

Mpy NONOMKe KOPOHKM YacTb AECHEBOV TKaHW NMonafjaeT B
MPOCBET; BCMEACTBME KOHTAKTa [eCHEBOW TKaHW W1 (haiina
KOPHEBOIO KaHana BO3HMKAeT yTeuka TOKa, NpensiTcrays
[TOYHOCTM M3MepeHuii. B 3ToM cnydae HeoGXoAUMO
M30/IMPOBaTh [JECHEBYH TKaHb C MOMOLLBID HAX/IEXaLLlero
maTepuana.

YTeuka TOKa 4epes TpeulvHy B 3y6e H uyepes
OTBETB/IEHVIE KOPHEBOIo KaHasa

TpewuHa B 3y6e MOXeT cTaTb MPUUMHOWA YTeuke TOKa,
MPEensTCTBYS TOYHOCTN U3MEPEHWIA.

TOK MOXET TaKxe YTEKaTb YEPE3 OTBETBMIEHUA.

O6paboTka KaHana ¢ ryrranepyeBoil naomoon

Heo6xo4uMO MOMHOCTBbIO  yAanuTb  ryTTanepyy AN
yCTpaHeHVsi ee W30NAuMKW. 3aTeM MOJIHOCTbIO BBeAuTe
MasileHbKMIA haiin Yepes anukanbHoe 0TBepCcTMe. BBeanTe B
KaHan HemHOro conesoro pactsopa. Cnegute 3a Tewm,
4TOGbI PACTBOP HE BbIIM/CS Yepe3 0TBEPCTVE B KaHasle.

KopoHKa 1 meTannMyeckuii NpoTe3 conpuKacakTes ¢
AaecHEeBOW TKaHbIO

3mepeHUss He MOTYT 6bITb TOUHbIMM, €ClM (haiin KacaeTcs
MeTa/IINYECKOro MNPoTe3a, COMPUKACAOLLErocs C TKaHbHO
[eCHbl. B aTOM Ccnydae nepen MpoBeAeHUEM M3MEPEHUit
pacluvpbTe OTBEPCTME BBEPXY KOPOHKW, 4TO6bI (haiin He
Kacasics MeTa/NNYecKoro npoTesa.

OCKONKH/OMWAKH  Mocne  cBepneHus  3yba [ynbna
BHYTPU KaHana

Ypanute ¢ 3y6a Bce OCKONKW/OMUMKMW, OCTaBLUMECS MOCNe
CBEp/IEHUSI.

Ypanute BCo Mynbry BHYTPU KaHana. B NpoTUBHOM Cryyae
HeMb3s MOMYYUTb TOUHbIE Pe3y/bTaTbl U3MEPEHUS.



COMpUKOCHOBEHME KapyeCcHOr0 yyacTka U1
LIECHbI

Brokunposka

Cnunuikom cyxoi

KapuecHblii y4acToK KacaeTcs ieCHbI

B aTOM Ccnlydae MpOMCXOAMT yTeuka 3MeKTPUUYECKOro ToKa
yepe3 3apaEHHbI  KAapuMecoM Y4yaCTOK Ha  [lecHy,
MPensTCTBYS TOUHOCTU U3MEPEHNS.

3a6/10KMPOBaHHbIN KaHas

3MepuTenb He MOXET MPOMTK CKBO3b 3a6/10KMPOBaHHBbII
KaHan. TONHOCTBIO — packpoiiTe  KaHan BMAOTb [0
anuKanbHOW KOHCTPYKLMM, YTOBbI BbIMOMHUTL U3MEPEHNE.

OueHb cyxoi KaHan

Ecnm KaHan OuyeHb CyXOi, W3MEpUTENb He CMOXET
paboTaTh, MOKa He OKaXKETCS BM/IOTHYHO K arnekcy. B aTom
Clyyae MOMbITAiTECh YBNOKHUTL KaHa/ OKCMAOMOM WM
CO/MIEBbIM PACTBOPOM.

Paznunuue pesynbTaToB M3MEPEHMIA, MOMyUYeHHbIX C MOMOLLbIO aneKc/ioKaTopa U peHTreHorpagum

MHorga nokasatenn, nonyyeHHble ¢ MOMOLLbIO aneKCnoKaTopa, He COOTBETCTBYHOT M306paKEHUIO Ha
PEHTTEHOBCKOM CHMMKE. OTO He O03HA4yaeT HEeMCrpaBHOCTb arekcioKaTopa WM PEeHTTeHOBCKOIo
annapata. B 3aBMCMMOCTM OT Yrna HanpaBfeHWs My4yka PEHTTEHOBCKMX NyYeil BepXyLUKa KOpHS 3y6a
MOXET 0TOOPaXKaTbCs HEKOPPEKTHO. IMON0XKeHMEe BEPXYLLUKN KOPHS 6yAeT BU3yaslbHO OTINYATLCSA OT ee

HaCTOALLIErO MOI0XKEHNA.
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BuaHo, YTO Ha PEHTIeHOBCKOM CHUMKE MO/IOXeHue
aneKca KoOpHeBOro KaHasna B HaCTOSILLIMIA MOMEHT He
COBMNafaeT C aHaTOMWYECKUM TMofioxkeHnem. Ha
camMoM faene, annkKasbHOe OTBEPCTNE PacrnosioXeHO
PeHTreHOBCKUIA PeHTreHoBckas Y KOpOHaJ'IbHOVI HacTn. B atom cny4ae
CHUMOK Tpybka peHTreHOBCKMVI CHMMOK MOXXeT T[OoKa3aTb, 4TO
KOHYMK (paﬁna He JOCTUT annKaslbHOro OTBEPCTUA,
Lake ecnm Ha CamMOM fgene  OH  BMJIOTHYIO
NpUGNZNACA K HEMY.

11. OuuncTKa, fe3nHpeKkumns n ctepuamsanmns

BeeseHue

B uenax rurveHbl 1 caHUTapHO 6e30MacHOCTM KOMMOHEHTHI (AepKaTenb (hainfioB, 3aryOHbIi KPHOYOK,
Wyn, YAJUHWUTENb) HeobXOAMMO ouuWaTh, Ae3VHMULMPOBATL W CTEPUIM30BaTb MNepel  KaxabiM
MCNOMb30BaHNEM, 4YTOObl MPeAoTBPaTUTL  3arps3HeHMe. 3TO  HY)KHO fenaTb nepej  MNepBbiM
MCNONb30BaHMEM W MOCMEe KaKAOro MOCMefAytoWwero mcnonb3oBaHns. CobnofaiTe HauvoHa bHble
npasua, CTaHAaPTbl U TPebOBaHMSA MO OYUCTKE, Ae3NHMDEKLMN 1 CTEPUIN3ALUN.

Mpouesypbl MOBTOPHOWA 06pabOTKM  [@aHHOr0 CTOMATO/IONMYEeCKOro WHCTPYMEHTa UMEKT  /1LUb
OrpaHuUYeHHoe nprMeHeHne. 3TO 03HaYaeT, UTO OrpaHuUyeHure KonuyecTBa npouedyp 06paboTku
onpegenseTca (YHKLMOHa/IbHOCTbIO/M3HOCOM YCTpoicTBa. MakcMmanbHO [OMYCTUMOMO KOMYecTsa
MOBTOPHbIX 06paboTOK He CYLLECTBYeT. Y CTPONCTBO He CNedyeT UCNO/b30BaTh NMOBTOPHO, €C/IN 3aMeYeHO
yXyALleHne CBOMCTB MaTepuasia. B cnyvae noBpexgeHus YCTPOMCTBO HeobXxoaumo o6paboTaTtb W
OTNPaBUTb U3rOTOBUTENHO AN1S PEMOHTA.

O6Lwune pekoMeHaaL MK

. Monb3oBaTe/lb OTBEYAET 3@ CTEPU/ILHOCTb YCTPOMCTBA BO BPEMS MEPBOr0 LUMK/IA U MPU KOKLOM
Moc/efytoleM  UCMOMb30BaHUM, @ TakKe HeceT OTBETCTBEHHOCTb 33  WUCMOJb30BaHWe
MOBPEXJEHHBIX UN IPA3HBIX MHCTPYMEHTOB, e 3TO MPUMEHUMO, NOC/e CTePUM3aLMN.

. [na Bawein 6e30MacHOCTV MPOCUM HafeBaTb CPeACTBA WHAMBWMAYaANbHON 3awurbl (nepyaTku,
3aLLMTHbIE OYKM U MP.).

. Wcnonb3yiiTe TOMbKO AE3VH(PULMPYIOLLMIA pacTBOp, 3PHEKTUBHOCTL KOTOPOro 0406peHa (CNMcok
O6beanHeHns npuknagHoin rurveHsl (VAH) / Hemeukoro o6uectsa rurmeHbl 1 MUKPOGMONorm
(DGHM), mapkmposka CE, 006peHne YnipaBieH/s No Haf30py 3a Ka4ecTBOM NPOAYKTOB NUTaHWS
W nekapcTBeHHbIX cpefcts (FDA)), B COOTBETCTBMM C PYKOBOACTBOM MO MNPUMEHEHWIO,
MpefocTaB/ieHHbIM NMPOU3BOAUTENEM [e3NH(ULMPYIOLLEro pacTBopa.

. KauyecTBO BOAbl [A0/MKHO COOTBETCTBOBATb MECTHbIM HOpPMaMm; B YacTHOCTW, 3TO KacaeTcs
MOCNeAHEro aTana- OrojacKMBaHus, UK UCMO/b30BaHUS MOKU-Ae3MHMEKTopa.

. TuaTeNbHO OYMLLAKTE U NPOMbIBAATE KOMMOHEHTbI Mepe/ aBTOKNaBUPOBaHMEM.

. 3anpeLaeTcs MCNonb3oBaTh AE3VHMMLMPYHOLLME MaTepuanbl, COAepKallive OT6GenvBaTenb WM
XN10p.

KOMMOHeHTHI, CTepunnn3yemblie B aBTOK/aBe

[Lepxatenb haiinoB  3aryOHblii KPHOUYOK LLyn Y onvHutenb
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MoaroToBka Ha MecTe MCMOJb30BaHUA: OTCOEAMHUTE KOMMOHEHTbI (3aryOHbI KPHOYOK, fepXaTesb
(haiina, wWyn ¥ YAAMHUTENb) OT OCHOBHOrO YycTpoicTBa. Cpasy Moc/ie MCnofb30BaHWUS CMOMTE C
KOMIMOHEHTOB CU/IbHble 3arpsA3HEHNsA C MOMOLLbHO X0/104HOM BoAbl (<40 °C). 3anpeLyaeTcs UCMnonb30BaTh
(hMKcupylolme MotoLme cpefctsa wuan ropsadyto Bogy (>40 °C), NOCKONbKY 3arpsasHeHMs MoryT
3aMKCMpoBaThCA Ha YCTPOMCTBE M NOBANATL Ha Pe3ynbTaT npouecca 06paboTku.

[MomecTUTe MHCTPYMEHTBI BO BNaXKHYHO Cpesy.

\BUHMNMANE1
3anpeLaeTcs norpyxatb KOMMOHEHTbI WAM NPOTUPaTb WX NO60M W3 MNepeuncreHHbIX Jasee
(hYHKLMOHaNbHBIX XMAKOCTER (KUCNOTHas 3MeKTPONM3MPOBaHHAsA BOAA, KPENKWiA LLeNoYHO pacTBop,
030HMPOBaHHasA BOAa), MeAULMHCKUMY CpeacTBamMu (rayTapan v Ap.) Wan NrobbiMy ApYrMM 0CO6bIMM
rMnaMun Bogpl MM60 XKNAKOCTEN AN NPOMbILLIEHHOR OUYUCTKM. TTpYMEHeHMe TaknX XMAKOCTEN MOXET
Bbi3BaTb KOPPO3MIO METaIMYECKMX YacTeli M MpUAUNaHWe OCTaTKOB MEAWLUMHCKUX CPeacTB K
KOMMOHEHTaM.
TpaHcnopTupoBKa: 6e30macHOe XpaHeHMe W TPaHCMOPTUPOBKa K MecTy 06paboTku no3sonuT
136eXaTb MOBPEXAEHUI 1 3arps3HEHNS OKPY>KatoLLEn cpeabl. .
MofroToBKa K yAaneHWto 3arps3HeHWnin: yCTponcTBO HeobXoAMMo 06pabaTbiBaTb B pa3obpaHHOM
COCTOSIHUM.

il BHUMAHWE!
He 3a6yabTe BbIHYTb (haiin nepes 04MCTKON aepxkatens taina.
CobntofainTe COOTBETCTBYOLME MEPbI MHAMBUAYaNIbHON 3aLUTbI.

MpegBapuTenbHasA O4YNCTKa: NPeaBapuTenbHO OUNCTUTE YCTPOMCTBO BPYYHYH), MOKA OHO He CTaHeT
BM3Ya/IbHO YMCTbIM. [Orpy3uTe KOMMOHEHTbI B MOKOLUMIA PacTBOpP M C MOMOLLbIO BOAOCTPYMHOrO
NUCTOMETa NPOMOITE MOMOCTU W NPOCBETHI XO/I04HON BOAONPOBOAHON BOLOW B TeueHue He meHee 10
CeKyHA. OUNCTUTE MOBEPXHOCTN MArKOWA LLETKOM.
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OumnCTKa: YTO KacaeTCa OYUCTKW/OE3UH(EKLMM, OMOMACKMBAHUA W BbICYLUMBaHWSA, HEOOXOAMMO
pasfmyatb py4YHble 1 aBTOMaTHU4YecKme crnocobbl 06paboTku. OThaBaviTe NpeLnoYTeHe aBTOMATUYECKUM
cnoco6am 06paboTKM, B YaCTHOCTW, M3-3a Jy4llero CTaH4ApTU3aUMOHHOrO MoTeHuuana u
MPOMbILL/IEHHO 6e30MacHOCTH.

ABTOMATMYECKAs OUNCTKA:
Vcnonb3yinTe MOVKY-Ae3MHMEKTOP, COOTBETCTBYHOLLYIO TpeboBaHMsAM cTaHdapTa ISO 15883.
AKKypaTHO NOMECTUTE MHCTPYMEHT Ha /I0TKE B MOIKY-Ae3MH(EKTOpP, YCTaHOBUTE CRefytoLme
napameTpbl 1 3anycTuTe nNporpammy:
4 MUHYTbI - NpesBapuTeIbHOE MbITbe B X0Nn04HON Boge (<40 °C)
CvB
5 MUHYT - MbITbe B C/1260M LLIE/IOYHOM MOIOLLEM pacTBope npu 55 °C
CvB
3 MUHYTbI - HeTpanm3aums B Tennoin Boge (>40 °C)
cnvB
5 MUHYT - NPOMEXYTOYHOEe OrnosiackmBaHue Tensol sogol (>40 °C)
cnvB
Mpoueccbl aBTOMATUYECKOW OYMCTKM ObiAM BayMAMpoBaHbl C momouwibio cpegcTea 0,5 %
Meogunwep MegutOruH copTe (0.5% neodisher MediCleanforte) («[i-p BaitrepT» (Dr. Weigert)).
MpuymeyaHue B COOTBETCTBUM CO cTaHAapToM EN ISO 17664: py4Hble CNoco6bl OUNCTKK

ona [JAHHOFO YCTPOICTBa He TpebytoTcs. ECM HeoGXoAuMO MPUMEHUTbL PYYHO CMOCO6 OUUCTKM,
Ba/MAVPYiATe €ro nepeg npuMeHeHVeM.

BHUMANNH!
Vicnonb3yiiTe TONbKO OA0OPEHHblE MOWKWU [Je3MH(EKTOPbI, YAOBMETBOPSIOLINE TPeGOBAHUAM
ctaHgapta EN ISO 15883; perynsipHo OCYLIECTBAAATE WX TEXHUYECKOe 06CNy>KMBaHWe W
KaM6pOoBKY.
CreflyinTe UHCTPYKLUMAM M COBMIOAANTE KOHLEHTPALMM 1 NPONOPLMK, YKa3aHHble N3roToBUTENEM
(cm. O6LLmMe pekoMeHAaLMK).
[e3nHpekuna: aBTOMaTUUECKas TepMuUyeckas [Ae3H(eKUMs B MOIKe/Ae3MH(EKTOpE C Y4YeToM
HaLoHaNbHbIX TpeboBaHMiA B OTHOLLEHMM napameTpa AO (cMm. EN ISO 15883).
[ns ycTpoiicTea BaMAMPOBaH LMK Ae3nHpeKumm = 5 MuHyT npn 93 °C, 4Tobbl JOCTUYL 3HaYeHNs AO=
3000.
Mocne py4yHOR OYMCTKM HEOOXOAMMO HeMeNeHHO BbIMONHWUTL aBTOMATUYECKYHO AE3NH(EKUMIO WK
CTEPUNM3ALMIO UHCTPYMEHTA. Py4HOl cnocob Ae3vH(EKLMN HE PEKOMEHAYETCS.
BbicylwinsaHue:

ABTOMATNYECKaAs CyLLKa:
MpocylumTe MOBEPXHOCTb WMHCTPYMEHTA, BKMIOUMB LMK CYLIKW B MOliKe-ge3nHpekTope. Mpu
Heo6X0ANMOCTN AOMOMHATENBHO MPOCYLLNTE MHCTPYMEHT BPYYHYH MOMOTEHLIEM, HE OCTABSHOLM
Bopca. MpoayiiTe NONOCTV MHCTPYMEHTOB CTEPUMbHBLIM CXaTbIM BO3MYXOM.

®YHKLUMOHaNbHOE TECTUPOBAHNE, TEXHMUYECKas NoAaepXKa: BusyanbHblii 0CMOTP KOMMOHEHTOB Ha
OTCYTCTBME 3arpsisHeHVe N c60pKa ycTpoiicTBa. PYHKLMOHaAIbHOE TECTUPOBAHUE COMNaCHO MHCTPYKLMM
Mo NPUMEHeHNI0. Mp1 HEO6XOAMMOCTY BbINO/HKTE 06PabOTKY MOBTOPHO, NMOKA KOMMOHEHTbI HE CTaHyT
BM3Ya/IbHO YUCTbIMM.

Mepen YNakoBKOW W aBTOKNaBMPOBaHWEM YGeauTech B TOM, 4YTO Gblna OCYLLECTBAEHA TeXHUYecKast
NoAaep>KKa U3aenuns B COOTBETCTBUM C UHCTPYKLMSIMU U3TOTOBUTENS.
YnakoBKa: i1l CTEpUAN3ALLIUN YNAKYATe MHCTPYMEHT B COOTBETCTBYHOLLMIA YNAKOBOUHbIA MaTepuan.

BLI1.YANNE!

MpoBepbTe CPOK FOAHOCTM MaKeTa, YKasaHHbIV U3roToBUTENIEM, YTOOLI ONPeAenUTb OCTaBLUMIACS
CPOK [eicTBuS.

Wcnonb3yiiTe nakeTbl, yCTOMYMBbIE K BO3AEWCTBUIO TemMnepaTypbl 40 141 ®Cu COOTBETCTBYHOLLME
Tpe6oBaHuaM ctaHgapTa EN ISO 11607
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Ctepunusauymsa: WHCTPYMEHTbI CTEPUIU3YIOTCA B MApOBOM CTEPWUIN3ATOPE C  BO3MOXHOCTBIO
(hpakLMOHMPOBAHHOIO MpeABakyyma (B COOTBETCTBMM €O CTaHgapTom EN 285 / EN 13060 / EN 1SO
17665), c y4eTOM COOTBETCTBYHOLLMX HOPMATUBHbIX TPE6OBaHWIA KOHKPETHOW CTPaHbI.

MwuHuMasibHble TpeboBaHua: 3 MUHYTBI Mpn 134 °C (B EC: 5 MuHyT npun 134 °C)

MakcumanbHasa TemnepaTypa crepunmsayun: 137 °C

3anpeLlaeTcs BbIMONHATbL 3KCMPECC-CTEPUIN3ALIMI0 UHCTPYMEHTOB, UMEIOLLMX NOMIOCTU/MPOCBETHI.

X BHMAHUVIE!
Vicnonb3yiiTe TONbKO 0106PEHHbIE aBTOK/MaBbl, COLLBETCTBYOLLME TpeboBaHMUAM cTaHapTa EN
13060 wnn EN 285.

MpuMmeHsiTe BaIMAMPOBaHHYIO MpoLesypy CTepuinsalmMm B COOTBETCTBUM CO CTaHZapTom EN
ISO 17665.

CobntofaiiTe npoLeaypy TEXHUYECKOro 06C/Ty)XMBaHNS aBTOKNaBa, YKa3aHHYH U3roTOBUTESEM.
MpuMeHsiTe TONIbKO PEKOMEH0BaHHYIO NPoLeLypy CTepum3aLmm.

KoHTponupyiite adheKTMBHOCTb CTepuinsaummn (LenoCTHOCTb YMNakoBKW, OTCYTCTBME Bharwu,
N3MEHeHVe LBeTa WUHAMKATOPOB CTEPWUIM3ALMK, (DUSNKO-XMMUYECKNE WHTErpaTopsbl, Lndposas
3anmcb NapameTpOB LIMKNA).

MpoLeaypa cTepunm3aumm o/mKHa YA0BIETBOPATL TpeboBaHMAM cTaHapTa EN ISO 17665.
OxnafnTe KOMMNOHEHTbLI Nepes U3BeYeHNeM.

XpaHeHue: XpaHUTe CTepUIM30BaHHbIE VHCTPYMEHTbI B CYXOM YMCTOM MecTe 6e3 CnefoB Mbiau, mpu
HEBbICOKOW TEMMePaType; YCNOBUS XPaHEHUS! CM. Ha 3TUKETKE 1 B MHCTPYKLMK NO NPUMEHEHWIO.

\"BHUMNHWE!
CTepunbHOCTb HE MOXET ObITb rapaHTnpoBaHa, eC/in YNnakKoBKa OTKPbITa, NMoBpeXXaeHa nian BadkKHas.

MpoBepbTe YMNakoBKY nNepef WCMoAb3oBaHMeM (LEeNOCTHOCTb YMakOBKW, OTCYTCTBME Bfiarn, COK
roHoCTK).

X  BHMAHME!
WHCTpYKUMW, nNpefcTaBneHHble Bblle, Of0OPEHbl W3rOTOBMTENEM MEAMLMHCKOTO W3AeNUs  Kak
CMOCOOHbIE  MOAFOTOBUTL  MEAMLUMHCKOE — M3henve K MUCMOoNb30BaHWo. O6paboTumk  HeceT
OTBETCTBEHHOCTb 3a MOMyYEHME >KENAaeMoro pesynbTata 06paboTKW, (HaKTUYECKM BbIMOMHAEMOW C
NCMONb30BaHMEM 0060pYAOBaHUSA, MaTepuasioB W MepcoHana nNpeanpusiTvs, OCYLLECTBSIOLLENO
00paboTKy. 370 TpebyeT BepudmKaLmm U/mnnm Banmaauum 1 TEKYLLLEr0 MOHUTOPKMHIa npotecca. JTio6oe
HecobntoeHne 06paboTUMKOM NPeOCTaBEHHbIX MHCTPYKLUMIA TakKe HeO6X0AMMO AOMKHBIM 06pa3oMm
OLEHWTb Ha Hasimume 3(PEKTUBHOCTI 1 BO3MOXKHbLIX HEG1AroNpUATHLIX MOCNEACTBUIA.
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NPOTPUTE BCe MOBEPXHOCTU TKaHbIO, C/Ierka CMOYEHHOW 3TaHONMOM A1 [e3uH(ekuun (3TaHon,
06bEMHbI npoueHT 70 - 80), He MeHee 2-X MUHYT. MoBTOpUTeE 5 pas.

X TMPUMEYAHVE

3anpeLyaeTcs 1Cnonb3oBaTh 1060e CPeACTBO, 3a UCKIOUYEHWEM 3TaHOMA ANA Ae3vH(eKLMn (3TaHonN,
06beMHbIN npoueHT 70 - 80).

3anpeLyaeTcs UCMO/b30BaTb CAMLLKOM GOMbLIOE KOMMYECTBO 3TaHOMA, MOCKO/bKY €ro 13GbITOK MOXET
MPOHUKHYTb BHYTPb YCTPONCTBA M NOBPEAWTL KOMMOHEHTBI.

11. TMouck nycTpaHeHne HeEMCNPaBHOCTEN

Mpn 0BGHAPYXXEHWUM HEWUCMPABHOCTM MpOBEpbTE CEeAYHoWIME MYHKTbI, MNPeXAe YeM CBA3aTbCs C
AVCTPUGLIOTOPOM. ECAM HU OOAWH MYHKT He MPUMEHUM WM npobrieMa He ycTpaHeHa [Aae rMocse
MPUHATUS Mep, BO3MOXHO, YCTPOCTBO HEMCMPaBHO. CBSYKMTECH C AUCTPUOLIOTOPOM.

Mpo6nema MpyynHa Cnocob ycTpaHeHus
batapes paspsagunace. 3apsanTe baTapeto.

YCTpOICTBO He BK/KOYaeTCA. CNMLLKOM BbICTPOe HaXaTue KHOMK — Haxkumalite KHonky BKJ1. 6onee
BKI/1. purenbHoe Bpems.

ANEeKCNoKaTop IeXUT Ha 3apsagHON

MpoBepbTe MOMOXEHME.
6a3e B HEMPaBW/ILHOM MOJOXKEHMN.

Ha akpaHe He 3aropaeTcs

O3HaKOMbTECb C MHCTPYKLMEN K
MHAMKaTOp GaTapen. 3apsaka 3aBepLueHa.

baTapee.
3apsigHas 6asa BbiLia U3 CTPOS. CBSXXMTECH C ANCTPUOLIOTOPOM.
YCTaHOBWUTe TPOMKOCTb 3BYKa Ha 1,
OTCyTCTBYET 3BYK. "pOMKOCTb 3BYKa ycTaHoB/EHa Ha O.

2 3.

12. Bpems paboTbl Npu NOMHOM 3apAfKe U BpemMs 3apALKu

MpoAoMKNTENLHOCTL paboyero BpeMeHn Npu NOHON 3apsake: He meHee 9 yacoB. Tpebyemoe
BpeMS AN5 MNOAHOW 3apaakn: 4 4+ 0,5 u.

13. Pasmepbl 3TUKETKMU
MapknpoBKa ycTpoiicTea. Pasmepbl aTukeTkn: 35x25 mm +0,5 Mm

MapkupoBka Kopooku. Pazmepbl aTukeTkn: 90x70 mm £0,5 mm

14. MaccorabapuTHble XapaKTepUCTUKKN U3eNNA N er0 KOMMOHEHTOB

KOMMNOHEHT Bec Fabaputbl MM (£5%)
Anekcnokatop 14.55r 28x48.5x 15.3
3ary6HbliA KproYoK 2.51r 64x24.6. d2

Lyn 2.2+0.5r 82, d2,5
Nepxatensb aiinos 7.6+2r 416, d12.8
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TecTtep 2.2+0.5r 34x8x10. d2
3apagHasa ctaHuums 38.5+5r 60x60x14,4
YanuHutenb 6.3+1.5r 386, d2.5

ApanTep 82+8r 78,5 X74,5 X29, onvHa

kabens 1200

15. CBefileHN4a 0 Anana3oHe N TOYHOCTU U3MEepeHNs PacCTOAHNA A0 arnekca, a Takxe
HanpsAXeHUU, cune Toka u opmMe NMMYNbLCOB, CO34aBaeMblX U3eNIMEM NPU NoKanmnsaunm
annKanbHOro Cy>KeHUsA:

TOYHOCTb (DYHKLMW U3MEPeHMA paccToAHUA ao anekca: £ 0,5 MM, AnanasoH U3MepeHus: or 3 Mm
[0 aHCcKca

Cwuna ToKa: He ABNSAeLCA BbIXOAHOW XapaKTCPUCTUKOW ANa U3genms

Hanps>xeHne: 7010 mB

dopma MMNyNbCOB: MPSMOYro/bHas

16. TeXHUYeECKUe XapaKTepucTnukKun

M3rotoButenb
Mopgenb

Pa3smepbl

Bec

VICTOYHMK nuTaHusa

3apsagka 6atapen

MutaHne 3apsgHoro
/cTpoiicTBa

3alTa oT nopaxeHusl
3/1EKTPOTOKOM

Pexum paboTbl

Knacc 3awmtebl

MporpammHoe
obecneyeHne

YcnoBusa akcnnyaraumm

YCnoBus TpaHCNoOPTUPOBKU

N XpaHeHwsl

Changzhou Sifary Medical Technology Co., Ltd (Kutaii)

AirPex

13cm x 11 cm X 8 cM = 1 cM (BHELUHSAS KOPOOKa)

0,35 kr £10 % (B ynakoBke)
JNivtunidi-nonmmepHas akkyMynsTopHas 6atapes; 3,7 B, 110 MAY

BecnpoBoHasi OT 3apsiIHOro YCTpoiicTBa

5B — 1A

OT CeTeBOro aganTepa:

- Bxog (100 240) B, 50/60 I'y, (0,5+ 0.2) A;

h Bbixog 5 Bdc. 1A

YCTPOIACTBO C BHYTPEHHNM MCTOYHMKOM MUTaHusA u pabodyein yacTtblo Tuna BF.
Knacc Vinpn 3apsigke 6atapen

MpPoAOXUTEN bHbII

IPX0

Bepcusa: AP1.1.1.010, AdaTa: 10.09.2019, Knacc B.

Vcnonb3oBaHve; B 3aKpbITbIX MOMELLEHUSAX
Temnepartypa Bo3gyxa: 5 °C - 40 ®C
OTHocuTe IbHaA BNakHOCTb: <80 %

Pabouas Bbicota <3000 M Haf ypoBHEM MOpS
ATmocdepHoe gaeneHue: 70 klMa -106 klMa

TemnepaTtypa Bo3gyxa: -20 °C - +55
OTtHocutenbHasa BnaxHocTb; 20 % - 80 %
ATMocepHoe gasrieHve: 70 klMa -106 kMa
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17. Tabnuupbl 3n1eKTPOMarHMTHoOM coBMecTUMocTr (BMC)

PYKOBOACTBO M AeKNapaLms U3rotToBUTeNst - neKTPoMarHUTHbIe U31yYeHNs

Mogenb AirPex npegHasHayeHa i1 UCMOMb30BaHMS B 31EKTPOMArHUTHO cpefae, YKa3aHHO HUXe.
3aKasumK Unu nonb3oBatesb AirPex Jo/mMKeH rapaHTUPOBaTh MCMO/b30BaHMe YCTPOCTBA UMEHHO B

McnbiTaHne Ha nU3nyyeHune Cooreercrave dnekTpoMarHuTHas cpefa - PyKOBOACTBO
TpeboBaHNAM
AirPex 1cnonb3yeT pagnmovacToTHYH 3HEPruio
UCKMOUNTENbHO 1A BHYTPEHHER  (hyHKLMN.
PafnoyacToTHOe n3nyyeHue, r | YpoBeHb pPafMoy4acTOTHOrO W3MyYeHUs OYeHb
craHgapt CISPR 11 pynna HU3KMA W He BefeT K  HapyLleHVsM
(DYHKLMOHMPOBaHUA PacronOXeHHOro B6/IM3M
3N1eKTPOHHOI0 060pYyA0BaHMS.
PafimoyacToTHOe M3Nny4YeHue, Krace B
craHgapt CISPR 11 .
SMMCCHA FapPMOHMUECKIX AirPex npurogeH Ana 1cnosib3oBaHNs B N06bIX
cocTasnstowmx, MIK Knacc A 3[0aHWAX, BKNKOYAA >KWMble AoMa W 3[aHW4,
61000-3-2 HanpsMyt0 COeAMHEHHbIE C KOMMYHa/lbHbIMM
Kone6anus Hanbskeis / HI3KOBO/IbTHBIMW CETAMM, MPEAHASHA4EHHBIMN
P L1 3HEProCHabXEHNS XMbIX 3LaHWIA.
MepLatoLLiee n3fyyeHue, CootBetcTBYET

M3K 61000-3-3

PyKOBO,ﬂ,CTBO n peknapauuna n3rotoBuTens - YCTONUMBOCTb K 3/TEKTPOMarHUTHbIM nomexam

Mogenb AirPex npegHasHaueHa 415 UCMO/b30BaHUS B 31EKTPOMArHUTHOM cpefie, yKasaHHO! HXKeE.
3akasuumk v nonb3oBartesnb AirPex JO/HKEH rapaHTMPOBaTb MCMO/b30BaHME YCTPONCTBA MMEHHO B
TaKow cpege.

McnbiTaHve Ha VicnbiTatenbHbIM - YpoBeHs SneKTpoMarHMTHas cpeja -
NOMexX0oyCTONYNBOCTb yposeHb o MK cooTBeTCTBAS PykoBozcTBO
60601 Tpe6oBaHWAM
YCTOMYMBOCTb K +/- 8 kB +/- 8 KB KOHTaKTHbIA [10oNbl  NOMELLEHNA  JOMKHbI
3/1EKTPOCTATUYECKUM KOHTaKTHbIN pa3pag pas3pag ObITb BbINONHEHbI W3 [epeBa,
paspsgam (3CP), M3K 6eToHa WM KepaMMYecKoi
61000-4-2 +/- 2 kB, +/-4 KB, +/-2 KB, +/- 4 KB, +/- nAATKN. ECnn MNonbl MNOKPbITHI
+/- 8 kB, +/-15 kBB 8 KB, +/-15 KB B CUHTETUYECKUM  MaTepuanom,
BO3/yxe BO3ZyXxe TO OTHOCUTE/IbHAA B/IAXKHOCTb
BO34yXa [0/IXHA COCTaBNATb He
meHee 30 %.
YCTOMUMBOCTb K +2 kB +2 kB KauyecTBOo 3neKTponnTaHusa B
ObICTPbIM NEPEXOHBbIM 100 kI'y 100 Ky CETN [0/HKHO COOTBETCTBOBATb
rpoLeccam 1 BCM/leckaM, 4actoTta yacrorta TUMUYHBIM YCNOBUAM
M3K 61000-4-4 NMOBTOPEHMS NOBTOPEHUA MCnosb30BaHns B
KOMMEPYECKNX  YUpeXKaeHnsaX
nIn 60MbHMLAX.
CKayoK HanpsxeHus, MexaydasHoe MexgyasHoe KauyecTBo 3neKTponuTaHusa B
M3K 61000-4-5 HanpsxeHve: HanpshKeHWe: CETU [0/HKHO COOTBETCTBOBATb
+ 0,5 kB, +05kB, + 1kB TUMUYHBIM YCNOBMAM
+ 1kB ncnonbL30BaHUA B

Mexay thazoin u
3emneii: = 0,5 KB,
+ 1KB,

+2 kB
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Mexgy asoin 1
3emneit: £ 0,5 KB,
+ 1kB, + 2 KB

KOMMEPYECKUX  YUPEXAEHUSAX
nnn 60MbHULAX.



MafgeHus HanpskeHus,
M3K 61000-4-11

MNepenafbl HaNpsKeHWs,
M3K 61000-4-11

MarHuTHoe none
pacyeTHO
MPOMBbILLNIEHHOM

yactoTtbl, MOK 61000-4-

0 % Ut; 0,5 yukna
npu 0°, 45°, 90°,
135°, 180°, 225°,
270°n 315°

0% Ut; 1umkn n 70

% Ut; 25/30

LIMK/OB, CUHycomaa

(hasbl Ha 0°

0% Ut;
250/300
LIK/OB

30 A/m 50 'y nnn
60 Ny,

8

0 % Ut; 0,5 umkna
npu 0°, 45°, 90°,
135°, 180°, 225°,
270°n 315°

0% Ut; 1umkn n 70
% Ut; 25/30 upknos,
CUHycona hasbl Ha
0

0% Ut;
250/300
LIMK/OB

30 A/m 50 'y, wnmn 60

My

KayecTBO 3NeKTponuTaHma B
CETN OO0J/KHO COOTBETCTBOBATH

TUMNYHBIM YCNOBUAM
1CMO/b30BaHNS B
KOMMEPYECKMX  YUPeXaeHMax
nnm 60/bHMLIAX. benn
Mo/sb30BaTeNto yCTpolicTBa
TpebyeTcs HenpepbIBHas
paboTta B YCMOBUAX
npepbIBaHMiA CEeTEBOr0
HanpsHkeHWsi,  peKoMeHayeTcs
obecneunTb nuTaHue
yCTPOCTBA OT  UCTOYHMKA
6ecnepeboHOro NUTaHUA WK
Garapen

MarHutHoe rnosne
MPOMbILLNEHHOM 4acToTbl
AOMKHbI HaxoAnTbCA Ha
YPOBHE, COOTBETCTBYHLLEM
TUNUYHBIM YCNOBUSAM
1CNONb30BaHNS B

KOMMEPYECKMX  YUPEXAEHUAX
NN 60MbHULIAX.

MpumeyaHve: Ut: HOMUHabHOE HanpskeHve (HanpskeHws). Hanpumep, 25/30 uuknos o3Havaet 25

umknos npu 50 Iy nnm 30 umknos npm 60 My

PYKOBO/CTBO 1 fleKnapaLus U3roToButens -' Y CTounBoCTb K 31eKTPOMArHUTHbLIM MoOMexam

Mogenb AirPex npefiHasHauyeHa Ans UCMonb30BaHKs B 9NEKTPOMarHUTHOW cpefie, YKa3aHHOM HUXe.
3aKasumK v nonb3osatenb AirPex A0/MKeH rapaHTUpPOBaTh UCMOIb30BaHWe YCTPOMCTBA MEHHO B

TaKoi cpege.
VcnbiTaHne Ha
MOMEeX0YCTONYMBOCTb

KOHAYKTVBHbIE
NMOMeXu, HaBefjeHHbIe
pagnoYacToTHLIMK
3NEKTPOMarHUTHLIMM
nonamMu

M3K 61000-4-6

M3nyyaemble
PafioBO/HbI
MarHUTHbIX MOMeNn,
M3K 61000-4-3

NcnbiTaTenbHbll
ypoBeHb No M3K
60601

3B

0,15 M T 1,-80 MHz,
6B;B
MPOMbILLIEHHOM,
Hay4HOM K
MeNLIMHCKOM
AuanasoHe mMexay
0,15 MIy 1 80 My,
80 % AM npn 1kIy

3 B/m, 80 MTTu-2,7
My, 80 % AM npm |
KMy
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YpoBeHb
COOTBETCTBUA
TpeboBaHUAM
3B

3 B/m

dneiCTpomarHuTHas cpeja -
PyKoBOACTBO

PaccTosiH/e OT MOPTaTMBHbIX W
MOGW/BHBIX  BbICOKOYACTOTHbIX
CPefCTB CBA3W [0 060N YacTu

AirPex, BKIw4as Kabenu, He
NOMKHO ObITb MeHee
pPeKoOMeHAyemMoro

MPOCTPAHCTBEHHOIO pasHoca,
pacCUNTaHHOrO C  MOMOLLBHO
(hopMynbl,  NPUMEHMMON AN

4acTOTbl NepeaaTynka.
PekomeHayeMblii
MUHUMaNbHbIA
MPOCTPaHCTBEHHbIN pasHOC
CMm. Tabnuuy pagmovacToTHOro
obopyaoBaHNs  GECnpOBOAHON
CBA3N «PeKoMeHayeMblii



Mons B 6nvdKHel 3o0He  CM. Tabnuuy CootBeTCTBYET MUHUMaNbHbI

pagmnoyacToTHOro pagMoYacToTHOro MPOCTPAHCTBEHHbIA PasHOC»
o6opyoBaHus 06opyaoBaHuA

6ecnpoBoaHO CBA3W,  GECNpPOBOAHON CBA3M

M3K 61000-4-3 «PeKoMeH/1yeMbli

MUHUMa/TbHbIT
MPOCTPaHCTBEHHbII
pasHoC»

PeKOMeHyeMblii MUHUMasbHbIA NPOCTPAHCTBEHHbIA pa3HOC

CerogHs MHOrMe paguoyacToTHble 6GecnpoBOAHbIE YCTPOMCTBA WCMOMb3YKOTCA B Pas/iNYHbIX
MEAVLMHCKNX  YUPEXAEHWUsX, TAe NPUMEHSETCH MeAuUMHCKOe 060pyfoBaHNe W/Mn  CUCTEMbI.
Vcnonb3oBaHve TakMx YCTPOMCTB B HEMOCPEACTBEHHOW 6AM30CTU OT MEeAULMHCKOro 060pyaoBaHus
WM CUCTEM MOXET NOBAMATL HA 06e30MacHOCTb W OCHOBHbIE XapPaKTEPUCTUKUA MeAULUHCKOro
obopygoBaHus n/mm cucteM. Mogenb AirPex 6bl1a NPOTECTMPOBaHA Ha UCMbITATE/lbHOM YPOBHE Npu
NCMbITAHUAX HA  MOMEXOYCTOMYMBOCTb, YKa3aHHOM B Tabnuue HWXe, W  YAOBNETBOPSET
COOTBETCTBYHOLWMM TpeboBaHMAM cTaHAapTa MOK 60601-1-2:2014. 3aka3yuvkK W/vnv nofb30BaTe/b
[JO/MKHbI  MOAAEPXUBATb  MUHUMAaIbHOE PAacCTOSHME  MEXAy pajgvoyacToTHbIM — 060py[0BaHVEM
6ecnpoBoaHOin cBA3N 1 AirPex, kak peKOMeHA0BaHO HUXeE.

McnbiTaTenbHbli

YacTtoTa ‘-IaCTVOTH MakcHMmanb PaCcCTOSH yPOBEHb MpK
ans bl i Mogynaum Has
O6cnyxnsaHue ne NCNbITaHMAX Ha
UcnbiTaH [AuanasoH A MOLLHOCTb () NOMEX0YCTORUNBO
un (M) (MTw) (B1) cTb (B/M)
O6ueeBponeiic
385 380- Kas cuctema VmnynbcH 18 03 27
TPaHKOBOIA as
cessn (TETKA)
MoAaynaLms
390 400 18 My
O6LWNin MOBUbHbIT
paguocepsuc (GMRS) UM (FM)
430- 460 +5kly
450 470  CeMeliHbIl paguocepBuc OTKIOHeHue 1 2 OA 28
(FRS) KL, cuHyc
460
;4112 oa ,Ll,mana|3_o_||_-|EL|aCT0T VIMnynbCHas
787 13, MoLynauma 0,2 oa 9
780 17 217 Ty
810 FnobanbHasa cuctema
870 ANt MOBUNBHOW CBA3N
(GSM) 800/90,
Ob6ueeBponeickas
cucTeMa TpaHKOBOA
800- ceAsn (TETKA) 800, MmnynbcHas
960 MHTerpnposaHHas Mo4yAaumA 2 of 28
930 cucTema MO6UbHON 18Iy
ceasn (iDEN) 820,
MHOXeCTBEHHbIN LOCTYN
C KOZLOBbIM pasfefieHnem
(CDMA) 850, gnana3oH
yacToT LTE 5
1720 1700 nobanbHasa cuctema  VIMnynbcHas 2 o 28
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1845 1990
1970
2450 2400-
2570
5240
5785 5800
EMHNNMONNE!

1 Mcnonb3oBaHue

ANt MOGULHOM CBA3M
(GSM) 1800;
MHOXeCTBEHHbI JOCTyN
C KOL0BbIM pa3feneHuem
(CDMA) 1900;
FnobanbHasa cuctema
415 MOBUIbHOW CBA3N
(GSM) 1900; ctaHgapT
DECT,; gmMana3oH 4yactoT
LTE 1,3,4,25;
YHuBepcanbHas
MO6MNbHaS
TENeKOMMYHUKaLNOHHASA
cuctema (UMTS
Bntotyc (Bluetooth)

B 6eCnpoOBOAHON
NOKasNibHOW CceTn
WLAN, 802.11
b/g/n,
pagmo4vacTtoTHas
naeHTUnKauns
(RFID) 2450,
AmnanasoH
yactoT LTE 7
becnpoBogHas

MoAaynaums
217 Ty,

MmnynbcHas on 28

mMoaynauus

217 Ty,

nokanbHas cetb  MMnynbcHas
WLAN mMoaynauua 0,2 0,3 9

802.11
an

217 T

akceccyapoB, W kabeneid, He YyKasaHHbIX /M60 He MpPefOCTaB/EHHbIX
npoussoguTenem AirPex, MOXeT NPUBOAUTDL K MOBbILLEHWNIO 3/1EKTPOMArHUTHOIO U3NyYeHns Moo
CHWXEHMIO YCTOWYMBOCTM AirPex K 371eKTPOMarHWTHbIM MOMexaM W, Kak CreficTBue, K ero
HenpasWIbHON paboTe.

CBefleHMs 0 Kabene:

HassaHue Kabens [nnHa kabens
(M)

Kabenb 12

ajanrtepa

Kabenb 0,8

n3MepuTens
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SKpaHMPOBaHHbII MpumeyaHmne
Unu Het

Het /

Het /



2. Wcnonb3oBaHus AirPex psgoM c ApyruM 060pyfoBaHMEM WM ero YCTaHOBKM MOBEpPX ApYroro
obopyfoBaHMs cnefyeT u3beratb, MOCKONbKY 3TO MOXET MPUBOAWTb K HEenpaBUIbHON paboTe
ycTpoiicTBa. Ecnm Bce-Takum BO3HMKA Takas HeobxogumocTb, AirPex n gpyroe o6opyaoBaHue
cnefyeT KOHTPO/MPOBaTh, YTOObI Y6eanTLCSA B €r0 HOpMasibHOIN paboTe

18. TosAcCHUTeNbHas MHpoOpMaLMA

Cpok cnyxobl

3rofac MOMeEHTbI NpoAaxu (BBoAa B aKCnayaTaluio)

[rapaHTuMA

apaHTUA npou3soauTens - 12 mecsaueB C MOMEHTa ero nNpojaxu (BBoja B akcnayartayuo). B
TeueHune 12 mecsAUeB C MOMEHTA ero npofaxku (BBoAa B aKCMyaTaLuio) NPOMU3BOAUTENb UK ero
YNONHOMOYEHHbI NpeacTaBuTeNb 0653yeTca 6ecniaTHO NPOM3BECTM PEMOHT U3AENNS UK
Npou3BecTn 3aMeHy, eCc/i OHO 0Ka3asioCb HeHajNexalllero KayecTsa.

Y1tunnusauusa

YnakoBKa NognexuT nepepabotke. MeTaninyeckme 4acTu U3Lenna yTUIn3mpyrTca Kak
mMeTanosioM. CUHTeTMYECKMe MmaTepurasbl, 3/IEKTPUYECKME KOMMOHEHTLI M NiaTbl
YTUN3UPYIOTCA KaK 31eKTpUYeckme otxoabl. JInTnesble 6aTapen yTUAN3NPYIOTCA Kak 0cobble
OTXOfbl B COOTBETCTBUMW C MOSMIOXKEHUAMMN, MPUMEHAEMBIMW K YTUNN3ALUN TAKOTr0 pofia OTX0L0B B
CTpaHe aKcnnyaTauuu nigenus. Mpu yTunmnsaymm n3genms Heo6xogmmMo npuHMMaThL BO

BHUMaHWNE " CO6ﬂPO,U,aTb MeCTHble npashia, HOPMbI 1N 3aKOHbI B OTHOWWEHUWN YyTUNnU3aynn n
YHUYTOXEHNA.

19. O6pasubl MapKMpPOBKU

1) O6pasel, MapKMPOBKMW YCTPONCTBA (pasmepbl 3TUKETKU: 35x25 MM)

P
APEX LOCATOR C e
d]
[Lu sv= U DC

ChafiftMi Ltd
NoM, Otngyang Ito*d. Xm JMCounty.JQnM Ol

«fttM t.CM notftou Cly.21 tO0OBJlang»u.CMn«

LtfitSdfvtCd ACoflduHing OmbH
CCQO r*l «4«1T$48TM11
™ AM Obart$t«9M M )4/3.M134.
Hfid tltdrg.C«nn4ny

2) Oobpa3sel, BHeLIHeA MapKMPOBKN KOPOOKK (pa3mepbl aTUKETKU: 90X70 MM)
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APEX LOCATOR X
Model: AirPex I:l

[17 Box Size: 132mnnX113fnfnX78mm

input: 5V=1A Battery: DC 3.7V/110mAh

Cheng”ou Silery MtdicaiTpchnoiogy Co..Ud.

a i No.9B, Qingyeng Road. Xuajla County. Xinbei Diatilct.
ChangxbouCKy. 213000 Jiangau. China M]13XLI

UinaStrvica aConaulting GmbH
tc rep Ttl"49175 4170819
Add:Obaie Saagaw* 34".69124, Haidalbarg, Germany

XZO 0 el

20. MNMepeyeHb NpMMeHsieMbIX ciaibtapnm:

EN 1640:2009

EN 180 13485:2016

EN 18014971:2012

EN 60601-1:2006+A1:2013
EN 60601-1-2: 2015
EN62304:2006+A1:2015
ISO 10993-1:2018

ISO 10993-5:2009
18010993-10:2010

EN 60601-1-6:2010 + Al: 2015
EN 62366-1:2015

EN 18017665-1:2006

EN 1041:2008+A1:2013
EN 180 17664:2017

EN ISO 15223-1:2016

EN ISO 7405:2018

EN 80601-2-60:2015

EN ISO 780:2015
MEDDEV 2.7/1 rev.4
MDD93/42/EEC+2007/47/EC
MEDDEV 2.12-1 Rev. 8

21. NHopmaums, Heobxoammasn ans UaeHTUPUKaymum MegULUHCKOTro n3genns c ienbu)
nony4vyeHuns 6e30nacHo KOMbGUHaLUN:

«Annapar 4ns noKannsaunm anmkanbHoro cy>xeHmsa AirPex» npumeHseTca B coOYeTaHun ¢
9HAOAOHTUYECKUMU MHCTPYMEHTaMK ((halinamm), npefHa3HauYeHHbIMUN AN MPOXOXAEHUS 1
06paboTKM KOPHEBOro KaHana 3yb6a.

22. MHthopmaumsa o nocnegHemM NepecmMoTpPe XCHAyarayuoHHOW AOK>MeTaluun:
1lacTosuan akcnayatannmonnasa 4OKyMeHTauns 6blna nepecMoTpeHa 1 akTyanmsmposaHa 01 mas
2021 I-.

23. KoHTaKTHas MHMopMaums:
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y Changzhou Sifary Medical Technology Co., Ltd (KuTai)

Agpec: Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City, 213000
Jiangsu, China (KuTait).

TenedoH: +86-0519-85962691

Email: lyylrc/bllary.conr

Be6-caint: wwau.eiirhLcelh.com

EC REF
YNoNHOMOYeHHbIN npeactasutenis B EC: «J/innHc CepBuc aHg KoHcanTvHr FM6X» (Llins Service &
Consulting GmbH)
Ten.:+49 175 4870819
Agppec: O6epe 3eeracce, 34/2, 69124, Neipensbepr, MepmaHnsa (Obere Seegasse 34/2, 69124, Heidelberg,
Germany)
AnekTpoHHas nouta: l.lins.Scrvicc@irmaH.com

YNONHOMOYEHHbI NpefcTaBuTeNb B PO:

000 «[leHTaNNMHK»

Agppec; 123592 r. Mocksa, yn. Kynakosa, 4.20, ctp.1 A, noMm. XVII, kom.64, 31.5
Ten: (495) 766-16-71

Email: intor<r/-ldentalink.ru

Cant: wwvv.dcnlalink.rii

Moanuck

XyaH Tao
"eHepanbHbIN UPeKTOop
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[punoxeHune 1.

PykoBoacTBO o o6enyxmsaHuto! AlrPeX

Ha gaHHOe n3genne MoxeT NPOBOAUTLCA 06CNYXMBAHME TOIbKO O(hMLManbHO
BHumaHne YNOMHOMOYEHHbIM MpeacTaBuTeNIeM Npon3BoaMTeNs. B NpoTMBHOM cnyyae yCnoBus
rapaHTuu He 6yayT cobnoaathbes.

Pasbopka

LLbr CXemaTNyeCKniAi pUCyHOK OnucaHue

CH/MWTE YepHble Pe3MHOBbIE NMPOKAAKN CHI3Y

BbIKpyTUTE YeTbipe BUHTA U3 HUXKHE
4acCTW OCHOBAHMS C NOMOLLbIO KPECTOBOIA
OTBEPTKM, 3aTeM CHUMWUTE BEPXHUI Kopnyc.

BbikpyTuTe fBa BUHTA (OTMeYeHbl KpacHOW
CTPEe/fIKOW) Ha nnaTte ¢ NOMOLLbI0 KPecTOBOM
OTBEPTKW. 3aTeM pasfenuTe nnaty u
HUXHWIA Kopnyc 3apAafHON 6a3bl.

PacnnaBbTe MeCTO CBApKM (OTMeUYeHHoe
KpacHOW CTpenkoi) 3apsaaHoli KaTylwKn n
OTAeNnnTe 3apAAHYI KaTywWKy OT naathbl.

1/2
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Cob6opka (ycTaHOBKa)

Bar CxemMaTnyYecKunii pucyHoK

Moanucek: XyaH Tao
['eHepanbHbIA gupexkTop

212
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OnucaHune

MpuBapnTe 3apsgHY KaTyLlKy K nnaTe,
3aTeM 3aKpenuTe 3apsigHY KaTyLlKy
TEPMOCTOWKON NEHTOIA.

CobepuTe nnaty n HWXHWUR Kopnyc
3apsA4HON 6a3bl, KaK NOKa3aHO Ha PUCYHKe,
N 3aKpennTe ABYMA BMHTaMu ST2x4.

CobepuTe BEPXHIOK YacTb Kopnyca,
3aKpenuTe 4yeTblpbMA BUHTAMN ST2,2X6,
3aTeM NMPUKpennTe pesMHOBYI NPOKNagKy
BHM3Y OCHOBaHMA.



MepeBof C KNTANCKOro f3blKa Ha PyCCKMii A3blK

HoTtapranbHoe 3aBepeHue
(2021)SCCZZ Zi,Ne 6655

3assuTtenb: Changzhou Sifary Medical Technology Co., Ltd

Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OdwmumansHbIlii NpeacTaBuTens: XyaH Tao (MyX.), aata poxaeHus - 14.04.1990, AOKYMEHT,
YA0CTOBEPSAOLWMNIA NMYHOCTL No 320483199004146532

O6beKT HOoTapuasbHOro 3aBepeHus: Mognucb JOKYMeHTa

HacToawwmm ypoctosepsetcs, 4to MocnogmH XyaH Tao, ohuumanbHblid npeacTaBuTeNb
komnaHun Changzhou Sifary Medical Technology Co., Ltd, B moem npucyTtctsun 17-oro mas
2021 r. nn4HO Nognucan LOKYMEHT noj HasBaHMeM «PyKOBOACTBO MO 3KcnayaTtayuun Ha
MeAuLMHCKOe n3genve: Annapart 418 N0Kanm3aunm anmkanbHoOro cyXxeHuns AirPex».

HoTtapuyc: NTto YyHXoHT (nognuce)
Meuatb: Ouc HoTapumyca r. HaHuxoy
. YaHwkoy, MpoBuHLUKMA XKXnaHrcy
KuTtalickas HapogHasa Pecny6nmka
24-0e masn 2021 r.

JokymeHT Ne L 1 06295117
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MepeBos C aHIMUIACKOr0 A3blKa Ha PYCCKNI A3bIK

HoTtapuanbHoe 3aBepeHue
(nepeBsopn)

(2021)SCCZZ Zi,Ne 6655

3assutens: Changzhou Sifary Medical Technology Co., Ltd

Appec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OtmunanbHblii NpeacTaBuTenb: XyaH Tao (MyX.), aata poxgeHus - 14.04.1990, LOKYMEHT,
yaocToBepstownin nunuHocTb Ne 320483199004146532

O6beKkT HOoTapuasbHOro 3aBepeHund: Noagnucb LOKYMeHTa

HacTosawmm ygoctoBepsieTcs, 4to MNocnognH XyaH Tao, ohuumanbHbli NpeacTaBuTeNb
komnaHun Changzhou Sifary Medical Technology Co., Ltd, B MmoeM npucytctsmu 17-0ro mas
2021 r. n4HO Nognucan 4OKYMEHT noj HasBaHWeM «PyKOBOACTBO MO 3Kcnjyartaynu Ha
MeANLUHCKOe usgenune: Annapart 4158 N0Kann3auum annkanbHOro cyxeHua AirPex».

Hotapuyc: JTio UyHXOoHT (nognucs)
MeyaTb: Odmc HoTapuyca r. HaHwkoy
I". YaHuxoy, MpoBuHLMA XnaHrcy
KuTalickas HapogHas Pecny6numka
24-0e masn 2021 .

JokymeHT Ne L 1 06295126
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MepeBof C KNTANCKOTO A3blKa Ha PyCCKUA A3bIK

HoTtapuanbHoe 3aBepeHue
(2021)SCCZZ Zi,Ne 6656

3aasutens: Changzhou Sifary Medical Technology Co., Ltd

Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OmumanbHbIil NpefcTaBuTeNb: XyaH Tao (MyX.), AaTa poxzaeHus ~ 14.04.1990, LOKYMEHT,
yaocToBepstowmnin nnyHocTb Ne 320483199004146532

O6beKT HOTapManbHOro 3aBepeHmns: COOTBETCTBYE MepeBoAa HOTapnanbHOro 3aBepeHus

HacToawmm yA0CTOBEPAETCA, YTO MepeBo HOTapuanbHoro 3asepeHuns (2021) SCCZZ Zi, Ne
6655 Ha aHrMMINCKNI A3bIK ABNAETCA BEPHbIM M MONHOCTbI COOTBETCTBYET OPUTMHANbHOMY
3aBEPEHMIO HA KUTANCKOM A3bIKe.

Hotapuyc: JTto YyHXOoHT (noAnuck)
MeyaTb: Ouc HoTapuyca r. HaHwKoy
I". YaHuxoy, MpoBuHLMA XnaHrcy
KuTaiickas HapogHasa Pecny6nmka
24-o0e mag 2021 .

JokymeHT Ne L 106295118
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MepeBof C aHTIMIACKOTO A3blKa Ha PYyCCKUIA A3bIK

HoTapranbHoe 3aBepeHue
(nepeBop)

(2021)SCCZZ Zi,Ne 6656

3aasutenb: Changzhou Sifary Medical Technology Co., Ltd

Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OgmumanbHbIi NpeacTaBuTenb: XyaH Tao (MyX.), ata poxgeHus - 14.04.1990, JOKYMEHT,
yaocToBepatowmii nuyHocTb Ne 320483199004146532

OO6beKT HOTapuanbHOro 3aBepeHns: COOTBETCTBME NepeBosa HOTapnasbHOro 3aBepeHuns

HacTtoswwmm yaocToBepsieTcs, YTO NepeBoj HoTapuanbHoro 3asepeHns (2021) SCCZZ Zi, Ne
6655 Ha aHrINACKNIA A3bIK SBNSETCSA BEPHbIM U MONHOCTHIO COOTBETCTBYET OPUTUHANILHOMY
3aBEpPEHMNI0 Ha KUTANCKOM fA3blKe.

Hotapuyc: JTio UyHXOoHT (nognucs)
MeyaTb: Ohnc HoTapuyca r. YaHuxoy
I". YaHuxoy, MpoBuHLMA XKunaHrcy
KuTaiickas HapogHas Pecny6nunka
24-oe mas 2021 .

JokymeHT Ne L 106295127
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MepeBos AAHHOIO TeKCTa ¢ KUTAaUCKOro 1 aHrfMNCKOro A3bIKOB BbIMNO/THEH NEPEBOAYNKOM
MaHKoBbIM AHAPEEM KT OPOBUNYEM.

Poccuiickas depepayns

Nopoa Mocksa.

BToporo noHA ABe ThicAYMN fBajLaTb NepBOro roga.
A, [llpokoweHkoBa EneHa EBreHoeBHa, HoTapuyc ropogda MockBbl,

CBUAETENLCTBYHO MOA/MHHOCTL MOANMCK NepeBoaYMKa MaHkoBa AHapes ByKTopoByya.
Moanmch caenaHa B MOeM MpUCY TCTBUM.
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Instructions for use for the medical device

“Apex locator device E-PEX”

1. Name of the medical device:
“Apex locator device E-PEX”

2. Manufacturer of the medical device:
Changzhou Sifary Medical Technology Co., Ltd (China).

Address: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City, 213000
Jiangsu, China.

Phone number: +86-0519-85962691
Email: ivv@sifarv.com

3. Medical device purpose and indication:

Medical device purpose: Location of the root canal apex during the endodontic treatrfient.

/ge 1,28
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Medical device indication; endodontic treatment (root canal treatment).

Field; dentistry. This medical device should be used only in specialized medical institutions by
qualified medical personnel.

4. Possible side effects and risks:

Possible side effects; not found

Risks; The main cumulative residual risk; non-compliance with the operation instructions
described in the operating manual. The main way to manage residual risks in order to reduce
them to a permissible level; It is necessary to follow the instructions described in the Operation
Manual. Before each use the endodontic device must be switched on, checked and tested to
guarantee its uninterrupted operation.

5. Parts ldentification:
1 Apex locator (main unit)
2. Measuring wire

3. File clip (2 pcs)

4. Lip hook (2 pcs)

5. Tester

6. Adapter

6. Symbols used in the User Manual and marking

Pag? 2/28
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If the instructions are not followed properly, operation may

AN
["MWARNING lead to hazards for the product or the user/patient.

Additional information, explanation of operation and
I"*\NOTE

performance.
rSN ~ Serial number
S Catalogue number
Manufacturer
\ninr| Date of manufacture
O Class Il equipment
Type BF applied part
0197 CE marking
- Direct current
)K Dispose of in accordance with the WEEE directive
Keep dry
Consult instructions for use
134°C Sterilizable in a steam sterilizer (autoclave) at the
m temperature specified
| EC  REPI Authorized Representative in the European Community
"55-C
2o Temperature limitation
-"80%

Humidity limitation
4j~Eighteeth Manufacturer’'s LOGO

IPXO Shell protection

7. Contraindications

Do not use this unit in conjunction with an electric scalpel or on patients who have a
pacemaker. Blocked canals cannot be accurately measured. Safety and effei?liveness
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have not been established in pregnant women and children.

A WARNING

Read the following warnings before use:

1, The device must not be placed in humid surroundings or anywhere where it can
come into contact with any type of liquids.

2, Do not expose the device to direct or indirect heat sources. The device must be
operated and stored in a safe environment.

3 ~ The device requires special precautions with regard to electromagnetic
compatibility (EMC) and must be installed and operated in strict compliance with the
EMC information. In particular, do not use the device in the vicinity of fluorescent
tamps, radio transmitters, remote controls, portable or mobile RF communication
devices and do not charge, operate or store at high temperatures. Comply with the
specified operating and

storage conditions.

44 Gloves and a rubber dam are compulsory during treatment.

54 If irregularities occur in the device during treatment, switch it off. Contact the
agency.

64 Never open or repair the device yourself» othenMse, void the warranty.
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8. Installing the E-PEX

Page
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Install the E-PEX Connection Operation

Insert the measuring wire into the socket Make sure E-CONNECT in standby.

as shown in left picture, make sure Open rubber cover, plug data transfer

connect properly. cable into E-CONNECT.

Turn on the E-PEX, and insert the other
end of data transfer cable Into E-PEX.

Connect the file clip, measuring wire and
lip hook as shown in the picture.

After connect the cable, the screen of
the E-CONNECT will display
“CONNECTED !”indicating that the
connection is properly.

CONNECTED !

A NOTE E-PEX can only connectto E-CONNECT
manufactured by Sifary.

After connecting E-CONNECT and

E-PEX. do the below steps to make sure

the device is working normally.

When installing the measuring wire,
please pay attention to the orientation of
the slots in the attachment part and do
not apply too much force while adapting
it.

Incorrect connection wilt result in
inaccurate measurement, even the
device cannot be used.

Page 62
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1. Insert the file into the contra angle. g\\_.

2. Make the file touch the lip hook (short i
circuit) il

3

3. Press the main switch of s i) .

E-CONNECT. All the indicator bars in the _’,"’ l‘ ':i‘“(%

screen will light up. That means the "

system is working normally. \\"\\
After confirming the system can working
normally, user can hang the lip hook into
the patient’s mouth, and start the

treatment.

Page 7/28
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. When the power indicator is as shown
E-PEX Chargmg below, it indicates that the device is in

When the power indicator flashes, charging.
please stop using the device and charge
itimmediately. We suggest the user to

charge the device when there is only one

bar left.

A WARNING

Keep the device away from the heat
source and make sure that there is no
combustible surrounding.

When battery is low charge the device
fully. Charging frequently in low power
state for short time will reduce the
battery life.

Do not use other power adapter to
charge the device, otherwise itwill
damage the device.

Connect the Apex Locator main unit with
the power adapter.
Do not charge the device while using it

Do not use other battery for the device,
otherwise itwill damage the device.

Pago 8/28
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9. Operation and Functional characteristics
91 Functions setting

Function Checking

1 Press the Power switch to turn the
device on. The display will show
measuring interface.

(The device will automatically shut

Volume control

The E-PEX’s volume of the key and
alarm sounds can be adjusted. Press
the volume keys to cycle the volume
through the minor to the maximum.

down ifitis not used for 10 minutes.)

2. Check that the measuring wire, file
clip, lip hook and APEX LOCATOR
main unit are properly connected.
Touch the metal part of the file clip with

: o Setting the Reference point
the lip hook (short circuit).

Press SET switch to set the reference
point (between 0--1).

Press SET to adjust reference point
3. Observe the E-PEX display. All the

meter indicator bars on the display will
light up, and a rapid beep sound will be
generated at the same time. The
‘APEX" sign will be flashed, which
means that the E-PEX is working
normally.

The point will be automatically saved.

3J

Page 928
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9.2 Display screen

Instruction

1 When the file reaches the front
region of the apical foramen, the screen
displays the white indicator bars (As
shown in picture 1).

Pic. 1

2. When the file reaches the position
near by the apical foramen, the screen
displays the green indicator bars (As
shown in picture 2).

IPic. 2
3. When the red indicator bars light up,
it means that the file has exceeded the
apical foramen. A rapid beep sound will
be generated at the same time (As
shown in picture 3).

Pic.3
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A WYARNING

Avoid using apex locator for working
length determination in the following
conditions;

1. Open apex cases.
2. Draining canals.

3. Poor isolation from oral environment
(avoid seepage of oral fluids into
access cavity).

4. Root fractures / perforation.
5. Gutta percha filled canals;

Please use the original accessories,
otherwise the device may measure
inaccurately or not even function.

A NOTE

The green part “00”display means
major apical foramen (not the minor
aipical foramen). Hence itis
recomrr>ended to reduce the working
length by 0.5-1 mm.

The device's screen does not show the
actual length of the root canal, the
number reducing only means a trend
that file is progressing apicalty.

The gingival crevicular fluid /saliva /
gingival polyp will interfere with device
functioning. Hence itls recommended
to isolate the tooth.

The accessories which contact with
patient (file clip and lip hook) can be
reused and should be sterilized by high
temperature before first use and after
each use.

Page
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; The position of the reference point is
Display the root canal on automatically set with the E-PEX, and

the cursor is displayed on the

E-CONNECT E-CONNECT screen.

1. The white band on handpiece screen
displays the progression of the file into  When the file reaches the reference

the root canals. point, E-CONNECT will start Apical

2. The closer the file tip reaches the Reverse, Apical Slow Down and Apical
apical foramen, the more rapid the Torque Reduction function (If the

beep sound makes. function is activated).

3. After connection, itwill activate the
advanced setting in chapter 9.5.

SR . A\ WARN/NG

Do not use a non - specified data
transfer cable, othenwise itwill damage
the device.

Do not hit device and splash liquids.

A NOTE

Combination Function Make sure to connect the two devices

Set “ON”to choose the combination with right position.

function. After connecting the two devices with

the cable, gently push and pull the
interface to ensure that the connection
comhE£-t is stable, othenvise the data
For transmission may not be accurate.

In certain cases, for example when the
canal is blocked, the measurement may
be unable.

The device will not be able to perform a
precise measurement for every time,
especially in cases of abnormal or
unusual morphology of the root canal.
The user needs to coordinate with

to check the results of the
measurement.

If the meter does not move when you
insert the file, it is possible that the
device is notworking normally,
therefore, stop usino.

Pago 11/a
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10. Cleaning, Disinfection and Sterilization

Foreword

For hygiene and sanitary safety purpose, the components (file clip, lip hook) must
be cleaned, disinfected and sterilized before each usage to prevent any
contamination. This concerns the first use as well use the subsequent uses.
Comply with your national guidelines, standards and requirements for cleaning,
disinfection and sterilization.

Reprocessing procedures have only limited implications to this dental instrument.
The limitation of the numbers of reprocessing procedures is therefore determined by
the function /wear of the device. From the processing side there is no maximum
number of allowable reprocessing. The device should no longer be reused in case
of signs of material degradation. In case of damage, the device should be
reprocessed before sending back to the manufacturer for repair.

General recommendations

e The user is responsible for the sterility of the product for the first cycle and each
further usage as well as for the usage of damaged or dirty instruments, where
applicable after sterility.

e For your own safety, please wear
personal protective equipment (gloves,
safety glasses, etc.). Autoclavable Components

 Use only a disinfecting solution which is
approved for its efficacy
(VAH/DGHM-listing, CE marking, and C f ot
FDA approval) File clip Lip hook
and in accordance with the DFU of the
disinfecting solution manufacturer.

< The water quality has to be convenient to the local regulations especially for the
last rinsing step or with a washer-disinfector.

< Thoroughly clean and wash the components before autoclaving.

e Do not use bleach or chloride disinfectant materials.

A WARNING

e Only the components above can be autoclaved.

« Before first use and after each use, sterilize the above components heat
sources.

Page 12/28
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Autoclave Procedure:

Reprocessing Instructions

Preparation at
the Point of Use:

Transportation:

Preparation for

Decontamination:

Pre-Cleaning:

Cleaning:

Disconnect the components (Lip hook and file clip) from the
main unit. Remove gross contaminations from the components
with code water (<40®C) immediately after use. Dont use a
fixating detergent or hot water (>40°C) as this can cause the
fixation of residuals which may influence the result of the
reprocessing process.

Store the instruments in a humid surrounding.

/"W ARNING

Do not submerge the components or wipe them with any of the
following functional water (acidic electrolyzed water, strong
alkaline solution, or ozone water), medical agents (glutaral,
etc.), or any other special types of water or commercial cleaning
liquids. Such liquids may result in metal corrosion and adhesion
of the residual medical agertfs to the components.

Safe storage and transportation to the reprocessing area to
avoid any damage and contamination to the environment.

The devices must be reprocessed in a disassembled state.

AMAW ARNING

e Do not fait to take out the file before cleaning the file clip.

e Observe suitable personal protective measures.

Do a manual pre-cleaning, until the components are visually
clean. Submerge the components in a cleaning solution and
flush the lumens with a water jet pistol with cold tap water for at
least 10 seconds. Clean the surfaces with a soft bristol brush.
Regarding cleaning/disinfection, rinsing and drying, itis to
distinguish between manual and automated reprocessing
methods. Preference is to be given to automated reprocessing
methods, especially due to the better standardizing potential
and industrial safety.

Automated Cleaning:

Use a washer-disinfector meeting the requirements of the I1SO
15883 series.

Carefully put the instrument into the washer-disinfector on a tray
and set the parameters as follows and start the program:

e 4 min pre-washing with cold water (<40°C)

e emptying

e 5 min washing with a mild alkaline cleaner at 55®C

Page 13'2
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Disinfection:

Drying:

Functional
Testing,

Maintenance:

Packaging;

e emptying

* 3 min neutralising with warm water (>40®C)

e emptying

e 5 min intermediate rinsing with warm water (>40®C)
e emptying

The automated cleaning processes have been validated by
using 0.5% neodisher MediClean forte (Dr. Weigert).

NoteAcc. to EN ISO 17664 no manual reprocessing methods
are required for these devices. If a manual reprocessing method
has to be used, please validate it prior to use.

A WARNING

Use only approved washer-disinfectors according to EN 1SO
15883, maintain and calibrate it regularly.

Follow instructions and observe concentrations given by the
manufacturer (see peflererf recommendations).
Automated Thermal Disinfection in washer/disinfector under
consideration of national requirements in regards to AO value
(see EN ISO 15883).
A disinfection cycle of 5 min disinfection at 93°C has been
validated for the device to achieve an AO value of 3000.
After manual cleaning, the instrument should be automated
disinfected or sterilized immediately. A manual disinfection is not
recommended.
Automated Drying:
Drying of outside of instrument through drying cycle of
washer/disinfector. If needed, additional manual drying can be
performed through lint free towel. Insufflate cavities of
instruments by using sterile compressed air.
Visual inspection for cleanliness of the components and
reassembling. Functional testing according to instructions of
use. If necessary, perform reprocessing process again until the
component is visibly clean.
Before packaging and autoclaving, make sure that the device
has been maintained acc. to the manufacturer’s instruction.
Pack the instruments in an appropriate packaging material for
sterilization.

A WARNING

Check the validity period of pouch given by the
manufacturer to determine the shelf life.

Use pouches which resist to a temperature up to 141‘C and
in accordance with EN 1SO 11607.
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Sterilization of instruments by applying a fractionated
pre-vacuum steam sterilization process (according to EN
285/EN 13060/EN 1SO 17665) under consideration of the
respective country requirements.

Minimum requirements: 3 min at 134 °C (in EU; 5 min at 134 °C)
Maximum sterilization temperature: 137°C

Flash sterilization is not allowed on lumen instruments!

A\ WARNING

Use only approved autoclave devices according to EN
13060 or EN 285.

Use a validated sterilization procedure according to EN 1SO
17665.

Respect the maintenance procedure of the autoclave
device given by the manufacturer.

sterilization

Use only this recommended sterilization procedure.

Control the efficiency (packaging integrity, no humidity, color
change of sterilization indicators, physicochemical
integrators, digital records of cycles parameters).

The sterilization procedure must comply with EN ISO
17665.

Wait for cooling before touching.
Storage of sterilized instruments in a dry, clean and dust free
environment at modest temperatures, refer to label and
Instructions for use.

Storage: A WARNING

Sterility cannot be guaranteed if packaging is open, damaged or
wet.

Check the packaging before using (packaging integrity, no
humidity and vaidity perod).
The above-mentioned reprocessing process (cleaning,
Reprocessing disinfection, sterilization) has been successfully validated. Refer
validation study to test reports:
information: - Changzhou Sifary _Cleaning Disinfection Validation Report

- Changzhou Sifary _Sterilization Validation Report_File clip
A WARNING

The instructions provided above have been validated by the manufacturer of the
medical device as being capable of preparing a medical device for use. It remains
the responsibility of the processor to ensure that the processing, as actually
performed using equipment, materials and personnel in the processing facility.
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achieves the desired resutt. This requires verification and/or validation and routine
monitoring of the process. Likewise, any deviation by the processor from the
instructions provided should be properly evaluated for effectiveness and potential
adverse consequences.

Disinfection

Wipe with Ethanol for Disinfection Wipe all the surfaces with a cloth lightly
moistened with Ethanol for Disinfection
(Ethanol 70 to 80vol%) at least 2 min,
repeat for 5 times.

Ethanol 70 to 80 vol%

NOTE

Do not use anything except Ethanol for
Disinfection (Ethanol 70 to 80 vol%).
Do not use too much ethanol as it's

going Into machine and damage the
Charger Measuring wire components inside.
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& 000 LMPMU (€] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



11. Troubleshooting

When trouble is found, check the following points before contacting your distributor. If none of
these are applicable or the trouble is not remedied even after action has been taken, the
product may have failed. Contact your distributor.

Problem Cause Solution
The power is not ~ The batterv is flat. Charge the battery.
turned on. Press the power switch too short time. Long press the power switch.
Put the APEX locator on the charge ;
No charge base in the wrong location. Check the location.
indicator flash on . . .
handpiece Charging is completed. ght?cklng the instructions of the
screen. attery. o
The charge base is broken. Contact your distributor.
No sound. Beep volume is set to 0. Set beep volume to |, 2 or 3.

12. Operating time at the full charge and charging time of E-PEX
Continuous operating time at the flill charge: not less than 10 hours. Charging time of the
battery: 4 hours £ 0.5 hour.

13. Label dimensions:

Device marking; label dimensions: 50x25mm + 0.5mm
Box marking: Label dimensions; 90x70mm + 0.5mm

14. Weight and size characteristics of the product and its components:

E-PEX

Component Weight Size mm (£5%)

Apex Locator (main unit) 142+10g 67.9 X97 X46.6 mm
Measuring wire 21+5¢g 1500, d3.7

File clip 7+2g 250, d9

Lip hook 2.5%1¢ 64 X24.6, d2

Tester 2+0.5 29x8.4, dIO

Adapter 82+8¢g 78.5x74.5x29. cable 1200

15. Information on the range and accuracy of measurement of the distance to the apex,
as well as the voltage, current strength and the pulse form created by the device during
the apex localization.

Accuracy of the root canal measurement: £0.5mm.

Current strength; is not an outcoming characteristic for the device
Voltage: 70£10 mV

Pulse form: rectangular

16. Technical Data
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Manufacturer
Model
Dimensions
Weight
Display

Power supply

Battery Charger

Type of protection
against electrical shock

Working regime
Shell protection

Software

Operation conditions

Transport and storage
conditions

17. EMC Tables

Changzhou Sifary medical technology Co., Ltd
E-PEX

20cm X 17.5cm x7cmzlcm (Outer box)

600g £10% (in packaging)

3.5’color LCD

Lithium ion battery: 3.7V, 1500mAh

5V-1A

From the adapter:

Input (100 - 240) V. 50/60 Hz. (0,5- 0.2) A

Output 5V dc, 1A

Device with an internal power supply and the working
part BF type. Class Il for battery charge

Continuous

IPXO

Version: EP 1.1.1.1, Date: 2018.5.12, Class B

Use: in enclosed spaces

Ambient temperature: 5°C ~ 40 ®@C

Relative humidity: <80%

Operating altitude < 3000m above sea level
Atmospheric pressure: 70kPa - 106kPa
Ambient temperature: -20 °C - +55
Relative humidity: 20% - 80 %
Atmospheric pressure: 70kPa - 106kPa

Guidance and manufacturer’s declaration - electromagnetic emissions

The E-PEX is intended for use in the electromagnetic environment specified below. The

customer or the user of the E-PEX should assure that it is used in such an environment.

Emissions test

RF emissions

Compliance

Electromagnetic environment - guidance
The E-PEX uses RF energy only for its internal
function. Therefore, its RF emissions are very low

Group 1 . . :
CISPR11 and are not likely to cause any interference in
nearby electronic equipment.
RF emissions Class B The E-PEX is suitable for use in all
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CISPR 11
Harmonic
emissions
IEC61000-3-2
Voltage
fluctuations/flicker
emissions

IEC 61000-3-3

Class A

Complies

establishments, including domestic establishments
and those directly connected to the public
low-voltage power supply network that supplies

buildings used for domestic purposes.

Guidance and manufacturer’s declaration - electromagnetic immunity

The E-PEX is intended for use in the electromagnetic environment specified below. The

customer or the user of the E-PEX should assure that It is used in such an environment.

Immunity test

Electrostatic
discharge (ESD)
IEC 61000-4-2

Electrical fast
translents/bursts
IEC 61000-4-4

Surge
IEC 61000-4-5

IEC 60601 test
level

+/- 8 kV contact

+/- 2 KV, +/- 4 kV.
+/-8kV,+/-15kV
air

+2kV

100kHz repetition
frequency

Line to line:
+0.5kV, £1kV

Line to earth:
+0.5kV, +1kV,
+2kV
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Compliance level

+/- 8 kV contact

+/- 2 kV, +/- 4 kV.
+/-8kV, +/-15kV
air

+2kV

100kHz repetition
frequency

Line to line:
+0.5kV, £1kV

Line to earth:
+0.5kV, +1kV,
+2kV

Electromagnetic
environment - guidance

Floors should be wood,
concrete or ceramic tile. If
floors are covered with
synthetic material, the relative
humidity should be at least
30 %.

Mains power quality should be
that of a typical commercial or
hospital environment.

Mains power quality should be
that of a typical commercial or
hospital environment.
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Voltage dips
1EC61000-911

Voltage
interruptions
IEC 61000-4-11
Rated Power
frequency
magnetic field
IEC 61000-4-8

0% UT; 0.5 cycle
at 0“, 45~ 907
135~ 180°, 225°,
270°, and 315°

0% UT; 1 cycle and
70% UT: 25/30
cycles

sine phase at 0°

0% UT; 0.5 cycle
at 0°, 45°, 90°.
135°, 180°, 225°,
270°, and 315°

0% UT; 1 cycle
and 70% UT,;
25/30 cycles

sine phase at 0°

0% UT; 250/300

Mains power quality should be
that of a typical commercial or
hospital environment. If the
user of devices require
continued operation during
power mains interruptions, it is
recommended that devices be
powered form an
uninterruptible power supply or
a battery

0% UT; 250/300
cycle cycle
30 A/m 30 A/m

50Hz oreOHz

50Hz or 60Hz

Power frequency magnetic
field should be at levels
characteristic of a typical
location in a typical commercial
or hospital environment.

Note: UT: rated voltage(s); E.g. 25/30 cycles means 25 cycles at 50Hz or 30 cycles at 60Hz

Guidance and manufacturer’s declaration > electromagnetic immunity

The E-PEX is intended for use in the electromagnetic environment specified below. The
customer or the user of the E-PEX should assure that it is used in such an environment.

Immunity test

Conducted
dis-turbances
induced by RF
fields

IEC 61000-4-6

Radiated RF

EM fields
IEC 61000-4-3

IEC 60601 test
level

3V
0.15MHZ-80
MHz, 6 V In
ISM bands
be-tween 0.15
MHz and 80
MHz, 80 % AM
at 1 kHz

3V/m, 80MHz
- 2,7 GHz,

80 % AM at 1
kHz
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Compliance level

3V

3V/m

Electromagnetic environment -
guidance

Portable and mobile RF
communications equipment should
be usedno closer to any part of the
E-PEX, including cables, than the
recommended separation distance
calculated from the equation
applicable to the frequency ofthe
transmitter.

Recommended minimum
separation distances

See the RF wireless communication
equipment table in "Recommended
minimum separation distances"
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Proximity fields
from RF
wireless
communication
equipment

IEC 61000-4-3

Recommended minimum separation distances

See the RF
wireless Complies
communication

equipment

table in

"Recommende

d minimum

separation

distances"

Nowadays, many RF wireless equipments have being used in various healthcare locations where
medical equipment and/or systems are used. When they are used in close proximity to medical
equipment and/or systems, the medical equipment and/or systems’ basic safety and essential
performance may be affected. The E-PEX has been tested with the immunity test level In the
below table and meet the related requirements of IEC 60601-1-2:2014. The customer and/or user
should help keep a minimum distance between RF wireless communications equipments and the

E-PEX as recommended below.

Test frequency
(MHz)

385

450

710
745
780
810
870

930

1720

1845
1970

Band ]
Service
(MHz)
380-390 TETRA 400
GMRS 460
430-470
FRS 460
704-787 LTE Band 13,17
GSM 800/900,
TETRA 800,
800-960 iDEN 820,
CDMA 850,
LTE Band 5
GSM 1800;
1700-1990 CDMA 1900;
GSM 1900;
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Modulation

Pulse
modulation
18Hz
FM
15 kHz
deviation
1 kHz sine

Pulse
modulation
217Hz

Pulse
modulation
18Hz

Pulse
modulation
217Hz

) Immunity
Maximum
Distance test
power
w) (m) level
(V/m)
1.8 0.3 27
2 0.3 28
0.2 0.3 9
2 0.3 28
2 0.3 28
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DECT;

LIE Band 1,3,
4, 25; UMTS
Bluetooth,
Wn AN, Pulse
2450 2400-2570 802.11 b/g/n, modulation 2 0.3 28
RFID 2450, 217Hz
LTE Band 7
5240 Pulse
5500 51005800 " 002t modulation 0.2 0.3 9
5785 an 217Hz

AWARNING

Use of accessories and cables other than those specified or provided by the manufacturer
of E-PEX could result in increased electromagnetic emissions or decreased
electromagnetic immunity of E-PEX and result in improper operation.

Cable information:

Cable Name Cable Length (m) Shielded or not Remark
Adapter Cable 12 No /

2. Use of E-PEX adjacent to or stacked with other equipment should be avoided because it
could result in improper operation. If such use is necessary, E-PEX and the other
equipment should be observed to verify that they are operating normally.

18. Statement

Service Life
The service life is 3 years since it is sold (operation life started)

Warranty

The manufacturer warranty is 12 months since the device is sold (operation life
started). Within 12 months since it is sold (operation life started) the
manufacturer or its legal representative commits to fix the device for free or
replace it with a new one if the quality of the device results poor.

Disposal

The package should be recycled. Metal parts of the device are disposed as scrap
metal. Synthetic materials, electrical components, and printed circuit boards are
disposed as electrical scrap. The lithium batteries are disposed as special refuse
taking into consideration the local environmental protection laws and regulation.
It is necessary to count with the local rules, laws and regulations when organizing
the refusal of the medical device.
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19. Product labels sample
1) Sample of device label (label size: 50x25mm)

APEX LOCATOR
Model E-PEX

197

fSNI cfl ffl 1= 1
Input: 5V=1A  Battery: DC3.7VMS00mAh I Lj

Changzhou Sifary Medical Technology Co..Ltd.

NoJ9, QingyangRood, Xu*aCotaity, XmosDistnict,

Changzhou Cit"213000J iangsu, China

Llins Service S Consuiting GmbH

Tel «"917$4870819

Add: Obere Seegasse 34/2,69124,

Heidelberg. Germany

2) Sample of outside box label (label size: 90x70mm)

APEX LOCATOR

Model: E-PEX D

[ii?]

(e£]

|SN]| Box Size: 197mmX175mmX70mm

Input: 5V—1A Battery: DC 3.7VM500mAh

Changzhou Sifary Medical Technology Co.,Ltd.

e I No.99, Qirigyang Road, Xue|a County, Xbibel Disbict,
Changzhou City, 213000 Jiartgau, China K«MBI13

Llins Service A Consulting GmbH
Ec " Tel <>4917$4870819
— ' Add: Obere Seegasse 34/2,69124, Heideberg, Germany

-20cT )K T a 0197

20. Applied standards:

EN 1640:2009

EN ISO 13485:2016

EN 130 14971:2012

EN 60601-1:2006+A1:2013
EN 60601-1-2: 2015

EN 62304:2006+A1:2015
15010993-1:2018

ISO 10993-5:2009

180 10993-10:2010

EN 60601-1-6:2010 +A1l: 2015
EN 62366-1:2015

EN 18017665-1:2006
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EN 1041:2008+A1;2013

EN 180 17664:2017

EN 180 15223-1:2016

EN ISO 7405:2018

EN 80601-2-60:2015

EN ISO 780:2015

MEDDEYV 2.7/1 rev.4
MDD93/42/EEC+2007/47/EC
MEDDEYV 2.12-1 Rev. 8

21. Information for identification of the medical device in terms of combination:

The “Apex locator device E-PEX” is used only in combination with the medical device
"Endomotor for working with NiTi instruments E-CONNECT” manufactured by
Changzhou Sifary Medical Technology Co., Ltd (China)

22. Last update IFU information:
This IFU has been last updated on May 01, 2021.

23. Contact and legal information:

'Y B manufacturer: Changzhou Sifary Medical Technology Co., Ltd (KuTaif)

Address: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City, 213000 Jiangsu,
China.

Phone number: +86-0519-85962691

Email: iw@sifarv.com

Website: wwu.eighteeth.com

EC REP

Legal representative in EU: Llins Service & Consulting GmbH
Phone number: +49 175 4870819

Address: Obere Seegasse 34/2,69124, Heidelberg, Germany
Email: Llins.Service@gmail.com

Legal representative in Russian Federation:

Dentalink LTD
Address: 123592 Moscow, Kulakova st, 20 building 1A, Unit XVII, room 64, floor 5.

Phone number: (495) 766-16-71
Email: info@.dentalink.ru
Website: www.dentalmk.ru
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Signature
Huan Tao

General Manager

Attachment 1.
Maintenance Manual! E-PEX

WARNING This product must only be repaired by manufacturer approved partner.
Otherwise the warranty will be invalid.

Step Diagrammatic Sketch
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Disassembly

Description

Tear off the back label

Remove two screws under the label
counterclockwise with the Cross
screwdriver

Take the left black foam pad and unplug
the battery connector with tweezers to
remove the batteiy
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Remove the four screws on the back side
counterclockwise  with the Cross
screwdriver, then turn the whole back,
and please note that the front cover is off.
You need to turn it around with the front
cover altogether

Remove the two screws from the circuit
board as shown in the figure. Lift the
circuit board from the charging port side.
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Installation

Diagrammatic Sketch Description
Step

Install the circuit board and screw it

Install front cover and screw it

Install battery ,Please pay attention to
the battery joint boss needs to be
aligned with the mounting joint groove,
then insert black foam pad under the
bottom of batter>' and put on the battery
cover
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After install the battery cover and screw
it up

Put the original label on the battery
cover

Page 28728
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After install the battery cover and screw
it up

Put the original label on the battery
cover
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NOTARIAL CERTIFICATE

(Translation)

(2021) SCCZZ Zi, No. 6653

Applicant: Changzhou Sifary Medical Technology Co., Ltd., Domicile: No. 99,
Qingyang Road, Xuejia County, Xinbei District, Changzhou City.
Legal representative: Tao Huan, male, bom on April 14, 1990, ID No.
320483199004146532.
Issue under notarization: Signature

This is to certily that Tao Huan, the legal representative of Changzhou
Sifary Medical Technology Co., Ltd., personally appeared in my office on
May 17, 2021, and signed in my presence the Instructions for use for the

medical device “Apex locator device E-PEX” attached hereto.

Notary: Lu Chunhong (Signature)
Changzhou Notary Public Office (Seal)
Changzhou City, Jiangsu Province

The People’s Republic of China

May 24, 2021

LI 06295124

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



2021)6654 o

Ll 19907 4 ~ 14 Otiir. AAMLL
N1L 3204831990041465320

Sil»«B«(2021)»##ffla”,,,53 = tf,

N Ne i ‘HIAIIE)ct

I"iE m. M u L

U 06295 |

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



NOTARIAL CERTIFICATE

(Translation)

(2021)SCCZZ Zi,No. 6654

Applicant: Changzhou Sifary Medical Technology Co., Ltd., Domicile: No. 99,
Qingyang Road, Xuejia County, Xinbei District, Changzhou City.
Legal representative: Tao Huan, male, bom on April 14, 1990, ID No.
320483199004146532.
Issue under notarization: The translated copy in conformity with the original
copy

This is to certify that the English translated copy of NOTARIAL
CERTIFICATE (2021) SCCZZ Zi, No. 6653 attached hereto is in conformity

with the original Chinese copy.

Notary: Lu Chunhong (Signature)
Changzhou Notary Public Office (Seal)
Changzhou City, Jiangsu Province

The People’s Republic of China

May 24, 2021

1106295125
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MucbMeHHbI i nepesog C KNMTalNCKOro n aHrNMIACKOTO S3bIKOB Ha pyCCKVIVI A3bI K

HoTapunanbHOe 3aBepeHume

HoTapuyc; J1to YyHXOHT
MeyaTb: Oduc HoTapuyca r. YaHuxoy
. YaHuxoy, MpoBuHUMA XXnaHrcy

KuTalickas HapogHas Pecny6numka
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PYKOBO/ICTBO MO 3KCMAyaTaLUn Ha MeAULIMHCKOe n3aenne

«Annapar Ansa noKansaumm annkKanbHOro cy>keHms E-PEX»

1. HaMmeHoBaHMe MeSULMHCKOIO U3fenna: «Annapar gns nokanusauuun anukanbHOro
cyXeHusa E-PEX»

2. MponsBoanTeNnb MeLULMHCKOTIO U34eNNS:

HanmeHoBaHue: Changzhou Sifary Medical Technology Co., Ltd (KuTait).

Apgpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City, 213000
Jiangsu, China (KuTai).

TenethoH: +86-0519-85962691

Email: ivv@sifarv.com

3. HasHaueHuVe 1 nokasaHus K NPUMEHEHUIO ANA MeLULUHCKOTO U3LeNuns:

Ha3HaueHne MeAWUMHCKOrO u3genusa: Jlokanusauus anukanbHOro CYXEHUs B Xofe
3HAOAOHTNYECKOTO NeYeHus.

MokazaHne MeLULMHCKOrO W3LeNns: 3HAOLOHTUYECKOe JieyeHne (NevyeHne KOPHEBbIX
KaHanos 3y60B).

O6nacTb MpUMeHeHWs: cTomaTonorus. [laHHoe MeAWMLMHCKOe — W3fenne  [O/HKHO
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MPUMEHSATLCS B CNELNann3npoBaHHbIX MEAULMHCKUX YUPEXAEHUAX KBANM(PULNPOBAHHbLIM

MeAMNLIMHCKAM MepcoHanom.

4. B0O3MOXHble N060YHbIE 3W(EKTbI U PUCKU MPUMEHEHWSA:
Bo3MoXKHbIe N060YHbIE 3hPEKTbI: He OOHAPYXXEHbI.

Pvckn npumMeHeHuns:

"NaBHbIA COBOKYMHbIN OCTAaTOYHbIA PUCK: HECOOMIOAEHME UHCTPYKLMIA NO aKCnyaTayum
MW, onucaHHbIX B JaHHOM PYKOBOACTBE MO 3KCMnyaTtauuun. MnaBHbI cNocob ynpasneHuns
OCTaTOYHbIMM PUCKAMW B LLENSAX CHUXKEHUA UX A0 AOMYCTUMOr0 YPOBHA: HE06X0AUMO
cnegoBaTb MHCTPYKLMAM, ONUCaHHbIM B PyKOBOACTBe NO akcnayatayuu. Mepes Kaxabim
1CNonb30BaHVEM HEOOXOAMMO MPOBEPATL, BK/KOYATL U TECTMPOBATbL 3HAOLOHTUYECKOE
YCTPOICTBO, YTOGbI rapaHTUpOBaThb €ro 6ecnepeboiiHyto paboTy.

5. HasBaHUA KOMNIEKTYOLWNX
1) Anekcnokatop

2) N3mepuTenbHbIn Kabenb

3) [lepxatenb haiinos

4) 3ary6Hblil KPHOUOK

5) TecTep

6) AganTep

6. YcnoBHble 0603HAYEHUNSA, NCMONb3YeEMble B PYKOBOACTBE MO 3KCcNayaTauum un

MapKNPOBKE:
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HeHagnexallee  cnefoBaHMe  MHCTPYKUMW  MOXET
npvBecTu K NOBPEXAEHUI0 ycTpoiicTBa nnm
TPaBMUPOBaHMIO NOJIb30BaTe/IA/NaLVEHTA.

"BHUMAHWNE

[lononHnuTenbHas MHJOPMALMs, MOSICHEHVE MNPOLLECCOB U

ANPUMEUYAHUMU
Pabounx XapakTepUCTUK.

E

SK Homep cepun/napTtum

Homep B kaTasiore

y M3rotosutens
[wTj Jata npoussoactea
0 O6opyaosaHue knacca I

Pa6bouas yactb Tn «BP»

Mapkuposka CE

0197
AN L MOCTOSIHHBIN TOK
 YTWAN3aUMs B COOTBETCTBMM C [AMPEKTUBOW 06 oTxofax
X 3NEeKTPUYECKOro 1 af1ieKTpoHHoro obopyanosaHna (WEEE)
--I- Bepeub oT Bnaru
b O3HaKoOMbTeCb C UHCTPYKLMEN NO NPUMEHEHWIO
134*C Crtepvnusauma B NapoBOM cTepunnsatope (aBToknaBse)
npu yKkaszaHHo Temneparype
oo | YNO/IHOMOYEHHbI  npeacTaBuTeNls B EBponeiickom
EC REP
CoobLecTtse
1"56-C

TemnepaTypHOe orpaHuyeHune

AN80 %
OrpaHuyeHne YpoBHS B/1aXKHOCTM

20% ~°

4 jn Eighteeth Jlorotun mnsrotosutens

IPXO CTeneHb 3awWwmTbl 060/104KN
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7. MNpoTmMBONOKa3aHUA

3anpelyaeTca  MCNonb3oBaTb AaHHOE YCTPOMCTBO COBMECTHO C  3/IEKTPUYECKUM
ckanbnenem, a TakXe Mpu JIeYEHUM NaLMEHTOB C KapAWOCTUMYNSTOPOM. Pe3ynbTathbl
n3MepeHns 3ab6MOKMPOBaHHbIX KaHanoB MOryT ObiTb HETOYHbIMU. Be3onacHoCTb K
3 (heKTUBHOCTb YCTPONCTBA A/ 6EpeMeHHbIX XEHLLWH 1 [eTeil He yCTaHOB/IeHa.

ABHI/IMAHI/IE

Mepepn, HavyasioM NCNonb30BaHnA 03HaKOMbTECH co cnenyowmumm
npeaynpe>kaeHusamu;

1 3anpelyaeTtca nomellaTb YCTPOMWCTBO BO BNAXHYK cpeny wav B noboe MecTo,
rie OHO MOXeT COMPUKOCHYTLCA C NIFOOBLIM TUMOM XUAKOCTH.

2. 3anpelyaeTca nogseprarb YCTPONCTBO NPSIMOMY WX HEMPSAMOMY BO34ENCTBUIO
MCTOYHMKOB Tenna. Heobxogumo 3kcnayatupoBaTb M XpaHUTb YCTPOWCTBO B
6e3onacHol cpege.

3. YcTpoilctBO TpebyeT 0COObIX Mep NpPefoCTOPOXHOCTM B OTHOLLUEHUK
anieKTpomMarHuTHo  coBmectumoctn  (BMC). Ero cnepgyetr cobupatb U
aKcnnyaTtMpoBatb B CTPOrOM COOTBETCTBMM C WHopmaumein no 3MC. B
4aCTHOCTW, 3anpeLllaeTcsi UCMosib30BaTb YCTPOMCTBO BOGAM3M IIOMUHECLIEHTHbIX
namn, paguonepeparolmx YCTPoONCTB, MNy/bTOB AUCTAHUMOHHOIO Yynpas/ieHus,
NOpPTaTUBHOIO WM NEPEHOCHOro  PY-KOMMYHMKaUMOHHOrO  060pyAoBaHUS.
3anpeLjaetca 3apshkaTb, 3KCM/yaTMpPoBaTb U XpaHWUTb YCTPOWCTBO MNPW BbICOKOW
Temnepatype. Cobnogainte onpenesieHHble YC/10BUS 3KCrlyataunum n XpaHeHus.
4. B npouecce paboTbl 0653aTeNbHO UCNONb3YNTE NepyaTki 1 pabbepaam.

5. Ecnm B npouecce paboTbl C YCTPOMCTBOM BO3HWKAeT COOW, OTKIUUTE
YCTPOMNCTBO. CBAXMTECH C areHTCTBOM.

6. 3anpeliaetcs CamMOCTOATE/IbHO BCKpbIBaTb M PEMOHTMPOBATL u3gesive. 3TO
B/1IeYET 3a COO0IN aHHY/IMPOBaHNE rapaHTun.

8. Cbopka (ycTtaHoBKa) E*PEX
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Coopka E-PEX

BcTtaBbTe M3MepUTESbHbIN Kabesb B
pasbeM, Kak nokasaHo Ha puc. crieBa.

Y6eamTech B HAIEXXHOCTU COEUHEHMSI.

CoeauHnTe aepxaTens aiina,
N3MEepUTENbHbI Kabesb 1 3aryGHbIit
KPHOUOK, Kak MOKa3aHO Ha PUCYHKE.

A NPVUMEYAHUE

Mpy NOAKNHOYEHUN U3MEPUTENBHOIO
Kabensa obpaularite BHUMaHME Ha
NPaBW/IbHOCTb NOAK/IHYEHMUSA
KOMMOHEHTOB K rHe3gam. He
npuvknagbiBanTe C/AMWKOM 60/bLIoe
ycunve npu coeguHeHuN.

HenpaBunbHoe coeanHeHne BedeT K
HETOYHOCTN M3MEPEHUI 1 Aaxe K
HEBO3MOXXHOCTU MCMNO/b30BaTh
YCTPOWCTBO.
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[NloacoeanHeHne

KOMITJTEKTYHOLLINX

Y6epgutecb, 4to aHaomMoTop E-
CONNECT Haxoantca B pexume
OXUAAHNA.

OTKpoOWiTE PE3NHOBYIO KPbILLIKY,
noAakIlunTe Kabesnb nepegayn AaHHbIX

kK E-CONNECT.

Bkntounte E-PEX. BcTtaBbTe Apyrom
KOHeL, kabenia nepefauv AaHHbIX B E-
PEX.

Mocne nogknoyeHus Kabens Ha akpaHe
E-CONNECT nosaButca Haanmch

«MNOAKMKYEHO!». 310 03HavaeT
NpPaBn/IbHOCTb COeAMHEHNS.

CONNECTED

E-PEX MOXHO nogxnwyaTb TOMIbKO K
ycTpoictey E-CONNECT
npoun3BoAcTBa koMnaHum «Cudpapms»
(Sifary).

Mocne coegnHenna E-CONNECT n E-
PEX BbINONHUTE Waru, ykasaHHble
HWXe, 4TOObl y6eanTbCA B HOPMasibHOM
paboTeycTpoincTBa.




1 BcrtaBbTe (haitn B yrnosou
HaKOHEYHNK.

2. KocHutech (haitna 3arybHbIM
KPHOYKOM (KOPOTKOE 3amblKaHue).

3. HaXmMuTe OCHOBHY KHOMKY

BKNtOYeHus ycTpoictea E-CONNECT.

Ha akpaHe 3aropuTcs MHAMKATOpHas
WKasa. JTO 03Ha4aeT, YTo cuctema
pa6oTaeT HOpMabHO.
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lMocne nNpoBePKM NpaBU/IbHOCTM PaboThI
CUCTEMbI NOSIb30BaTE/b MOXET
3aKpenunTb 3aryoHbIi KPHOYOK BO pPTY
naumeHTa v NpUCTyn1Tb K npoueaype.



WHTepdoeiic nHankaTopa 6aTtapen, Kak
3aps'-|,u,|<a E-PEX nokKasaHo HWXe, 03Ha4aeT, YTo

Korga u3o6paxeHue 6atapen Ha skpaHe YCTPOWCTBO HaxoauTca B npolecce
HauyMHaeT Muratb, npekparute 3apsAakn.

aKcnyaTauuo yCcTpoicTea u

HemeZ/1eHHO 3apaauTe ero. Mbl 57Z) Bso B50 Bu

pEKOMeHAYEeM 3apsixaTb usaenue,

[Z) -D)
A BHUMAHUVE

XpaHuTe yCTpOMCTBO BAaNN OT
NCTOYHMKOB Tenna. Yo6eamtecsb, 4To
PSIIOM HET roproUMx MaTepuasnos.

Ecnu 6atapes paspspkeHa, NOSIHOCTbIO
Korga Ha n3obpaxkeHun octaeTcs 3apsauTe YyCTpoincTBo. YacTan 3apsaka
TO/IbKO OfiHa NOJIoCKa. pa3psKeHHOro YCTPOCTBa B TeveHve

HEeMNpPOAO/HKNTE/TIbHOTO BPEMEHN

CHWXaeT CPoK Cyx0bbl baTapen.

3anpeljaeTcsa Ucnonb3oBaTb ApPYroi
agantep nuUTaHusa NS 3apsanku
6aTtapen. Vicrnonb3oBaHue
HeHaj/1exallero agantepa Moxet
NMPUBECTU K NOJIOMKE YCTPOICTBA.

3anpellaeTcs 3apshxaTb YCTPOIACTBO B
npouecce ero aKcnayaTauum.

MogkniounTe aganTep NUTaHWsS K
OCHOBHOMY 610Ky anekc/iokatopa.

3anpewjaeTcs UCNosb3oBaTh B
YCTpOWCTBE Apyryto 6aTtapetn. 310
MOXeT MPUBECTUN K NOJIOMKE

B yCTpoOiicTBa.

9. IKkcnnyataumsa U PyHKUNOHAIbHbIe XapaKTepUCTUKM
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1
®
J

9.1 HacTpoika (yHKLUWI

PYHKLUMOHa/IbHaS

npoBepKa

1. HaxXmMuTe KHOMKY BKIKOYEHUS, YTOObI
BKJ/TOUNTb YCTPONCTBO. Ha akpaHe
nosiBATCS MHTepdelic npouecca
N3MepPEeHns.

(Ecnn yCTpoONCTBO He
akcnnyartmpyetcsa B TedeHne 10 MUHYT,
OHO aBTOMAaTMYEeCKM OTK/THOYAETCSH).

2. [NpoBepbTE NPaBUILHOCTL
COeIMHEHNST U3MepPUTENLHOIO Kabens,
aepxatens anina, 3aryoHuka u
ocHoBHoOro 6510ka ANEKC/TIOKATOPA.
KocHutecb 3arybHuKom
MeTa/I/INYEeCKON YacTu aepxarens
(haina (kopoTKoe 3amMblKaHue).

3. HabnopgaiTe 3a n3obpaxkeHnem Ha
3kpaHe E-PEX. Ha 3kpaHe f0/KHbI
3aropeTbcs BCe MOJI0CKN
NHAMKATOPHON LWKasbl. O4HOBPEMEHHO
pasgaeTcs ObICTPbIA 3yMMEPHbIi
CUrHau1. Ha akpaHe nosiBnsieTcs
Murarowan Hagnucb «AlNEKC». 310
O3HauaeT, uTo ycTpoiictBo E-PEX
paboTtaeT HOpMasIbHO.
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PerynmpoBka rpoMKOCTU

C nomouwbto KHONkM FpomkocTn MOXHO
perynmpoBaTtb YPOBEHb 3BYKOBbIX
curHanos E-PEX. Haxumarite KHOMKy
peryiMpoBaHus TPOMKOCTU, YTOObI
N3MEHUTb YPOBEHb OT MUHUMaJ/IbBHOIO
00 MakCMMaJ1bHOr 0.

HacTpoiika TO4YKM oTcueTa

Haxmute kHonky HACTPOWKA, yTo6bl
BblOpaTb TOUKy oTcyeTa (o1 0 o 1).

Haxmmaiite kHonky HACTPOVIKA,
4TOBbI CKOPPEKTUPOBATH TOUKY

oTc4yeTa.

YKazaHHasi Touka 6y/leT coxpaHeHa
aBTOMAaTUYECKM.



COMM COMM / CtaHpapT
APEX ATMNEKC
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9.2. IKpaH gucnnes

NHCTpYKUNSA

1 Korga doanin gocturaeTt nepegHen
4acTu anunkasibHOro OTBEPCTUS, Ha
aKpaHe nosiBnsieTcs 6enas
NHAVKaTopHasa wkana (cMm. puc. 1).

Puc. 1

2. Korga thaiin okasbiBaeTcsi B6M3K
anvKaslbHoro OTBEPCTUS, Ha aKpaHe
NosABNSETCA 3e/eHasn nHAMKaTopHas
Wwkana (cm. puc. 2).

1Pve. 2
3. Korpga Ha akpaHe nossnsercs
KpacHasd MHAMKaTOpHasA Lukasia, 310
O3Hau4aeT, 4To (pain Bowen B
anvikasibHoe oTBepcTue.
OpAOHOBpPEMEHHO pasfaeTcs ObICTPbIi
3yMMEpPHbIA curHan (cm. puc. 3).

Puc. 3
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A BHUMAHWNE

He ucnonb3yinte anekcnokarop Ans
onpeaeneHns pabouyeit 4sivHbI B
CrefyoLmx YCrIoBUAX:

1. HecpopmmpoBaHHbIii anekc.
2. Cyxoi kaHaJ!.

3. HeHapgnexatlaa nsonauma ot
BHYTPUPOTOBOI cpeabl (n3berante
nonagaHnsi XXMAKOCTEN POTOBOIA
MOMIOCTW B MNONIOCTb A0CTYyNa).

4. MNepenom/nepdpopayma KOpHA 3yba.
5. KaHan c rytTranepyeBoii NioM6oi.

cnonb3yiiTe TONIbKO OpUTNHasIbHbIE
NpUHaANEeXHOCTU. B npoTMBHOM
cnyyae pesynbTaT UsMepeHus byaeT
HeNpaBW/IbHLIM, WX YCTPONCTBO
MOXET BbIATU 13 CTPOSA.

A NMPUMEYAHWE

Lindopa 00 BO3NE 3€/1€HOM YacTn
O3Ha4yaeT OCHOBHOEe (He
BTOPOCTENEHHOE) anukasibHoe
oTBepcTue. oaToMy pekomeHayeTcs
YMEHbLNTb padouyto asvHy ao 0,5 -1
MM.

3KpaH yCcTpolicTBa He oTobpaxaeT
aKTyaUlbHY0 AJ/IMHY KOPHEBOTO KaHasa.
YMeHbLliarwanca yugpa ykasbisaet
NMWb Ha npouecc NpubanmxeHns
Ghaiina K anekcy.

3yboaecHeBas XNAKoCcTb / cnoHa /
nosvn gecHol 6yaeT mewaTb paboTe
ycTpoiicTBa. Mo3aToMy pekomeHayeTcs
n30nnpoBaThb 3y0.

MpUHaANEXHOCTN, KOHTaKTUpYoLWme ¢
naumMeHTom (gepxatenb guaina u
3arybH1K) MOXHO MCMNO/b30BaTh
NOBTOPHO. VX cnepyeT cTepunm3oBatb
MpW BbICOKOI Temneparype nepes



OTOoOpaXkeHne KOpHeBOro
KaHas1a Ha akpaHe E-

CONNECT

1. Benas nonocka Ha akpaHe
MUKpPOMOTOpa oTobpaxaeT
npoABWXeHne oainna BHYTPU
KOpPHEBOro kaHana.
2. Mo mepe NpUGINKEHNS KOHUMKA
(haitna K anvkasibHOMy OTBEPCTUIO
3BYKOBOW CUrHas1 pasfaeTcs vaue.
3. Nocne conpukocHOBEHUA
aKTVBUPYIOTCA pacLUMpPEHHble
EMBI oK "

HACTPOViKM, yKasaHHble B pasaene 9.5.
1 2 3

PYHKUNA KOMOUHMPOBAHWS

YcraHoBuTe «BKJ/1.» on1a Bbibopa
OyHKUMM KOMOMHNPOBAHUSI.

COVHECT N bl
Puncr.-an n I
BD C3E
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nepBbIM NUCMNO/Ib30BaHMEM U Noce
Kaxk[oro 1Ucrosib30BaHus.

[MonoxeHne ToUkN oTcyeTa
aBTOMAaTMYEeCKN HacTpanBaeTcH yepes
E-PEX, a Kypcop oTob6paxaeTtcs Ha
3kpaHe E-CONNECT.

Korga dhainn gocturaeT TOUkM OTcyeTa,
E-CONNECT 3anyckaeT doyHKUuNIO
AnuKanbHbIA peBepc, AnMKanbHOe
3amepnsieHve unn AnvkasabHoe
CHUXEHMe KPyTALero MoMeHTta (npu
YC/0BUM aKTUBMPOBaHUA
COOTBETCTBYIOLLEN (DYHKLMN).

A BHUMAHWNE

3anpelaeTcs MCnonb3oBaTb
Henoaxo4aWwmii kabenb nepegayn
[aHHbIX, B MPOTUBHOM C/ly4yae
YCTPOMCTBO ByAeT NoBpeXaeHo.

3anpeljaeTca yaapsaTb YCTPOMUCTBO U
Npo/MBaTh Ha HEro XWAKOCTb.

/ \ MPUMEYAHWE

Y6eautech, UTo 06a ycTpoiicTea
coefUHeHbI B NpaBu/IbHOM
MONOXEHUN.

Mocne noAkoyeHns Kabensa Kk 060mMm
YCTpOMCTBaM akKypaTHO HaXXMUTE
KHOMKW yNpaB/ieHns nHtepgericom,
4yTObbI Y6EeanTLCA B CTAbOU/IbHOCTU
NOAK/MIOYEHNSA: B NPOTUBHOM Crlyyae
nepegaya gaHHbIX MOXeT ObITb
HETOYHOIA.

B HekoTOpbIX Cnyyasix, Hanpumep,
Korfa kaHas 3a6/10KMpoBaH,
n3MepeHne ABASETCA HEBO3MOXHbIM.

YCTPOWCTBO HE MOXeT Bcerga
BbINO/THATb TOYHbIE U3MEPEHUS, B
4acTHOCTM, B C/lydasix NaTosiormyeckom
UM HeobbIYHON MopdION0rK



APEX

EMR

AP

CONNECT FUNCTION
APA

ON

OFF

KOpHEeBOro kaHana. rNonb3oBaresnb
[O/HKEH CBEPATLCA C PEHTTEHOBCKMMM
CHUMKaMu 7151 MPOBEPKN pe3y/ibTaToB
N3MepeHUs.

Ecnu nokasaHua nsmeputenbHom
LLIK&aU/bl HE MEHSAIOTCA NO Mepe
BBeeHus oaiina, BO3MOXHO, YTO
YCTPOWCTBO HencnpasHo. B atom
Cnlyyae npekpaTute ero
1CMosib30BaHue.

ATMNEKC

M

Anekc

dYHKUNA COEANHEHNA
APA / TlpnbnmkeHune K anekcy
BK/1.

BbIKJI.

10. OuuncTKa, fe3nHpeKLa U cTepunnsaymsa
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BBepneHve

B uensax rurneHbl n caHUTapHoli 6€30MacHOCTN KOMMOHEHTLI (gepxaTenb daiina,
3arybHblIi KpHOYOK) Heob6XxoauMO ounwath, Ae3vHMLMpoBaTh U CTepun3oBaTtb
nepepg, KaxabiM UCMNoNb30BaHNEM, YTOObI NPeAOTBPaTUTL 3arpsi3HEHME. DTO HYXHO
Aenatb nepes nepBbiM MCMNO/Ib30BAHMEM U MOC/E KaXXAOro nocreaytLero
NCMNOMIb30BaHUA.

Cobntogalite HauMoHasbHbIE NpaBua, CTaHAapTbl 1 TpeboBaHMsA MO OUMCTKE,
AEe3NHGEKLNN 1 CTEPUIN3ALIMN.

Mpoueaypbl NOBTOPHON 06paboTKN fAHHOTO CTOMATO/I0MMYECKOr0 NHCTPYMEHTa
MMET NULLIb OTPaHMYEHHOE NPYMEHEHME. DTO 03HAYaAET, YTO OrpaHMYeHne
KonuyecTea npoueayp 06paboTkn onpeaensetcsi PyHKLMOHaIbHOCTbH/M3HOCOM
ycTpoiicTBa. MakcrmasibHO AONYCTMMOro KOsimyecTBa NOBTOPHbIX 06paboToK He
CyLLEeCTBYeT. YCTPOINCTBO He cnefyeT UCNO/b30BaTb NOBTOPHO, €C/IM 3aMeYeH0
yXy[LeHe CBONCTB MaTepuana. B criyyae noBpexaeHns ycTponcTeo
HeobxoaumMo 06paboTaTb 1 OTAPaBUTb M3rOTOBUTESHO A1 PEMOHTA.

O6LUne pekomeHaaUum

e [Monb3oBaTesb OTBEYAET 3a CTEPU/IbHOCTb YCTPOICTBA BO BPEMS NEPBOIO
LVMKNa 1 NpY KaXXA0M MOC/eAyOLEM UCMOb30BaHNK, a Takke HeceT
OTBETCTBEHHOCTb 3a UCMO/Ib30BaHNE MOBPEXAEHHBIX UIN TPSI3HbIX
WHCTPYMEHTOB, e 3TO NPUMEHMMO, Moc/e CTepUIn3aLni.

« [Ins Bawwei 6e30nacHOCTV NPOCKM
HaJeBaTb CpeacTBa UHAMBUAYASIbHOW

3almThl (Nepyartky, 3alnTHbIE OYKA U KOMMOHEHTbI, CTEPUNN3yembie B
np). aBTOK/1aBe

*  Mcnonb3yinTte ToMbKO
Ae3HULMPYIOLWNA pacTBop, C f'f'
3ppeKTMBHOCTL KOTOPOro ogo6peHa
(cnnucok O6beaANHEHNST NPUKIALAHON [epxaTenb 3ary6Hblin
rurnensl (VAH) / Hemeukoro obuiectea dharina KPHOHOK

rurmeHsl n mukpoéuonornn (DGHM), mapkuposka CE, ogobpeHne YnpasneHus
no Haa30py 3a Ka4ecTBOM MPOAYKTOB NMUTaAHUS 1 NEKAPCTBEHHbIX CPeAcCTB
(FDA),

B COOTBETCTBMM C PYKOBOACTBOM MO NPUMEHEHWIO, NPeAoCTaBEHHbLIM
npounssoauTenem Ae3vHULNPYOLLErO pacTBopa.

KauecTBO BOAbI AO/HKHO COOTBETCTBOBATb MECTHbIM HOPMaM; B YaCTHOCTU, 3TO
KacaeTcs Noc/ieAHero atana - ornosackMBaHusl, WM UCMo/b30BaHUS MOWMKN-
aesnHdekTopa.

TwaTenbHO ounwaiTe n NPOMbIBANTE KOMMOHEHTLI Nepes
aBTOK/NaBNPOBAHNEM.

3anpellaeTcs UCNosb30BaTb Ae3VHUUMPYOLWME MaTepuasbl, cogepxawme
oTbenueatenb UNN X1op.
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"BHUMAHWE

* B aBToknaB paspewlaeTcs nomeliarb TO/IbKO KOMMNOHEHTHI, YKa3aHHble Bbille.

° CTepmnmsyVlTe YKa3aHHbleé KOMMOHEHTbI B aBTOK/1aBe nepen rnepsbiM
MCNoJIb30BaHNEM WU Nocsie KaoKaoro Ncnosib3oBaHus.
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[TpoLecc aBTOK/1aBNPOBaHUSA:

NHCTpyKUMM No 06paboTke yCcTpoiicTBa

MogrotoBka Ha
MecTe
NCNOo/Ib30BaHNs;

TpaHCcnopTUPOBK
q

lNogroTtoBKka K
yAaneHuo
3arpsi3HEHW;

MpepsaputensH
8 OUNCTKa;

OuncTka;

OTcoeanHUTE KOMMOHEHTDI (3arybHuK 1 gepxarens daina) ot
OCHOBHOro 6s10ka. Cpasy nocsie Ucnosib30BaHnsi CMoONTe ¢
KOMMOHEHTOB CWJIbHbIE 3arpA3HEHUS C NMOMOLLbHO XOM04HOM
BoAbl (<40 °C). 3anpewaeTca Ucnosb3osBaTb oUKCHpyoLme
MooLLMe cpeacTea wim ropsadyto sogy (>40 °C), NOCKOsIbKY
3arpsi3HeHns MOryT 3aMKCUPOBaTLCA Ha YCTPOWUCTBE U
NOBNNATb Ha pe3y/ibTaT npolecca 06pabdoTku.

[MomecTuTe NHCTPYMEHTbLI BO BNaXKHYIO cpeay.

A BHUMAHUE

3anpewaeTcsa norpyxaTb KOMMOHEHTbI WX NPoTUPaTh UX
No60ii 13 nepeyvncneHHbIX ganee PyHKUMOHaIbHbIX
XUAKocTel (KMCNOTHasA 3NEKTPOSIM3MpOBaHHas BoAa, KPenkuia
LLLe/I0YHOM pacTBOp, 030HMPOBaHHas BOAA), MeAULUHCKAMM
cpeacTBamu (rnytapan v gp.) i nobbiMu ApyrMMmn 0CobbiMm
TMNamm BoAbl NGO XMAKOCTEN AN NPOMbILLNIEHHON OUNCTKN.
MpUMeHeHne Takux XUAKOCTEW MOXET Bbi3BaTb KOPPO3UIO
MeTasI/INYeCKNX YacTel 1 npuannaHne ocTaTtkoB MeguuUHCKNX
CPeACTB K KOMMNOHEHTaM.

Be3onacHoe xpaHeHWe 1 TpaHCNopPTUPOBKa K MeCcTy 06paboTku
NO3BOJIUT U36eXaTb NOBPEXAEHUIA 1 3arpsA3HEHUs
oKpyXatoLiel cpepl.

YCTpoiicTBO HEO6X0AMMO 0bpabaTbiBaTb B pa3obpaHHOM
COCTOSIHMMN.

A BHVUMAHUE

* He 3abyapbTe BbIHYTb haitn nepes OUNCTKON AepxaTens
dhaiina.

» CobntogaiTe COOTBETCTBYHOLMNE MEPbI MHAUBUAY&/TbHOW
3aWmThbl.

MpeaBapuTenbHO OYMCTUTE YCTPOMCTBO BPYUHYH, MOKA OHO HE

CTaHeT BU3yaslbHO YMCTbIM. [1Orpy3uTe KOMMOHEHTbI B MOKOLLMIA

pacTBOP U C NOMOLLbI BOAOCTPYMNHOrO NMcToNeTa NpoMonTe

NosI0CTM M NPOCBETbI XO/I0A4HON BOAONPOBOAHON BOAOW B

TeuyeHne He MeHee 10 cekyHA. OunmcTuUTe NOBEPXHOCTU MSrKOM

LLIETKOWA.

UTo KacaeTcs ouncTku/ge3vHdeKuUn, ononackmBaHmsa u

BbICYLLUMBaHWUS, HEOOXOAMMO pasnyaTtb pyyHble U

aBTOMaTmnyeckme cnocobbl 06paboTkn. OTaaBaliTe

npegnoyTeHne aBToMaTmMyeckum crnocobam obpaboTkum, B
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4acTHOCTW, 13-3a Jlydllero ctaH4apTU3aumoHHOro noteHumana
1 NPOMbILLIEHHON 6€30NacHOCTU.

ABTOMaTHYECKAs! OUMCTKA:

icnonb3yinTte MONKy-Ae3UHIEKTOP, COOTBETCTBYHLLYHO
TpeboBaHusiM cTaHgapTa ISO 15883.

AKKypaTHO NOMECTUTE MHCTPYMEHT Ha NIOTKE B MOWKY-
Ae3VHGeKTop, YCTaHOBUTE criedyolme napameTpbl 1
3anycTuTe nporpammy:

* 4 MUHYTbI * NpeABapuTesibHoe MbITbEe B XO/1I04HOWN BOAE

(<40 "C)

e CnuB

* 5 MUHYT - MbITbe B C/1a60M LLIEIOYHOM MOIOLLLEM pacTBope
npun 55 “C

s C/vB

e 3 MUHYTbI - HeliTpanusauus B Tennon soge (>40 “C)

s CnuB

* 5 MUHYT - NPOMEXYTOYHOE OrnoJsiackmBaHue Tensioi BOAow
(>40 X)

e CnuB

npoueccbl aBTOMaTUYECKONW OUNCT KN 6GblIM BAaNUAUPOBAHbI C
nomowbto cpeacTBa 0,5% Heoguwep MeguKnuu chopTe
(0.5% neodisher MediClean forte) («4-p BavirepT» (Dr.
Weigert).

lNprvmeyaHve B COOTBETCTBMM CcO cTaHgapTom EN ISO 17664
PYyYHble CNOCOObI OUNCTKM ANs1 AAHHOrO YCTPOMCTBA He
TpebytoTca. Ecnm Heo6xoAUMO NPUMEHUTb PYYHOW Cnoco6
OUMCTKKW, BaNNAUpPynTe ero nepeq NnpMeHeHneM.

A BHUMAHWNE

Wcnonb3yiite ToNbKO 0406pEeHHbIE MOWMKN-AE3UH(EKTOPDI,
yaoBneTBopstowme TpebosaHnam ctaHgapta EN 1ISO
15883, perynsipHO OCyLecTB/IANTE NX TEXHUYECKoe
06CcnyXnBaHne 1 KasiMbpoBKy.

Cnepyiite NHCTPYKUMAM U CO6t0aaiTe KOHUEHTpaLMmM 1
nponopumun, ykasaHHble narotosutesnem (cm. Obwme
pekomeHgaumm).
ABTOMaTMYecKasi TepMmuyeckasa aes3vHekums B
Molike/ae3nHMEKTOPE C Y4ETOM HaLMOHa IbHbIX TPEOGOBaHUI B
oTHoweHun napametpa AO (cm. EN ISO 15883).
[nsa ycTpolicTBa BannaMpoBaH LKA Ae3NHEKUUN = 5 MUHYT
npu 93 °C, uTo6bI 4OCTNYb 3HaYeHnss AO = 3000.
Mocne py4HoIn OUYNCTKM HEOBXOANMO HEMEO/IEHHO BbINOMHUTL

Ae3vHdekums:
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«

BbicyLivBaHue:

PyHKUNOHa/TbHOE
TecTMpoBaHue,
TexHn4yeckas
nognepxka:

YnakoBka:

Crepunusayms

aBTOMAaTMYeCKyH Ae3UH(PEKUNI0 WK CTePUIN3aUnio
WHCTpPYyMeHTa. Py4yHol cnocob ae3vHgekumm He
pekomMeHayeTcs.
ABTOMaTU4YecKas CyLLKa:

MpocylwmTe NOBEPXHOCTb NUHCTPYMEHTA, BK/TIHOUMB LMK/ CYLLKM
B MOiiKe-ge3uHekTope. MNpyu HeO06X0AMMOCTN AONONHUTEBHO
NPOCYLUNTE UHCTPYMEHT BPYUHYIO MOJIOTEHLIEM, He
ocTasnisoWwmMmM Bopca. MpoayinTe NOMOCTU NHCTPYMEHTOB
CTEPU/IbHBIM CXaTbIM BO34YXOM.

Bu3yasibHbIi OCMOTP KOMMOHEHTOB Ha OTCYTCTBUE
3arpsi3HeHve 1 cbopka ycTpoincTea. PyHKLUMOHa/IbHOE
TeCcTMpOBaHWe COrnacHoO MHCTPYKUMUW NO NpuMeHeHuno. Mpu
Heob6X04UMOCTM BbINOSIHNTE 06PaABOTKY NOBTOPHO, MoKa
KOMMOHEHTbI He CTaHYT BU3ya/lbHO YNCTbIMU.

Mepepn ynakoBKOW 1 aBTOK/1aBUpPOBaHWEM yoeanTechb B TOM,
4TO OblNa OCyLLLECTBNEHA TEXHMYEeCKasd noaaepxka nsfenvs B
COOTBETCTBUM C MHCTPYKUUAMWU N3rOTOBUTESIS.

[na ctepynmsanmm ynakymte UHCTPYMEHT B COOTBETCTBYHOLLNIA
yNakoBOYHbIA MaTepual.

A BHVUMAHVE

MpoBepbTE CPOK rOAHOCTN MakeTa, YKa3aHHbIl
N3roTOBUTE/NIEM, YTOObI ONpeaennTb OCTaBLUMIACA CPOK
CNYXObI.

Mcnonb3yiTe nakeTbl, yCTONYMBLIE K BO3AENCTBUIO
Temnepartypbl 4o 141 X v cOOTBETCTBYKOLME
TpeboBaHusam ctaHgapTta EN ISO 11607.
VIHCTpYyMEHTbI CTepUIM3yoTCA B MapoBOM CTepuansaTope ¢
BO3MOXHOCTbIO (PpakunoHMpPOBaHHOIO npeasakyyma (B
cooTBeTCTBMM cO cTaHgapTom EN 285/ EN 13060 / EN ISO
17665), ¢ y4ueToOM COOTBETCTBYHLLMX HOPMATUBHbIX
TpeboBaHWIN KOHKPETHOW CTpaHbl.
MuHUManbHble TpeboBaHus: 3 M1HyThI Npy 134 “C (B EC: 5
MUHYT npu 134 °C)
MakcnmasibHada Temnepatypa crepunusaymm: 137 °C
3anpeLLaeTtca BbINONHATL 3KCNpPecc-cTepuansaunio
WHCTPYMEHTOB, MMEKLLMX NONOCTU/MPOCBETHI.

A BHUMAHVE

* Vicnonb3yiiTe TONbKO 0400pPEHHbIE aBTOKNABbI,
COOTBETCTBYOLME TpeboBaHuAM cTaHaapTa EN 13060
nnn EN 285.

« TpumeHsiiTe BaNMaMpPOBaHHyo NpoLieaypy CTepumsanmum
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B COOTBETCTBUM cO cTaHAapTom EN ISO 17665.

Cobniogaiite npouenypy TEXHNYECKOTO 06CYXMBaHNSA
aBTOK/aBa, yKa3aHHYI M3roTOBUTESIEM.

MpUMeHsIiTe TONbKO PEKOMEHAOBAHHYO Npoleaypy
cTepum3aLmi.

KoHTponupyiite adhheKkTMBHOCTbL CTEepUIn3aLmm
(LenocCTHOCTb YNakoBKWN, OTCYTCTBUE BMarv, U3MeHeHve
LBeTa UHAMKATOPOB CTepum3aummn, PusnKo-xumMmyeckme
NHTErpartopsbl, uugposas 3anvucb napameTpos LUK/a).

Mpouenypa cTepunnsaumn gosxHa ya0BeTBOPATb
TpeboBaHusMm cTaHgapTa EN 1ISO 17665.

OxnaguTe KOMMOHEHTbI Nepes, N3B/eueHnem. -
XpaHute CTepUNN30BaHHbIE NUHCTPYMEHTbI B CyXOM YMCTOM
mMecTe 6e3 cnefoB Mbiv, NpY HEBLICOKOI Temneparype;
YC/IOBUSI XPAHEHMUSI CM. Ha 3TUKETKE U B MHCTPYKLUUM MO
MPUMEHEHMIO.

Xpanenve; A BH/MAHVE

CTepunbHOCTb HEe MOXET ObITb FfapaHTUPOBaHa, EC/IN YNaKoBKa
OTKpbITa, NOBPEXAEHA U BAXHas.

MpoBepbTe YNakoBKy nepes ncnosb3oBaHmemM (LesI0CTHOCTb

yMNakoBKW, OTCYTCTBME B/iar, CPOK rogHOCTHK).

BbiweykasaHHbIn npouecc 06paboTkn (ouncTka, Ae3nHpekums,
WHpopmaumsa o ctepunmsaums) 6bin ycnewHo sannamposaH. Cm. oTyeTbl 06
Ba/IMAALMOHHOM  UCMbITAHUU;

nccnefoBaHum - «HaHwkoy Cudpapm» (Changzhou Sifary) OTtueT 0
npouecca Ba/IM4aLMM OUYUCTKN N Ae3UNHPeKL MM
06paboTKu: - «HaHwkoy Cudpapu» (Changzhou Sifary) _OTtuyeT 0

Ba/IMAALMN CTepunmu3auum aepxartens dgaiina

BHUMAHWE

WHCTpyKumn, npefcTaB/ieHHble Bbille, 0400peHbl N3roToBUTENEM MEAMLMHCKOIO
n3gennsa Kak cnocobHble NoAroToBUTbL MeALUMHCKOE n3aenne K UCnosib30BaHuio.
O6paboTumK HeceT OTBETCTBEHHOCTb 3a MNOJlyYeHue Xenaemoro pesynbrara
06paboTKN, hakTUYeCKN BbINOIHAEMON C UCNOosIb30BaHneM 060pyaoBaHus,
MaTepuasioB 1 nepcoHasia NpeanpuaTus, ocyLecTensaLwero o6paboTtky. 310
TpebyeT BepudmkaLmm n/unv sanngaumm n TeKyLLero MOHUTOPUHra npowecca.
Jloboe HecoboaeHne 06paboTumMKoM NPeaoCTaBNEHHbIX MHCTPYKLUWIA Takke
Heo6Xxo4MMO ,0/HKHBIM 00pa3oM OLEHUTb Ha Hasinune 3apekTUBHOCTU 1
BO3MOXHbIX HEGNAronpUATHBLIX NOCNEACTBUIA.
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[e3nHdekumns

MpoTpuTe BCE NOBEPXHOCTUN TKaHbIO,
cferka CMOYEHHOM 3TaHO/IoOM AN1si
AesvHgekunn (3TaHosn, 06 bEeMHBbIN
npoueHT 70 - 80), He MeHee 2-X MUHYT.
MoBTopuTE 5 pas.

A NMPMEYAHVE

3anpeliaeTtcs ucnonb3oBaTth /060e
CpeACcTBO, 3a UCK/IIYEHEM aTaHoa
ANnA aesnHpekummn (aTaHos, 06 bEMHbIN
npoueHT 70 - 80).

3anpeLiaeTca UCnosib3oBaTth C/NLLKOM
60/1bLLOE KOSIMYECTBO 3TaHONMA,
NMOCKO/IbKY ero n30bITOK MOXeT
MPOHVKHYTb BHYTPb YCTPOICTBA U
noBpeAuTb KOMMOHEHTbI.

11. MowncK n ycTpaHeHe HeMcnpaBHOCTEN

Mpy 06HAPY>KEHWUI HENCMPaBHOCTX MNPOBEPbTE CreAyHoLLMe MYHKTbI, MPeXAe YeM CBA3aTbCS C
AVNCTPUOLIOTOPOM. ECNM HW OWH NYHKT He MPUMEHUM WK Npobnema He yCTpaHeHa Aaxe nocne
MPUHATUS Mep, BO3MOXHO, YCTPOICTBO HeucnpaBHO. CBSXXUTECH C AUCTPUOBIOTOPOM.

Mpo6nema MpuunHa Cnocob ycTpaHeHus
. Bartapes paspsanniacs. 3apsaguTe barapeto.
YCTpoWCTBO .
CnuwKoMm 6bICTpoe HakaTue KHOMku Haxxumaiite kHonky BKJ1. 6onee
BK/OYaeTCH.
BK/. TUTUTENbHOE BPEMS.

AMNEKCNoKaTop NeXuT Ha 3apsagHoi
MpoBepbTE MOMOXKEHME.
6ase B HENPaBUILHOM MOJIOXKEHUM.

Ha skpaHe He 3aropaetcs O3HaKOMbTECH C MHCTPYKLUMEN K

MHAVKATOp 6aTapeu. 3apsfka 3aBepLUeHa. Garapee
3apsaHas 6a3a BbilLIIa U3 CTPOS. CBsXUTECH C AUCTPUOLIOTOPOM.
YcTaHoB/TE TPOMKOCTb 3BYKa Ha
OTCyTCTBYET 3BYK. "poMKOCTb 3BYyKa ycTaHOBMeHa Ha 0.

12 vm 3.

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



12. Bpemsa paboTbl NpW MOAHOM 3apsfKe U BpeMs 3apsjKu
Mpofo/mKNTENbHOCTL paboyero BpemMeHW MpW MOMHOW 3apsjke: He MeHee 10 yvacos.

Tpebyemoe Bpems ANs NONHOW 3apsgku: 4 4+ 0,5 .

13. Pasmepbl 3TUKETKMU
MapkupoBKa ycTpolicTea. Pasmepbl aTUKeTKMN: 50x25 MM +£0,5 MM
MapKnpoBKa KOpo6ku. Pasmepbl 3TUKeTKU: 90x70 mm +0,5 MM

14. MaccorabapuTHble XapaKTepUCTUKN N3LENINA N er0 KOMIMOHEHTOB

KoEnnoHeHT Bec Mabaputbl MM (£5%)
AnekcriokaTop 142+10r 67.9x97x46.6
Vi3mepuTenbHbIn kabesb 2145r 1500, d3.7

Jepxartenb dalinos 7+2r 250, d9

3ary6Hblii KpHOYOK 2.5+1r 64 x 24.6, d2

Tectep 2+0.5r 29x8.4, dIO

Apantep 82+8r 78.5 x 74.5 x 29, pnvHa

kabensa 1200

15. CBefieHUs1 0 AMana3oHe U TOYHOCTM U3MEPEHMUSI PacCTOSIHUS A0 aneKca, a TakXe
HanpsKeHUW, cuae Toka W (opMe MMMY/IbCOB, CO34aBaeMblX W3Le/IMEM NpU
NOKanun3aunmn annkKanbHOro CyXeHns:

To4yHOCTb DYHKLMM M3MEPEHUS pacCTosAHMS 40 anekca: + 0,5 MM, AnanasoH U3MepeHus: 03

3 MM A0 anekca
CrNa ToKa: ew seMmsac &n dolxonnoii xapakE epunes VKO ;114 V|3,ﬂ|eJEV|F|

Hanps>keHune: 70+10 mB
dopma MMNY/bCOB: MPAMOYTObHas

16. TeXxHNYecKuMe xapaKTepuUCcTuKn

3rotoButens Changzhou Sifary Medical Technology Co., Ltd (KuTaii)
Mogenb E-PEX

Pa3wmepsl 20cm x 17,5cm x 7 cm = 1 cMm (BHeELIHAA KOpobka)

Bec 600 r £10 % (B ynakoBke)

OKpaH gucnnes LiBeTHoW XXK-aucnneii 3,5’

MCTOUYHUK nuTaHnA NnTunin-noHHasa akkymynatopHasa 6atapes: 3,7 B, 1500 MAY
3apsgka 6aTtapeun 5B — 1A
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0T CeTeBOro ajanrtepa:

- Bxopg (100 - 240) B, 50/60 I'y. (0,5 - 0,2) A;

- BbIxog 5 Bdc, 1A

YCTPOWACTBO C BHYTPEHHMM WCTOUYHUKOM NUTAHMA U pabouyeit

3awmrta OT  nopaxeHus
yacTblo Tuna BF.

3N1EKTPOTOKOM
Knacc Il npu 3apsagke 6atapeu
Pexuvm paboThl MpofoMKUTENbHbIN
Knacc sawuTsl IPX0
[NporpammHoe
Bepcua: P 1.1.001. Aata: 18.11.2018, Knacc B
obecnevyeHune
Vicnonb3oBaHue: B 3aKPbITbIX NOMELLEHUAX
. TemnepaTypa Bo3gyxa: 5 ®C- 40
Ycnosus oKpyXXaroLien
OTHOCUTeNbHadA BNaxHocTb: <80 %
cpelbl

Pabouyas BbicoTa <3000 M Haf ypOBHEM MOpS
ATmocchepHoe gasneHune: 70 klMa -106 klMa
Temnepatypa Bo3gyxa: -20 “C  +55 °C
OTHocuTeibHasA BnaxHocTtb: 20 % - 80 %
ATmocpepHoe gaBneHue: 70 klMa -106 klMa

YCnoBus TPaHCNOPTUPOBKU
U XpaHeHus

17. Tabnuuybl aneKTpoMarHMTHoON coBmecTumMocTun (AMC)

PYyKOBOACTBO M Aeksiapayuns M3roToBUTEsA - DNEKTPOMArHUTHbIE U3/TyUYeHUS

YcTpoiictBo E-PEX npepgHasHauyeHO A8 MCMNOMb30BaHMS B 3/1IEKTPOMArHUTHON cpege,
yKasaHHOl HuXe. 3aka3umk wnu nosb3oBartens E-PEX pgonxeH rapaHTMpoBath
MCnosib30BaHMe yCTpoiCcTBa MMEHHO B TakoW cpeje.

McnbiTaHne Ha CooTBeTCTBME

JnekTpomMarHmTHasa cpega - PykoBoACcTBO
n3nydeHue Tpeb6oBaHNAM

E-PEX ncnosnb3yeTt pagmMoyacTOTHYHO 3HEPIUIo
PagnoyactoTHoe UCK/TIOYNTE/IBHO ANA BHYTPEHHEN yHKUUN.
n3nyyeHue, r 1 YpoBeHb pagMovyacToTHOINO U3/TyYeHUs OYEHb

pynna .

craHgapt CISPR HU3KUN N He BedeT K HapyLleHnam
n PYHKLMOHMPOBAHNS PacnoOXeHHOro B6an3mn

3N1EeKTPOHHOIo 060pyA0BaHUS.
PapgnoyactoTHoe
n3nyyeHve,

Knacc B E-PEX npurogeH Ass ncnonb3oBaHns B NM0ObIX

craHgapt CISPR
n 34aHuAX, BKIOYas XuUnble goMa v 3gaHus,

HanpAMYyo coejMUHEeHHble C KOMMYHa/IbHbIMU
Omucceuns

HWU3KOBOJIbTHBIMWU CETAMU, NpefHa3HauYeHHbIMU
rapMoHMNYEeCcKnx .

Knacc A 0N 3HEeprocHabXeHns XUblX 34aHUA.

COCTaB/IALLMX.

M3K 61000-3-2
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Koneb6aHus
HanpsxeHus /
mepuatoLee
n3ny4yeHue,
M3K 61000-3-3

CooTBeTcTBYET

PykoBoACTBO U geknapaunsa n3rotoeutend - YCcTON4YnBOCTb K 31eKTPOMarHnTHbIM

nomMmexam

YcTtpoiictBo E-PEX npegHasHayeHo A/ MCMO/b30BaHUsA B 3/1IEKTPOMArHUTHOM cpege,

yKa3aHHOW HWXe. 3akaszuuk uam nonb3oBatenb E-PEX go/mkeH rapaHTupoBaTtb
NCcnosib30BaHue ycTpolicTBa MMEHHO B TakoW cpeje.

VcnbiTaHne Ha
noMexoycTonuum
BOCTb
YcTOoNumMBOCTb K
afiekTpocTaTuyec
KM paspsagam
(3CP), M3K
61000-4-2

YCTORYMBOCTD K
ObICTPbIM
nepexoaHbim
npoueccam u
BCMeckam,
M3K 61000-4-4
Ckauvok
HanpsHKeHus.
M3K 61000-4-5

NcnbiTaTenbHblii
ypoBeHb nNo M3K
60601

+/- 8 kB
KOHTaKTHbI
paspsg

+/-2kB, +/-4kB,
+/-8kB, +/-15KB
B BO34YyXe

+2 kB
100 klNy yactoTa
NnoBTOPEHUSA

MexnaydasHoe
HanpsxeHue: = 0.5
kKB,x 1 kB

Mexay ¢hasoli un
3emneii; + 0,5 kB, +
1kB, +2 kB
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YpoBeHb
COOTBETCTBUS
TpeboBaHUAM
+/- 8 kKB
KOHTaKTHbIN
paspss

+/- 2 KB, +/- 4 KB,
+/-8kB, +/-15kB
B BO3A4yXxe

+2 kB
100 kl'y vactoTa
NoBTOPEHMSA

MexaydasHoe
HanpsxeHue; + 0,5
KB,+ 1kB

Mexpay chasoii 1
3emneit; + 0,5 kB,
+ 1kB, + 2 kB

dneKkTpoMmarHutHas cpega -
PykoBoAcCTBO

Monbl NOMELLEHNS AO/TKHbI
ObITb BbINOJIHEHbI U3 AEPEBA,
6eTOHa UNn KepamMmmnyeckonm
NANTKW. ECnn nosbl NOKPbIThI
CUHTETUYECKUM MaTepuasnom,
TO OTHOCUTE/NbHAas BMAXHOCTb
BO34yxa A0/KHa COCTaBNATb
He meHee 30 %.

KauyecTBo anekTponuTaHus B
CeTn AO0JTKHO
COOTBETCTBOBATb TUMUYHbLIM
YCNOBUAM WUCNOJIb30BaHUA B
KOMMEpPUECKNX YUpexgeHnax
nnu 6onbHULAX.

KauyecTBo anekTponutaHus B
ceTu A0JIKHO
COOTBETCTBOBATb TUMUYHbIM
YC/I0BUSAM UCMOJ/Ib30BaHNS B
KOMMEpPUYECKNX YUpeXaeHnax
nAn 60NbHULAX.



MageHus
HanpsHXeHus,
M3K 61000-4-11

0 % Ut; 0,5 umnkna

npu 0~ 45", 90°,
135°, 180°, 225°,
270°n 315°

0 % Ut; 1 yskn un

70 % Ut; 25/30
LMK/IOB.
cuHyconga  dhasbl
Ha 0°

Mepenagbl

HanpsHXeHus, 0 % Ut 250/300

M3K 61000-4-11 LUMKNoB

MarHutHoe none 30 A/m

pacyeTHol
NPOMBbILL/IEHHOW
yactoTbl, M3K
61000-4-8

50 Iy vnmn 60 Ny,

0 % Ut; 0,5 uukna
npu 0° 45°, 90°,
135°, 180°, 225°,
270° n 315°

0 % Ut: 1 umkn n

70 % ut; 25/30
LIMKOB.
cuHycomaa doasbl

Ha 0°

0 % Ut;
LMKIOB

250/300

30 A/m
50 Ny wnm 60 Ty

KauecTBO anekTponutaHus B
CeTN JOKHO
COOTBETCTBOBATbH TUMUYHbLIM
YC/I0BUSAM WCMO/Ib30BaHUA B
KOMMEpPUECKUX YUPEXAEHNAX
nnn 6onbHMLax. Ecnn
nosib30BaTe/t0 YCTPOMNCTBA
TpebyeTca HenpepbiBHaA
paboTa B yC/N10BUAX
npepbIBaHUn ceTeBOro
HanpsKeHusl, pekoMeHayeTcs
o6ecneynTb NUTaHUe
YCTPOIicTBa OT UCTOYHMKA
6ecnepebOMHOro NUTaHUs UK
6aTtapem

MarHnTtHoe nose
NPOMbILU/TIEHHOW 4acTOThbI
OO/MKHbI HAXOAUTLCA Ha
YPOBHE, COOTBETCTBYIOLEM
TUNWYHBIM YC/TIOBUAM
MCNosb30BaHUA B
KOMMepPYEeCKUX yupexneHnax
nnn 6onbHULAX.

MpumeyaHue: Ut: HOMUHaNbHOE HanpshxeHune (HanpshkeHus). Hanpumep, 25/30 uumknos
o3HayvaeT 25 uuknos npu 50 'y nnu 30 umknos npu 60 Iy,

PyKOBO,qCTBO n aeknapauuna nM3rotoeuntens - YCcTOMUNBOCTb K A/TIEKTPOMAlrHUTHbLIM

nomMmexam

YctpoliictBo E-PEX npegHa3HayeHo gns NCnonb30BaHWs B 3/IEKTPOMArHMTHOWM cpege,
yKasaHHOI HMxe. 3akasuunk unu nosb3oBaTtens E-PEX gonxeH rapaHTupoBathb
Mcnosib30BaHNne yCTPONCTBA MMEHHO B Takoli cpege.

McnbiTaHne

Ha
NOMEeXoycCTOi
YMBOCTb
KOHAOYKTUBHbIE
rnomexu,
HaBefeHHble
pagmoyacToTH
bIMK

McnbiTaTeNnbH  YpPOBEeHb

bli ypOBEHb COOTBETCTBUA
no M3K 60601 Tpeb6oBaHUsM
3B 3B

0,15 MT'-80

Mlu, 6 B; B

NPOMBbILLIEHHO
M,Hay4YHOM U
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OieKTpoMarHuTHasa cpega -
PykoBoacTeo

PaccTosiHMe OT nopTaTMBHbIX U
MOOGU/bHBIX BbICOKOYACTOTHbIX
CpefcTB cBA3M Ao 6o yactu E-
PEX, Bkitouas kabenu, He OMKHO
6bITb MeHee peKoMeHAYyeMOoro



3/1eKTPOMArHn  MeguLUHCKOM NPOCTPaHCTBEHHOrO pasHoca,
THbIMM AnanasoHe paccYMTaHHOro C NOMOLLbHO
nonsiMK, mexagy 0,15 hopmynbl, NPUMEHUMOW A5
M3K 61000-4- Ml 1 80 My, yacToTbl nepegaryuvka.
6 80 % AM npu 1

Ky, PekomeHayeMbli MUHUMANbHbIA
N3nyyaemble 3B/m NpoOCTPaHCTBEHHbIW pa3HoC
pPafVOBO/IHbI 3B/m, 80 MTu- Cwm. Tabnuuy pagmoyactoTHOro
MarHUTHbIX 2,7y, 80 % o6opynoBaHus 6€cnpoBO4HONA
nonei, AM npn 1 kly, cBsA3U «PekomeHayemblit
M3K 61000-4- MWHUMasbHbIA NPOCTPAHCTBEHHbII
3 pasHoc»

Cwm. Tabnunuy

pagnmo4acTtoTHO

ro

ob6opyaoBaHus
Mons B 6ecnpoBoaHON  CooTBeTcTByeT
6nvKHel 30He  CBA3U
paanoYacToTH «PekomeHayem
oro bili
060pyaoBaHus  MUHUMabHBbII
6ecnpoBogHoii  MPOCTPaHCTBEH
cBA3N, HblA pasHoC»
M3K 61000-4-
3

PekoMeHAyeMblli MUHUMa IbHbI/A NPOCTPAHCTBEHHbI pasHoC

CerofHsl MHOTMe pajmoyacToTHble 6ecnpoBOAHbIE YCTPOWCTBA UCNOMNb3YIOTCA B Pa3/IMYHbIX
MEeAMNLMHCKUX YUpexXaeHUsaX, rae npuMeHseTcs MmeguumnHckoe o6opyaoBaHue n/vnm cuctemsl.
Vcnonb3oBaHue Takux YCTPOWCTB B HENOCPEACTBEHHON 6/M30CTM OT MeLMULUHCKOIO
o6opyaoBaHna U/MIU CUCTEM MOXET NOBMUATL HA 6€30NacHOCTb Y OCHOBHbIE XapaKTepuCTUKK
MeANLMHCKOro 060pyaoBaHmnst n/unm cuctem. Yctpoiicteo E-PEX 6b1/10 NpoTeCTMpPOBaHO Ha
ncnbiTaTesIbHOM YPOBHE MPY UCMBbITAHMAX HA MOMEXOYCTONYMBOCTL, YKa3aHHOM B Tabnuue
HWXe, U yA0BeTBOPSET COOTBETCTBYIOWMM TpeboBaHMaM cTaHgapTa M3OK 60601-1-2:2014.
3akasumk n/unm nonb3oBaTesib 4O/DKHbI NOLAEPXKNBATL MUHUMAIbHOE PaccTosiHUE MeXAy
pagmo4acToTHbIM 060pyA0BaHMeEM 6ecnpoBogHO CBS3M U E-PEX, Kak peKOMEHL0BAHO HUXKE.

VicnbiTaTte
YacToTta . Makcrman NbHbIT
YacToTHbIN PaccTosa
nposefeHnA bHas YypPOBEHb
. nnanasoH O6cecnyxnBaHue Mogaynauus Hue
ncnbiTaHNm MOLLLHOCTb npwm
(M) (m)
(MIw) (BT UCNbITaHN
AX Ha
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nomexoyc
TolumBOCT
b
(B/m)
Ob6uieesBponelic
Kas cucrtema MmnynbcHas
385 380 - 390 TpaHKoBO Moaynaumsa 1.8 0,3 27
cBA3un (TETRA) 18 I'y,
400
o6wwin

MOOWUNbHbIN
UM (FM)

+5 kly
450 430 -470 (GMRS) 460 0,3 28
OTK/IOHEHue

paauocepBuc

CewmeiiHblin
1 kly cuHyc
paguocepBuc
(FRS) 460
710 [Ovana3oH mnynbcHasn
745 704 - 787 yacTtoT LTE 13, Mogynauus 0,2 0,3
780 17 217 'y
810 FnobanbHas
870 cucrtema ans
MO6U/IBHOWA
cBAsn (GSM)
800/90,
Ob6uieesponelic
Kas cucrema
TPaHKOBOIA
cBA3n (TETRA)
800,
VIHTerpmupoBsaHH
800 « 960 Moaynauuns 0,3 28
as cucrtema
930 . 18 'y,
MOBUNbLHO
cBA3un (iDEN)
820,

MHOXECTBEHHbI

MmnynbcHas

npgocTyn c
KOLOBbIM
pasgeneHvem
(CDMA) 850,
AvanasoH
yactoT LTE 5
1720 Fno6anbHas MmnynbcHas
1845 1700 -1990 cuctema ansa MoAaynaunsa 0,3 28
1970 MOG6WIbHOA 217 'y,
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2450 2400 - 2570
5240
5500

5100-5800
5785

A BHUMAHVE

cBa3n (GSM)
1800;
MHOXeCTBEeHHbI
n poctyn c
KOAOBbIM
pasgeneHvem
(CDMA) 1900;
FnobanbHas
cuctema gns
MOGUIbHOW
cBA3n (GSM)
1900;
cTaHzapT
DECT;
AnanasoH
yacTtoT LTE 1,
3
4. 25;
YHuBepcasnbHa
A mobunbHas
TENEeKOMMYHUK
aunoHHas
cuctema
(UMTS)
BnioTyc
(Bluetooth),
6ecnposofHas
nokanbHas
ceTb WLAN,
802.11 b/g/n,
pagmoyacToTHa
A
naeHTudmkauym
s (RFID) 2450,
AvanasoH
yactoT LTE 7
BecnpoBogHas
nokanbHas
cetb WLAN
802.11
a/n
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MimnynbcHas
MoAaynauma
217 Ty

MmnynbcHasa
Moaynauuns 0.2
217 'y

0.3

0,3

28



1 Mcnonb3oBaHWe akceccyapoB U Kabenei, He ykasaHHbIX B0 He NPefoCTaBNEHHbIX
npoussoautTenem E-PEX, MOXeT NPUBOAUTL K MOBbLILEHNIO 3/1EKTPOMArHMTHOTO
N3NYyYEHUS INO6O CHUXKXEHMIO YCTOUYMBOCTU E-PEX K 3/1EKTPOMarHUTHbIM MOMEXaM W, Kak
CcnefcTBMe, K ero HenpasW/bHON paboTe.

CBepgeHunsa o kabene:

HassaHve kabena  [OnuHa kabens (M)  OKpaHMPOBaHHbLIN MprumeyaH
unm Het ve
Kabenb agantepa 1.2 Het /

2, Wcnonb3osaHusa E-PEX psgom ¢ apyrum o6opyfoBaHUEM WKW €ro YCTaHOBKU NOBepX
Apyroro o6opyfoBaHusa cnegyet nsberatb, NOCKOSIbKY 3TO MOXET NPUBOANTD K
HenpaBubHOI paboTe ycTpoiicTBa. Ecnv BCce-Takum BO3HUKIA Takas HeobxoaumocTb, E-
PEX n gpyroe obopygoBaHue cnegyeTt KOHTPOAMpoBaTth, YTO6bl y6eanTbCs B ero
HOopmasibHOWM paboTe.

18. MosAcHUTenbHasa nHpopmayms
Cpok cny>»o6bl

3 rofa ¢ MOMeHTbI Npodaxu (BBOAA B 3KCMyaTauuio)

MapaHTKA

apaHTUA npou3BoguTens - 12 mecsueB ¢ MOMeHTa ero mpojaxu (BBoAa B 3KCmayaTauuio). B TeyeHune
12 MecsileB C MOMeHTa €ro npofaxu (BBoAa B 3KCMAyaTauuio) MPOU3BOAWUTENb WAKW  €ro
YMONHOMOYEHHBIA NpeacTaBUTENb 0653yeTcs 6ecnnaTHO NPOM3BECTM PEMOHT WU3AENNS WU MPOWU3BECTM
3aMeHy, EC/TM OHO 0Ka3asloCb HEHafeXallero KavecTsa.

YTunusayuns

YnakoBKa MognexuT nepepaboTke. MeTannmnyeckne YacTu M3Lenus yTUAN3UPYHTCA Kak MeTasnofoM.
CUHTETNYECKME Matepuasbl, 3NEKTPUYECKNE KOMIMOHEHTbI U NMNaTbl YTUININPYHOTCA KaK 3NIEKTPUHECKNE
oTXofbl. J/InTueBble 6aTapen YTUAU3UPYHOTCS KakK 0COOble OTXOAbl B COOTBETCTBUM C MOSIOXKEHUAMMU,
NPUMEHSAEMBIMI K YTUIM3aLMM TaKOro pofa 0TX0A0B B CTpaHe aKcnayataummn msgenus. Mpy yTuamsauum
n3gennd HeO6XO,qVIMO NPUHMMaTb BO BHUMaHUE W COﬁI‘I}O,anb MECTHbIE MpaBW/ia, HOPMbl N 3aKOHbI B

OTHOLWUEHUN yTUNn3auun N yHUUYTOXXEeHUA.
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19. O6pasubl MapKUPOBKK
1) Obpa3seL, MapK1pOBKY YCTPOCTBA (pa3mepbl 3TUKETKU: 5025 MM)

APEX LOCATOR HD
Model:E-PEX

0197
[sn] (£ [A
Input: 5V = 1A Battery: DC3.7V/1500mAh

Changzhou Sifary Medical Technology Co.,Ltd.
No0.99, Qingyang Road, Xue®aCounty, Xbibel District,
ChangzhouCity,213~0Jiangsu China

LlinsService t Consulting GmbH

ECIREPI 'Tel M9 1754870619
Add: Obere Seegasse 34/2,69124,
Heidelberg, Germany

2) O6pa3eL|, BHELLHEV MapKMPOBKU KOPOOKM (pasMepbl STUKETKK: 90X70 MM)

APEX LOCATOR
Model: E-PEX |:|

BoxSize: 197mmX175mmX70mm
Input: 5V--1A Battery: DC3.7V/1500mAh

Changzhou Sifary MedicalTechnology Co.,Ltd.
M N0.99, Qingyang Road.Xuejia Cou nty, Xinbei DistricL

ChangzhouCity, 213000 Jiangsu,China K 113X13
Llins Service & Consulting GmbH 4

— Add: Obere Seegasse 34/2,69124, Heidelberg, Germany

20C 0197

20. MepeyeHb NPUMEHSAEMbIX CTaHAAPTOB:

EN 1640:2009

EN 180 13485:2016

EN 180 14971:2012

EN 60601-1:2006+A1:2013
EN 60601-1-2: 2015

EN 62304:2006+A1:2015
18010993-1:2018

180 10993-5:2009

180 10993-10:2010

EN 60601-1-6:2010+A1: 2015
EN 62366-1:2015
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EN 18017665-1:2006

EN 1041:2008+A1,2013

EN ISO 17664:2017

EN ISO 15223-1:2016

EN 1SO 7405:2018

EN 80601-2-60:2015

EN I1SO 780:2015

MEDDEV 27/1 rev.4
MDDO3/42/EEC+2007/47/EC
MEDDEV 2.12-1 Rev. 8

21. NH(popmaymsa, Heobxoanmasa ana ugeHTupunkaymm meguLMHCKO H3/(e;Ta ¢
Lesiblo NoyyYeHNA 6eI0OHACHOH K<»MOuHaumll:

«Annapart 4ng noKanmsaumnm anmkanbHoro cy>keHnsa E-PEX» npumeHsaetca
NCKNOYNTENIbHO B COYETAHUN C MeAULUHCKUM n3genvem “MoTop SHAO0LOHTUYECKUIA ANs
paboTbl C BpaLLLALLMMUNCA HUKENb-TUTAHOBbIMW UHCTPYMeHTaMn E-CONNECT”
npomnssoacTBa Changzhou Sifary Medical Technology Co., Ltd (KuTait)

22. 'Hopmaynsa o nocnegHem iiepecMoi pe akcunyalaHMOHHOW AOKYMeHTaLHN:
HacTosiaa >KcryyatauyoHnas JoKyMeHTauys 6blia NepecMoTpeHa U akTyanmsnpoBaHa
0L mes1 2021 .

23. KoHTakTHaa nHgpopmaymsa:

| I IChangzhou Sifary Medical Technology Co., Ltd (KuTtait)

Appec: Agpec: No. 99, Qingyang Road, Xuejia County. Xinbei District, Changzhou City, 213000
Jiangsu, China (Kuaid).

TenethoH: +86-0519-85962691

Email: ivw@sifarv.com

Beb6-caiiT: www.eiahteeth.com

EC REP

YNonHOMOYeHHbI npeacTasutens B EC: «JlnnHe Cepsuc aHA KoHcantuHr MmoX» (Llins Service
& Consulting GmbH)

Ten.:+49 175 4870819

Appec: Ob6epe 3eeracce, 34/2, 69124, Tlelinensbepr, MepmaHns (Obere Seegasse 34/2, 69124,
Heidelberg, Germany)

AnekTpoHHas nouta: l.lins.Service@flmail.com

YNONHOMOYEHHbIV NpeacTaBuTeNb B PO:
000 «[leHTaIMHK»
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Agppec: 123592 1. Mocksa, yn. Kynakosa, 4.20, ctp.1 A, nom. XVII, kom.64, 31.5
Ten: (495) 766-16-71

Email: info@dentalink.ru

Canit: www.dentalink.ru

MNopnuck

XyaH Tao
["eHepanbHbI AVPEKTOp
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[TpnnoxeHune 1.

PykoBoacTBo no o6enyxmsannio! E-PEX

BHuUMaHMe Ha pgaHHOe wu3fenve MOXeT NpPOBOAWUTLCS O6GCNY>XMBAHWE TOMbKO
oMuManbHO  YNONHOMOYEHHbIM MpeacTaBUTENeM MNpousBoauTens. B
MPOTUBHOM C/ly4ae YCNOBUS rapaHTMK He ByayT co6noaaThes.

Pasbopka nsgenuns

LWar CxemaTU4ecKunin pucyHoK OnwucaHune

()TopBMIC 3aAHIOK0 YIUKCTKY

OTKpYTWTe [Ba BUHTA NOJ 3TUKETKOIA
MPOTWB YacOBOI CTPENKM C NOMOLLbIO
KPecTOBOI OTBEPTKMU.

Bo3bMuTE NEBYIO YEPHYIO
NMOPONOHOBYI0 NOAYLLIEYKY W
OTCOEAMHNTE pa3beM akKymynsatopa c
NMOMOLLbIO MUHLETa, YTOObI M3B/IEYb
aKKymMynaTop.

OTKpyTUTe YeTblpe BMHTA Ha 3a;LLeil
CTOPOHE MPOTMB YaCOBOMN CTPENKM C
MOMOLLbKO KPECTOBON OTBEPTKM, 3aTeM
MOBepPHMUTE BCIO 3aJHOI0 YaCTb.
O6paTuTe BHUMaHUE, YTO NepeaHss
KpbILKa yXe CHATa. N3aenme HY>XHO
aKKypaTHO nepeBepHYTb BMecTe C
nepeaHei KpbILWKOW.
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BbIKpyTUTe Ba BUHTA W3 NiaThl, Kak
NnoKasaHo Ha pucyHKe. MoagHUMUTE
nnaTy co CTOPOHbI NopTa 3apsaaKu.

T 1

/4
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Cb6opka (ycTaHOBKa)

CxemaTUUeCcKuii pucyHokK

Lar
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OnwucaHue

Yc'tavoBu/TC niaty U HOUKPYLUTC cC

YCTaHOBUTE  MPEAHIO  KPbILLKY 1
MPUIKPY TUTE ee

YcTaHoBUTE akKymynaTop. O6patute
BHMMAaHME Ha TO, 4YTOObI
COEANHUTENbHBIW BbICTYN
aKKymynsatopa 6bls1 BbIDOBHEH C Na3oMm
MOHTaXHOI0 COeAUHEHNS, 3aTEM
BCTaBbTE YEPHYIO MOPONOHOBYIO
NPOKNagKy nof HMUXHIK YacTb
aKKymMynaTopa v HafleHbTe KpPbILKY
akKKymynaTtopa.



Mocne :>Toio yciaiioBHTC  KpblwKy
aKKYMYsi TOPHOrO OTCeKa U FTpUKpyrure
ee.

HakneiiTe OpuruHanbHy 3TUKETKY Ha
KpbIWKY 6l apeiiHOro oTceka

Mognuck: XyaH Tao
eHepasTbHbIN AUpEeKTop
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MepeBoj C KN TaiCKoro A3bika Ha pycCKuii A3blK

HoTapuanbHOe 3aBepeHune
(2021)SCCZZ Zi,Ne 6653

3asButens: Changzhou Sifary Medical Technology Co., Ltd

Appec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OduunanbHbIi NpeacTaBuTenb: XyaH Tao (MyX.), AaTa poxaeHus - 14.04.1990, AOKYMEHT,
YAO0CTOBepAOWMA nnyHocTb Ne 320483199004146532

OO6beKT HOTapManbHOro 3aBepeHus: Mognuch JOKYMeHTa

HacTosawum ygoctoepsieTcs, 4To FocnoguH XyaH Tao, opuumanbHblil NpeacTaBuTeNb
komnanun Changzhou Sifary Medical Technology Co., Ltd, B Mmoem npucyTtctsun 17-oro mas
2021 r. nnyHO nognucan 4OKYMEHT Nnoj HasBaHMem «PyKOBOACTBO MO 3Kcnayarauum Ha
MeAUUMHCKOoe usgenue: Annapart 414 NoKannsauun annkanbHoro cy>xeHus E-PEX».

Hotapuyc: JTio YyHXoHT (nognucs)
Meuatb: Ohuc HoTapmyca r. YaHuxoy
. YaHuxoy, MpoBMHLUMA XXunaHrcy
KuTtaiickas HapogHas Pecny6nvka
24-oe mas 2021 .

JokymeHT Ne L 106295115
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MepeBof C aHINUIACKOTO A3blKa Ha PYCCKUIA A3bIK

HoTapuancHoe 3aBepeHune
(nepeBof)

(2021)SCCZZ Zi,Ne 6653

3assutens: Changzhou Sifary Medical Technology Co., Ltd

Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OgmumanbHbIii NpeacTaBuTens: XyaH Tao (Myx.), faTta poxaeHus - 14.04.1990. [OKYMEHT,
yaocToBepatowmii nnyHocTb Ne 320483199004146532

O6beKT HOTapManbHOro 3aBepeHuns: MoAnuch JOKYMeHTa

HacTtosawmm yaoctoBepsietcs, uto FocnognH XyaH Tao, opuumnanbHblil npeacTaBuTeNb
KoMmnaHun Changzhou Sifary Medical Technology Co., Ltd, B Moem npucyTcTBmun 17-0ro mas
2021 r. n(M4HO Nognucan LOKYMEHT Moj Ha3BaHMeM «PyKOBOACTBO MO 3KCnayatauum Ha
MeAuLMHCKOoe n3genve: Annapat 408 N10Kann3aunum annkanbHOro cyxenma E-PEX».

Hotapuyc: JTto YyHXOHT (nognucs)
MeyaTb: Odmc HoTapuyca r. HaHuwKoy
. YaHuxoy, MpoBMHLUKNA XKXunaHrcy
KuTaiickas HapogHasa Pecny6nmka
24-o0e mas 2021 T.

JokymeHT Ne L 106295124
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MepeBof C KNTAaiCKOro A3blKa Ha pycCcKUit A3bIK

HoTapuanbHoe 3aBepeHune
(2021)SCCZZ Zi,Ne 6654

3assutens: Changzhou Sifary Medical Technology Co., Ltd

Appec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OdgmumanbHbllii NnpeacTaBuTens: XyaH Tao (MyX.), gata poxaeHus - 14.04.1990, LOKYMEHT,
ygocToBepatowmii nmyHocTb Ne 320483199004146532

OO6beKT HOTapuanbHOro 3aBEPeHNs: COOTBETCTBME MepeBoa HOTapuarbHOro 3aBepeHus

HacToawmm y0CTOBEPAETCA, YTO MepeBo HoTapuanbHoro 3asepeHns (2021) SCCZZ Zi, Ne
6653 Ha aHTIMACKNIA A3bIK ABNSAETCA BEPHbIM U MOMHOCTLIO COOTBETCTBYET OPUTUHANIBHOMY
3aBepeHUI0 Ha KNTaliCKOM fi3blKe.

Hotapuyc: J1to YyHxoHT (nognuck)
Meuatb: Odhuc HoTapumyca r. HaHuxoy
. YaHwkoy, MNpoBuHUMA XunaHrcy
KuTalickas HapogHas Pecny6nunka
24-o0e maa 2021 .

JokymeHT Ne L 106295116
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MepeBos C aHIUNCKOTO0 A3blKa Ha PYCCKUM A3bIK

HoTapuanbHoe 3aBepeHmne
(nepeBop)

(2021) SCCZZZi,Ne 6654

3asBuTens: Changzhou Sifary Medical Technology Co., Ltd

Agpec: No. 99, Qingyang Road, Xuejia County, Xinbei District, Changzhou City
OdmumnanbHblil npeacTaBuTens: XyaH Tao (MyX.), aata poxaeHus - 14.04.1990, AOKYMEHT,
yAocTOBepatoWwmin nnyHocTb Ne 320483199004146532

O61beKT HOTapManbHOro 3aBEPeHNs: COOTBETCTBME NEPeBOa HOTapMasbHOro 3aBepeHuns

HacTtosawmm ygocToBepsieTcs, 4TO NepeBoj HoTapmansHoro 3asepeHus (2021) SCCZZ Zi, Ne
6653 Ha aHTINACKUIA A3bIK ABNSETCA BEPHbIM U MOHOCTLIO COOTBETCTBYET OPUTMHANbHOMY
3aBEPEHUI0 Ha KUTaliCKOM A3bIKe.

HoTtapuyc: Jlto YyHXoHT (nognuce)
Meyatb: Ouc HoTapuyca r. HaHwkoy
. HaHwkKoy, MpoBMHLMA XXKaHrcy
KuTaiickaa HapogHaa Pecny6nuka
24-0e masa 2021 .

JokymeHT Ne L 106295125
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MepeBos JAHHOIO TeKCTa C KN TAaNCKOro M aHrnicKoro A3blKOB BbIMOJIHEH NEPEBOAYNKOM
MaHKOBbIM AHAPE "BMMKTOPOBUYEM.

C

Poccuiickas ®egepauma

Mopop Mocksa.
BToporo vioHa ABe ThicAYY ABajLaTb NepBoro roja.
A, TllpokoweHkoBa EneHa  EBreHbeBHa, HoTapuyc ropoga  MOCKBHI,

CBUAETENbCTBYH MOAMMHHOCTL NOANWCYU NepeBogumKa MaHkoBa AHapes BukTopoBuya.

Mognuch caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb MOAMMCABLIENO AOKYMEHT YCTaHOBNEHA.
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