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Variant 4;
BEFORE USE 1. SelfyCheck Regular Blood Glucose Meter-1 pcs.
Dear User of SetfyCheck Regular Portable Blood Glucose Monitoring System {Blood Glucose Meter)! 2. User's Manual - 1 pcs.
Read ttiis User's Manual carefully before using the product. 3. Case-1 pcs.
Pay special attention to all warnings and precautions that are marked with A sign.
All elements of the System are designed, tested and checked for compatibility in such a way as to Variant 5:
ensure accurate results of measurementof blood glucose level. V SelfyCheck Regular Blood Glucose Meter —1 pcs.
A Useonly SelfyCheck Regular Test Strips and S*fyCheck Regular Control Solution for SelfyCheck 2. Sel*hedc Regular Test Strips (50 pcs. In a pack) - 1 pcs.
Regular Blood Glucose Meter. 3. Sel*Check Regular Low Control Solution —1 pcs.
Regularglycemic control allows ycHj and yourdoctortomonrtorthediabetesinabetterway. Due to the 4. Sel"Check Regular Norm Control Solubon —1 pcs.
small sae and simplicity of operation the System provides a possibility of self-monltonng of the Mood 5. SrfyCheck Regular High Control Solution -1 pcs.
glucose level anywhere and at any time. 6. Lancing device (with AST bp) -1 pcs.
Many pe“~le, performing the blood analysis themselves, find It useful to start with practising on the 7. SelfyCheck Lancets (10 pcs. In a pack) - 1 pcs.
control solution (see Section -CHECK OF SYSTEM OPERATION USING THE CONTROL SOLUTION"). 8. Use”s Manual —1 pcs.
Please contact the support service or place of purchase regarding the issues related to the use of 9. Case-1 pcs.
this device.
[PURPOSE
The medical device 'SelfyCheck Regular Portable Blood Glucose Monitonng System (Blood Glucose
Meter)' Is Intended to quantify the level of glucose for use as a support for monitoring glucose levels
In fresh capillary whole blood (taken from the finger, palm, forearm, upper arm) for self-tesbng by
(m edical device name" people with diabetes at home and at stay In clinical setbngs. The system Is not Intended to be used
. for treatment in relation to any symptoms or diseases or testing newborns. The measurement data is
SelfyCheck Regular Portable Blood Glucose Monitonng System (Blood Glucose Meter) (the 'System’, for reference only.
‘device’).
MEDICAL DEVICE COMPOSITION SYSTEM COMPONENTS
The medical device 'SelfyCheck Regular Portable Blood Glucose Monitoring System (Blood Glucose
Meter)' includes the following variants:
Blood glucose meter Control solutions
Variant 1: (with a battery)

1. SelfyCheck Regular Blood Glucose Meter-1 pcs.

2. Lancing device (with AST tip) - 1 pcs.

3. SelfyCheck Lancets (10 pcs. in a peck) —1 pcs.

4. User's Manual —1 pcs.

5. Case -1 pcs. Lancing device

y Sterile lancets - starting set
(with AST bp)

Variant 2: in the bag

1. SelfyCheck Regular Blood Glucose Meter-1 pcs.

2- Sel*Check Regular Test Strips (50 pcs. in a pack) -1 pcs.

3. Lancing device (with AST tip) - 1 pcs.

4. S"Check Lancets (10 pcs. Ina pack) -1 pcs.

5. User’s Manual - 1 pcs.

e. Case-1 pcs. Test strips - starbng set In
the container

Soft case for storage of the
System

Vanant 3:

1. SelfyCheck Regular Blood Glucose Meter-1 pcs.

2. Sel*heck Regular Test Stnps (50 pcs. Inap ~) -1 pcs.
3. Sel*Check Regular Norm Control Solution- 1 pcs.

4. Lancing device (with AST tip) - 1 pcs.

5. SelfyCheck Lancets <10 pcs. In a pack)- 1 pcs.

6. User's Manual -1 pcs.
7.Case-1 pcs.

(General view of the System
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TESTING PRINCIPLE

The device is intended for individual use.

SelfyCheck Regular Blood Glucose Meter as a part of the device is used together with SelfyCheck
Regular Test Strips from the starting set included in dewce components and with SelfyCheck Regular
Test Sthps purchased separately in the future.

In order to check the system operation it is necessary to use SelfyCheck Regular Control Solutions with
tow, normal and high concentration from the starting set included in device components, or purchase
them separately.

iancing device (with AST tip) (included in the device components or purchased separately) with
Installed stenie sin“edise SelfyCheck Lancet (included in the device components or purchased
separately) is used to phck the skin In the point of blood sampling.

For easy storage the device components are placed In the special case.

The device components include User's Manual to ensure correct use of the device, self-study and
learning of skill of seif-monitoring of blood glucose level.

Testing Principle

Determination of glucose in the blood sample is based on the measurement of electric current induced

by the reaction of glucose and enzyme on SelfyCheck Regular Test Strip.

After inserting the test stnp into the blood glucose meter test port the System is brought to the Wood

mwith the free end of the test strip. The Wood is automatically dravm into the absorbent hole

| the reaction takes place. The transient electric current is generated during reaction. The system
>the current strength value obtained during the reaction between the er"m e and glucose in the

Wood sample in the reaction cell of the test strip and calculates the concentration of blood glucose level

using the preset equation of the software built into the Wood glucose meter. The current strength value

depends on the blood glucose concentration, batch of test strips, operating voltage and temperature.

The result is shown on the display. The Wood sample for measurement of Wood glucose level can be

obtained notonly from the fingertip, but also from other body parts.

lINDICATIONS"
Main indications for usage of the medical device - diabetes mellitus type 1 and 2.

iCONTRAINDICAINbNS
There are rio absolute contraindications. There are use limitations.

The medical device "SelfyCheck Regular PortaWe Blood Glucose Monitoring System (Blood Glucose
Meter)' Is used in the endocrinology.

IPOTENTIAL USERS......... n

The device can be used fOr self-monitoring by people at home, as well es by health care professionals
for control of effectiveness of measures for self-monitoring of diabetes in patients of medical and
preventive treatment facilities.

The device can be used by lay users, who have read the User's Manual in advance, with various
physical and mental abilities not having special medical, scientific, and technical knowledge with regard
to the blood glucose level monitoring.

A The System is designed torexternal use (forin vitro diagnostics).
Itis not recoTniongeO to use the System in dry environment, especially with synthetic materials
(synthetic clothes, carpets, etc.).

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

It can lead to the damage by static discharge and. therefore, to the erroneous results
A 1t Is prohibited to use the System in close proximity to the sources of strong electromagnetic
radielion.
A Ifthe System is used at home, the measurementis performed only on the samples of fresh capillary
whole blood: in the medical institutions the healthcare profossionals can use the samples of fresh
capillary and venous whole blood.
A The System is notintended for use by persons with special needs on theirown (children under IS,
disabled persons, the elderty). Their usage ofthe device requires assistance and tiefp.
A The System is not designed for use in combination with other medical devices.

The System shall not be applied to patients Mth severe infections, malignant neo™asms, massive
oedema.
A The System is notintended for diagnosis of diabetes mellitus.

The System is notdesigned for measurement of Uood glucose levelin the new-born infants.

Possible factors of Impact on the results of analysis:
A The checked blood was squeezed out of finger by strong press and therefore contains the Interstitial
fluid.
A The shelf life of test strips has expired (shelf life Is 24 months from the date of manufacture or 6
months from the date of container opening).
A Test strips were stored at improper temperature (proper storage temperature: from +4*C to »40*C,
not more than 65% of relative humidity).
A Insufficient moisture protection of test strips.
A The sanitizer, used in the preliminary disinfection of the point of Wood sampling, has not completely
vaporized from the skin.
A The measurement was performed with unwashed hands.
A After washing the hands were notdry for further rr>easurement of Wood sugar level.
A The excessively high blood pressure can lead to the distortion and erroneously low measurement
results.
A Very high and very low hematocrit (lower than 35% or higher than 60%) can lead to the incorrect
results. Hematocrit value shall be within the range from 35% to 60%.
A The results can be Inaccurate in case of the patients with very low arterial Wood pressure or those
who are In shock.
A Endogenous substances, naturally present in the human body (bilirubin, uric add, glutathione,
thglycendes, other medicamental chemical compounds), as well as medidnal products do not have
a significant Impact on the results of blood glucose level measurement with a blood glucose meter if
normal concentrations are not exceeded or In case of standard therapeutic doses. High concentration
in Wood can affect the analysis results. It Is recommended to pay spedal attention to the interpretation
erfthese results. 3

In case of patients with impaired peripheral Wood drculation, Itis not recommended to cWilect the
Wood from alternative body parts, because the obtained readings can differ from actual Wood glucose
level. Such non-conformities can be observed in the following cases: In case of severe dehydration
as a result of diabetic ketoacidosis, hyperglycaemla due to the stress, hyperosmolar nonketotic coma,
shock, decompensated heartfeilure ofdass IV according to NYHA scale or peripheral arterial occlusive
disease. Measurement en-ors can lead to the incorrect Interpretations and thus to the serious health
consequences.

Some (clinical) slates, such as arterial hypotension, state of shock or ketoacidosis, can become the
reason of wrong results of measurement

A

rtirrin -sini -i-iTiin's
The device is intended for application in hospitals, ouloatient departments, medical institutions,
ambulance cars as well as at nome and in the field.
[APPLICATION PRECAUTIONV

A Itis necessary to foUow Nee instructions of the User's Manual when using the device.
A Read the manual and perform the dummy test before using the device for measurement of Wood
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glucose level. Perform all quality checks according to the manual.

A The test stnps shall be supplied and stored in the plastic container with tightly closed cover. The
container cover shall be tightly closed immediately after taking out onetest strip. Oo nottouch the strips
with wet or dirty hands.

A The lancets and test stnps are designed for single4jse, their re-use is prohibited and may cause
cross infection. If the previously used test strips are applied, ffte blood glucose meter displays the emor
message on the screen.

A Antiseptic rules shall be followed when usirrg the device. It Is necessary to wash hands with soap in
warm water or use wet disinfecting wipe and let the skin dry before use.

A Itis necessary to follow standard precautions virhen handling blood. All samples and matenals that
came in contact v/ith the patient are considered to be biohazardous, they shall be handled as potential
infection carriers.

The device contains small parts that may cause asphyxia and injuries in yourrg children In case of
Inhalation and swallowing. The device shall be kept out of the reach of children.

A The glucose meter shall rrot be exposed to the devices which gerrerate strong magnetic fields or
ionizing radiabon.

Do not remove the test strip from the test slot of the blood glucose meter during the analysis
A itis Inhibited to disassemble the body of the blood glucose meter on your own.

Do not apply high force on the body or drop the blood glucose meter.

A Do not use the blood glucose meter located on the cold or hot surface.

The user shall always have the spare battery In case of replacement.

Do not use the components which are not specified by the manufacturer.

Do not use the blood glucose meter in case ofimpmper operation or damage.

A\ In orderto extend the life time of the device it is necessary to ensure the proper service and periodic
testing using the control solution. If you are not sure that the measurements are accurate, contact the
support service or seller for help.

Use of this device in dry environment, especially in contact writh the synthetic materials (synthetic
clothes, carpets, etc.}, can lead to the electrostatic discharge which may damage the device, cause the
erroneous results and affect the accuracy of device operation.

It is prohibited to use the blood glucose meter with damaged body or damaged test stnps.

Self-measure(T>ent of blood glucose level does not replace the diagnosis by the doctor or
regular appolntrr>ents. Self-testing of blood glucose level shall be used only after receiving me
detailed instructions for monitoring and treatment of diabetes from me qualified medical specialist
(endocrinologisi).

Not to swallow of control solutton.

A Not to allow hit of control solution on skin or eyes in order to avoid irritation.
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IdESCRIPTION AND CHARACTERISTICS OF SYSTEM COMPONENTS'

SelfyCheck Regular Portable Blood Glucose Meter

Appearance

Front Panel

Back Panel

Battery Compartment Cover
Displ®

Main Button

SET Button (Setting Button)
Test Slot

Data Port Cover

DN A WNE

BLOOD GLUCOSE METER DISPLAY
1. Test Result.

2. Indication of rtormal / low / high result
3. Measurement Mode.

. EmorWamirig.

. Blood Drop S”*bd.

. Low-Battery Warning.

. Memory Access Mode.

. Measurement Units.

. Time / Date.

0. Alarm Symbol

P OONOUN
o9

SelfyCfteck Regular Portable Blood

.frucose Meter Model: TD-42S7 *

rsopree; CR2032 31/ LHhium battery
h mll 3. noiwrilnation
Memory: ﬁ%ﬁiﬂ?ﬂsms wim date and time
Extonrfoutput;

F\nz me type GOO"ucc«e oxidase)
taon«stine; 55.
Measurenwit urets: mA~dL ormmoll
frwn 1.1to .3 rrart® (frcm 2D to 600 mg«L)

(measwement interval); 0.1 mraoM (1 mg/du

05
JHematocrit levd;
power; 14.12MW
. Ditrensiare. 28.14 X103.43 X 15.1(10.3) mm
jw A7 t(wim battery): K)gi(15%}
;operating mode setting time; 5sec

W oTaiic detection of *pBcabdi ofme ssi*le
Autonafic ccHmtdovm ofreaction iiTe

Autom j» switch offafter 2 mnutes wim no aaivity
Warning of vidation of the temperature conditicne

AAIways use a special case for storage and transportation of the System.

A Avoid falling and heavy shocks of the blood glucose meter.

A Blood glucose meter shall not be exposed to the direct sunlightand high humidity.
A Consulfyourdoctorregarding the measurement unit usedin your therapy.
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Software Description

The control software used in the blood glucose meter is installed by the manufacturer in plant conditions.
The control software is an integral part of the glucose meter.

The role of software consists in monitoring of all device functions and prowsion of the diagnostics
irrformation. The main device functions include the following:

« blood glucose sensor for analysis of the blood glucose level value;

>temperature sensor for temperature measurement;

« keypress event for user input reading;

* LCDdrive for display of information on LCD parrel;

' communications interface for data transfer;

« memory recall for display of previous test results;

>the buzzer driver for switching on or off;

>the battery charge controller for charge determination and control;

« USB interface for data transfer.

The user controls the software by pressing 'set button” and "main button" or by insertion / removal of

the test strip. Thus, the user can change the parameters which control the buzzer, charge controller
and LCD.

PR S B
;

Program response time:

RAM ofn« more dan 1,024 B; ROM rrfrxtfmore th»i32KB
0,5s '
notmweBianO.i s

SoNeramv«nion: 2011.0308 Pbl OZ-QS
Data transfer shall be provided using USB cable

:Operamg Environment

: MicrocaitroBfflr TAIDCXIM0437
ROM capacity: 32W3yt®
'.Software name: TD-4287B

Software Verskm: 2011 0309 PM 0Z08

TAIDOC MD437

aDU: iy
ErLry rapacity: RAM of ROM o f» Kbytes
amer

SelfyCheck Regular Test Strips

Model: TTM308
Enzyme - Glucose oxidase 13%

Fmricyantde 39%

PotaNium [Aosphate 6%

Carboxym ett’l ceBuiose 42%

7,5X36.06 xdJ5|M3.2) mm

53.0 (+0.5)mm, 0 30.46 (+0.2" mm.

O .I7(i0«»)g.

50 pcs. in container: 24.8 g s 10%

0.5M |

florTTo0 1N
B3 f

. Spectflcadona

' Chemical ccidponeras;

Omensions of container:
ofonete«s ™:
Gross weight of rrontainer:
:Saire>tesiz».
Measurementunits:
j ReactiExi time:

Measurementrange: from 1,1 to 33.3 mmoW (from 20 to 600 mg/dL)
I"Analyle; Dsxtroglucose |
j e GOD (glucose ffidc”se)

24 mwrthe fiwn the date of manufactixe 0> 6 m«dAbstem |
»ie date of container |

Hematocrit ran”; 3i>-65%

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1.- The test strip consists of the following parts:

1. Absorbent Hole

Area of contact of the test strip and blood sample. In case of contact the
blood is absorbed automatically.

2. Confirmation Window

The filling of the window confirms that there Is enough blood for analysis.
3. Test Strip Handle

Area for holding the test strip when inserting into the test slot.

4. Contact Bars

Area of contact of the test slot and test strip. In case of test strip insertion
into the test slot the blood glucose meter will switch on automatically.

A The teststrip shallbe inserted firmly until it will go no further with front side feeing up.

A If confacf bars are not fully inserted into the blood glucose meter, the test result can be incorreci.

A The test strips shall be used within 6 months from the date offirst openir\g of the container (but nof
later than 24 month from the date of manufeetore/ It Is necessary to record the date of first opening of
the containeron its label.

A The containershallbe Oghtly closed immediately after taking outa test strip.

A Toueft the test strip only vdth clean and dry hands. Use each test strip immediately after takingit out
ofthe confarner.

A Do nofuse the test strip after expiration of the shelflife. It can lead to the incorrect results.

A Do notbend, cutoralter the test strip.

Test strips are produced in two forms of release:

1) SeftyCheck Regular Test Strips - with opening control;

2) Sel*heck Regular Test Strips - without opening control.

SelfyCheck Regular Control Solutions

SelfyCheck Regular Low Control Solution (Low)............... TD-4910
Sel*hed< Regular Norm Control St*ution (Noim) TD4911
Set*heck Regtflar High Control Solution (High) T(>4912

Aml ceeem

; Nominal vial voliane; o e s n
58.2(+0.6) mm 0 17.6 (151.35) irwn

Vial dimensions;

Cornposition:

A Do rrof use control solution afterthe expiration date or 3 months after the initial opening of the wat.
Write the caning date on the controt solution vial and discard the remaining solution after 3 months.
A tfis recommended to perform the control solution test at the temperature from 20'C to 25 C and
relative humidity from 30% to 85%. Make sure thatthe control sc*ution. blood glucose meter and test
strips are within the specified temperature range before testing.

A Shake the vial betbre use. To avoid bubbles do not shake the vials too vigorously.

Lancing Device (witn AST Tip)

The lancing dev'ce is used m comDmation with the lancet to reduce the sense of discomfort due to the
puncture of the skin wTien obtaining the blood sample.

The lancing device Is designed so that the fixed lancet Is fully hidden under the cap. Due to the
compression of the extended spring (activated using the push-button) the lancet needle punctures the
skin, and then the spring rrwves back to the Initial position with the lancet needle coming back under
the lancing device cap.
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Ejector Body-
Lancet holder
Tip
" Ruirg (only for AST)
Fixing mechanism indicator

The device provides six optiohs in terms of depth of skin puncture;

Not deep

I I I Deep

LU SoSrdOvslra®

The ionger the indicator iine Nee deeper the puncture.

i (WithAST Tip)

Cocldr” cwifioi sprite force:

6.0 H+ 40%

+10%

i im actlen«T/\ flnpact «vthe lancet): 4S']y'+
. 16. t 15% .
S)%bz‘ y lia7saatm)xi7. 3

SelfyCheck Lancets

Dimwisions ofone l«Kat, mm:'

The lancets are designed for skin puncture for the purpose of oOtaining the
Mood sample. Usuaily they are used in combination with the lancing device
to reduce the sense of discomfort during skin puncture.

SelfyCheck iancet is a sharpened needie made of high quality stainless steel
SUS304 enclosed in the piastic body. The protective cap of the lancet is a
steriie barrier and shaii be removed from the needie point oniy after fixation
of frre iancet in the iancing device hoider sioL

Lew”crfthebody wWiprotec6vecapon32.0(+1.5)mm
L en” ofthe exposed part ofthe neecNe 3.2(+b.3) mm.

:NeerSe gauge: 30r3/0.3 rr»n

NetvreigM. g: 0.4 g+ 5%.
AGrossw MCIOp~rXg: . .

Roughness: Ranotmore than 0.8 pm
iHartttin' atleast AKIW e, swscomy > Xr -i
Sterilisation: cobaft-60y-radiatlwi " _
ISterilisatend o s e - x 18.7Wy ‘o

NielfBfeof lancets; 5yeas aftermdiaeon”rifoatlon

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

It is Nee rectanguiar box with a zip-fastener, sewed in the sides. Outside the
case there is a soft eye for verticai fastening to the clothes belt.

Dimensions of the case zipped up, 160 x100 x30 (t5) mm.

The case protects the device from the damages, scratches, dirt, dust, ingress
of moisture, severe shocks. The zip-fastener runs along three sides and
allows for full opening of the case. The case ensures the space effective
storage of the f System components.

Black
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jpgIRATIiOM

COMMISSIONING

Before the first use of the blood glucose meter or after replacement of the battery the settings specified
below shall be checked or changed.

Press 'SET button on the switched off device (without inserted test sinp).

Setting the Date
Procedure of date setting; YEAR — MONTH -* DAY.

-rc /3

When the year is flashing
press the mam button until the
required digits appear. Press
“SET.

R R 1r

When the month is flashing
press the main button urftil the
required digit appears. Press
'Sir.

When the date is flashing press
the main button until the correct
day appears. Press 'SEF.

Setting the Time Format
Press the main button to select the required timeformaf-12hor 24 h. Press'SEr.

A A\ 14h.

Setting the Time

When the hour is flashing press the rain When the minutes are flashirig press the main
EUSIEP until the required digits appear. Press button until the required digits appear. Press
. uSEr.

mly uD* g g g1\

Setting the Measurement Units
Press the rr«in button to switch between mg/dL and mmol/l modes. Press ‘SEr.

nytt

OnfOff Sound Signal
Press the main button to select between mOn’ and “Off* modes. Press ‘SEr.

=0
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Memory Clearance

VMien “DEL” and *B ]* symbols are displayed, press the main button, select “no’ to save the results to

the device memory, then press 'SET',
Todelete all results from the device memory press the main button vrhen “Yes' and 'w
then press 'SET,

are displayed,

Setting the Reminder Alarms

The device has four sound reminder alarms. The screen vrill display “OFF', “A L f and 'S . If you do
not wantto set an alarm, press “SET button to skip this step, or select 'On' and press the main button
to continue the setting procedure.

With the hours flashing in sequence press the main button to select the desired time. Press ‘SET
button to finish.

VAth the minutes flashing in sequence press the main button to select the desired time. Press ‘SEF
button to go to the next alarm setting.

In the setting mode the glucose meter will switch off automatically after 2 minutes with rio activity.

A These parameters can be changed ONLY in the setting mode.
A SelfyCheck Regular Blood Glucose Meter shall be used only with SelfyCheck Regular Test Strips.
The use of other test strips can lead to the incorrect results.

CHECK OF SYSTEM OPERATIOH
USING THE CONTROL SOLU710W

It Is recommended to perform the Independent check of the joint op>eration of the blood glucose meter
and test strip using SelfyCheck Regular Control Solution (supplied In the stating set). The control
solution Is put Irtto the vial with the seal cap.

The \nalwith ‘Low* marking is required for check and display of the low glucose level: the vial with
‘Norm’ marking is required for check and display of rtormal glucose level: the vial with 'High' marking
is required for check and display of high glucose level.

The permissible range of results for control solution test Is specified on the test strips container. Such
diagnostics shall be performed regularly in order to obtain the accurate results.

The control solution test shall be petfomied:

« ifyou suspect that the blood glucose meter or test strips work improperly:

« If your blood glucose test results are not consistent with how you feel, or if you think the results are
not accurate:

« for practising foe testing process:

« if you have dropped or think you may have damaged the device.

Performing a Control Solution Test
For performance o' a control solution test you will need:
‘ blood glucose meter
« test strips
« control solution

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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f.Inseit atest strip
Insert the test strip into the test slot with the contact bars end first and facing up. The blood
glucose meter will switch on automatically and display '4‘ symbol:

T

2. Mark a Control Solution Test

Press the mam button to mark the control 8olulion test. The test results are not saved in the memory
if QC'symbol is displayed. If you do notwant to perform the control solution test, press the main
button again and ‘Q C symbol will disappear.

A When performing the control solution test itis necessary to switch to "QC” mode to ensure
that the resultis not savedin the device memory together with blood test results. Otherwise,
the results of blood glucose level test will be maed with the conlrbl sckution test results in
the device rrtemory.

S.Apply Control Solution

Turn the closed viai over several times (do not shake) before
opening. The drop of the control solution shall be applied
to the dean vial cap: then the test sthp. Inserted into the
blood glucose meter, shall be brought to the drop. Once the
absorbent hole of the test strip touches the drop of the control
solution, the drop will be drawn In automatically.

A To avoid contamination of the control solution, do not
apply the solution arectly to the lest strip.

4. Read and Checkthe Result

The confirmation window of the test strip will be filled In case of sufficient sample size: after that the
blood glucose meter wiH produce a sound signal and start the test After the end ofthe counidown from
5 to 0, the test result with the control solution will appear on the display. Compare the result with the
range indicated on the test strip container. The result must be within this range.

Ifthe result Is outside the specified range

If the repeated test results continue to fall outside the range specified on the container, the device can
work or be used improperly, or the blood glucose meter and test strips can be incompatible.
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DO NOT USE this totIbr testing of a blood sample. Contact the support service or place of purchase

for help.

A The control solution test range printed on the test strip containeris intended onfy forassessment of
the control solution lestresults. This range is not a recommendaf/bn for Woodglucose level.

PERFORMANCE OF BLOOD SAMPLE TEST
For performance of the test you will need:
« SelfyCheck Regular Blood Glucose Meter

« Set"Check Regular Test Strips

* Set"beck Regular Control Solutions (Low, Norm, High) For Control Solutions Test

« Lancing device (with AST tip)
« SelfyCheck Lancets.

A Complete setofthe System is spedhed on the package. System components that can be purchased
addWonalty: SelfyCheck Regular Test Strips

To reduce the risk of Infection:
A Nevershare a lancetorthe lancing device vrith otherpeople:
AAlways use r>ewsfenJe larKet. Lancets are forsingle use only;
A Avoid getting lotions, oils, dirt and debris inside or on the lancets and the lancing device.

1. Setting up the Lancing Device for Blood Testing

1. Turn the lancing device cap and 2. Insert the lancet into the lancet 3. Remove the protechve
holder and press It in order to fix it cap from the lanceL

remove it by pulling it up.

4. Put the device cap beck and
turn it until clicking sound to fix
it (see figure).

The cap Is fixed if the fixing
indicator is In the extreme right
position.

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

firmly.

5. Hold the cap and choose
the puncture depth turning the
adjustable Gpin any direction so
that the arrow on the cap points
at the required puncture depth.

Hold the devioe by
the housing and
notby the cap.

6. Pull by the slope adjustment
area until dick, When the device
is ready for use the release
button colour will be changed.

If you did not hear the dick
possibly the device jammed
before the lancet Bxation.
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2. Insen the Test Stnp into the Blood Glucose Meter to Switch It On

Wait for symbol to appear on the display.

The device has four measurement modes Gen (rto show), AC, PC and QC.

CONUmMONSPORUSTr
Gen (no showl any time of day. without regard to timing of food irxiestion
AC e hours before meals minimum
PC 2 hours after a meal
QC diagnostics using the control solution

The switching between the modes is performed in the following way:
1. Insertthe test stlrip into the switched off device to switch it on. The flashing symbol =4"wB

appear on the display.

2. Press the main button to switch the modes General, AC, PC and QC.
. AC A

mmm ° Y

Obtaining the Blood Sample

Preparation of the Puncture Site

Stimulating blood circulation has a significant Impact on the quality of the obtained result of blood
glucose level measurement; to do so rub the puncture site before blood draw. The value of the glucose
level in the blood collected from the site that has not been rubbed preliminarily differs essentially from
the value of glucose level In the blood collected from the finger. Rubbing the purtcture site before the
blood draw allows for significant reduction of this difference.

Please follow the Instructions below before collecting a drop of blood:

A wash and dryyour hands before starting the procedure:
Selectthe puncture site at firrgertip or on otherpart ofthe body;
Rub the puncture site for about Zd)seconds before penefrsffon,’

A Clean the puncture site using disinfecting wipe and let the skin dry;

Blood Drawing from the Finger

1) Puncture the finger

Press the lancing device tip to the lower part of the finger

pad tightly.

Press the release button to prick your finger. Then a dick

indicates thatthe puncture is complete.
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2) Remove the device from the puncture site.

Use the lancing device to prick the skin. After the puncture completion
remove the first blood drop using clean cotton. It is necessary to obtain
not less than 0.5 pi of blood sample. Press to the puncture site carefully
to collectanother blood drc”. Be careful in order NOT to smear the Wood
sample.

A Choose a dtffiwenf spot each time you perform a test. Repeated punctures at the same spot may
cause pain feelings and calluses.
A Consultthe doctor before ccdlecting the blood from the alternative sites.

5. Apply the Blood Sample

Touch the drop of blood with the absorbent hole
ofthe test stnp, holditTg the test stnp at an angle.
The control window of the lest strip will be filled
In case of sufficient blood sample.

rb DO NOT REMOVE the finger until you hearthe sound signal.

A Do notpress the puncture site fo the test strip and do not smearthe blood.

A Ifyou do not apply the blood sample to the test strip nlUn 2 minutes, the dewce will switch off
automatically. To starta new measurement remove and replace the test strip.

A The blood shall comptefety fill the confirmation window to start the countdown. DO NOT try to add
more blood to the lest strip after the first drop is absorbed. Remove the used test strip and repeat the
measurement using new test strip.

A ffyou have trouble filling the contirmation window, consultyourdoctoror support service.

6. Reading of Result

The result of blood glucose lest will be saved to the device memory automabcally (100 mg/dL =
5.5 mmot/l).

fan®©
(MnT By
J

A severe dehydration and excessive water loss can lead to the readings which are lower than the
aptual values. Immediately contactyourdoctorin case ofsuspicion ofsevere dehydration.

Ifthe blood glucose levelreadings are lowerorhigherthan the normal value, and the corresponding
symptoms ofthe disease are ebsertf, repeat the test first. Follow the recommendations ofyour doctor
in case of symptoms or If the repeated tests continue to show the results which are lower or higher
than the normal value.

A To measure the blood glucose level use only fresh whole blood samples. In case of use of other
umples the results will be incorrect.

A Contactyourdoctorifyou have the symptorns that cfe rtof correspond fo fhe test resu/te and soC/ecf
to adherence to the instructions provided in this Manual.
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The System allows obtaining a result equivalent to the value for blood plasma.

*"liw measuremerif

Fa.slinn and hefnrp mpal
2 hours after a meal

< 100 mo/dl (5.6 mmol/li
< 140 ma/dl (7.8 mmol/h

Blood or plasma glucose concentration level can be expressed in units of weight (mg/dl) or molar
concentration (mmol/l). Principle ofapproximate conversion of mg/tH value to mmol/l value is as follows:

For example, 1.120 mg/dl *18 = 6.6 mmoM;
2.7.2 mmol/l * 18 = 129 mg/dl
(conversion results are approximate).

mgroi oivroe by 1B = mmoin
mmol/l multiply by 18 =mgl/a

7, Disposal of Used Materials

Removal of the used test strip
Remove the test stnp, the blood glucose meter win switch off automatically.

Removal of the used lancet

1) Twist off the device cap and
remove the lancet. Dispose the
used lancet fotlowing precautions:
put the lancet protective cap on a
hard surface and insert the usei
needle Init.

2. In order to remove the
used lancet move the
ejector forward. Dispose
the used lancet according
to the regulations of local
legislation.

A Used lancets and test-strips are coris/dered b/d/iazardous waste. Dispose of the used lancet
according to the regulations ofthe loc” legislation.
A usea transparenttip forblood draw from altomalive sites (not from the fingerpad).

BLOOD DRAW FROM THE ALTERNATIVE Sfre

You can perform the analysis of blood sample coliected from the altemabve sites.
Thera are limitations in terms ofpossibility of blood draw from the alternative sites. Please consult
your doctor before using this method.

Replace the lancing device cap virith the transparent cap
for blood draw from the alternative sites (AST). Pull the
cocking control backwards until it clicks. When pricking
the forearm, upper arm or hand avoid the places with
prominent veins to prevent the excessive bleeding.

When should the method of blood draw from the alternative sites be used?

Dietary habits, treatment, physical activity level or stress and diseases may influence the blood glucose
level. Capillary blood In fingertips reflects such changes faster than blood in other parts of the body.
Therefore, only the blood samples from fingers shall be used when measunng the blood glucose
level during or immediately after a meal, exercise or any other actions or events.

We strongty recommend to pwform the blood draw from the alternative sites ONLY under the following
conditions:

« Before a meal or on an empty stomach (not eartiar than 2 hours after the last meal).
« Not earlier than 2 hours after the insulin administration.
« Not earlier than 2 hours after physical exercise.
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« The result of blood glucose level measurementfrom the alternative sites does not correspond to

your state of health.
* The results of your ordinary checks are subject to fluctuations.

Alttrndtive bites, tot the- blood draw.

Lfibg.

2. pair p.
3-forearm  fc
4. upper erm

The device stores last 150 results of blood glucose level measurements with irtdication of date and
time. To view the results saved in the device memory start with the switched off device.

1. Activation of Memory Access Mode

Press the mam button twice on the switched off device. 'lIT"
symbol and first result displayed on the screen will appear - last
measurement result with a date, time and measurement mode.

In case of the first use of the device and after deleting the

measurement results symbol vrill be displayed; It means that
there are no stored results.

2. Viewing the Stored Measurement Results

IV

Press the mam button to view last 150 results saved in the memory in sequence.

mn 1
[ n I [M] n

(Dno  t0no
) ,

o * Moo fig)
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3. Exiting the Memory Access Mode

After display of the last measurement result press the main button again.
The blood glucose meter will switch off after the 'End" symbol Is displayed.

Enc/ y

A lIn orderto exitthe memory access mode at any bme. press and hold the main button for 3 seconds
ordo notpress any buttons for 2 minutes. The blood glucose meter will switch offautomatically.

A If the device memory is filled, the very first meesurerrtenl result wil be automaticelly deleted and
retraced by new one.

IdATA TRANSFER

You can connect the device to the PC using standard minl-USB cable to view the measurement results
using special software - Sel*Check Diabetes Management System. Contact the customer support
service or seller for assistance to obtain the information on SetfyCheck Diabetes Management System
software and to purchase a minl4JSB.

Installation of Software and Connection to PC using the Cable

SelfyCheck Diabetes Management System Software can be downloaded here:
http://www.geropharm.ni/8elfychecluip.

SetfyCheck Diabetes Management System Software User’s Manual can be downloaded here:
http://www.geropharm.ru/appmanual.zip.

Connection to Personal Computer

Connect the minMJSB cable to USB port of your PC.

Connect the second end of minPUSB cable to the data port of
blood glucose meter, with blood glucose meter switched off.
'USb' symbol will appear on the display of the blood glucose
meter, Indicating the transition to the data transfer mode.

It is Impossible to perform the blood glucose level test while the
Uood glucose meter Is connected to PC.

Precision shall correspond to the requirements of ISO 15197:2015 standard:

1 5% ;1 * 0.28 tTedAN (5 my/dl)

The System has acceptable Intermediate precision and reproducibility with the value of coefficient of
variation lower than S% for each concentration level lower than 100 mg/dL and the standard deviation
value within 5 mg/dL for each concentration level lower than 100 mg/dL.
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The linearity of trie System corresponds to the acceptance criteria within the measured range of
concentration from 20 to 600 mg/dL.

The System accuracy shall correspond to the requirements of IS 015107:2015 standard-
«for glucose concentration <5.55 mmoU (< 100 mg/dl):
95% of results Shall be within + 0.83 mmol/l (+ 15 mg/dl).
«for glucose concentration ofi 5.55 mmol/l (2 100 mg/dl):
95% Of results shall be within + 15%.
*99% of measured values of glucose shall be vrithin A and B zones of Consensus Error Grid.

I INFLUENCING VALUES"

Hematocrit level
Hematocrit range: 30-55%

Result

Substances and concentrafions exceeding the permissible limit and causing the interference:

Maidmum permissible

Substance concentration (mg/dl) conteralBrang®™Ypper
lindt) (ma/dl)
Acetaminor'hep 'Paracetamoli >6.25 0 45-3
Ascorbic ac.o I'Vitamm ¢ >5 2
Docamine > 125 003
Levoooca > 4 002-0 26
Metc.ioopa >125 01-05
Peojced ouiam.o'ie > 30 24 25-32 2
Tjiazam ae > 125 2-25
U'IC dCid > 10 2-8
Galactose > 250 <5
Ma-iPiose >250 115
Haemcaicc n ihp~c,I*6ib netnodi > 100 25
LipfeTiic samples itriaucer desi > 3000 30-300

Substances and concentrations causinc the interference:

MaslWwn)permsSfSA

Substance A
concentration (mg/dl)

draw tube (mg/dl)
Sodium fluoride.'polassium oxalate <260/200 250/200

Compounds that can lead to increase of results of blood glucose level measurement within the
therapeutic concentration range:

Substance Tested concentration Therapeutic range (orupper 1
(mg/dl) limitHmg/dl) |
Pralidoxime >5 -10

(the dose for intravenous
artminiRtratinn is -5MTImn\
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MATERIALS FOR MANUFACTURE OF DEVICE

CONTACT SURFACES

The components of animal origin are not used in the manufacture of the device. The device does not
contain substances that can be considered as dmgs or pharmaceuticals. Materials of biological origin
intended for recycling and re4ise are not used In the dewce.
The blood glucose meter, test strips, control solutions, lancing device, lancets, storage case are in
contact with the skin surface (fingers, palm, wrist) for a shortlime when in use.
The lest strips, lancing device and lancets are In contact with a damaged skin (fingers).
The lancets are in transient intrusive contact with internal environment of the body. The period of
contiriuous contact is less than 1 sec. The lancets are sterile, apyrogenic, non-toxic.

I MARKING j

Marking of Nee consumer package of the system contains the following information: name,
trademark, compleleness, name and address of the manufacturer, address and contact information
of the authorized representative, 'In vitro diagnostics medical device' symbol, "Prevent exposure to
sunlighf symbol; 'Protect from moisture' symbol: 'Temperature range' symbol; ‘Warning! Refer to
the User's ManuaP symbol; device bar code; summarized information on the possibilities and
technical parameters of the device; unique serial number of device; shelf life; MAnumber and date.
Marking of the body of blood glucose meter contains the following information: name, model,
trademark, name and address of the manufacturer, serial number; QR code; internal label code;
*Warning] Referto the User's Manual' symbol; "Referto the User's Manual' symbol, ‘In vitro diagnostics
medical device' symbol; '‘Direct cumenr symbol, CE conformance mark, battery parameters.

Marking of the body of test strips container includes the following information: name, model,
trademark, name and address ofthe manufacturer, name and address ofthe authorized representative,
hot line, serial number, place for indication of the date of opening, number of the test strips in the
package, 'Warning! Refer to the User's Manual' symbol; "Use by' symbol (in YYYY-MM format), ‘In
vitro diagnostics medical device' symbol. Temperature range' symbol; '"Humidity range’ symbol, ' Re-
use is forbidden' symbol; range for qualitative interpretation of the measured values in mmol/l and mg/
dL (low, nonnal, high level) for the control solution (in the form of the table); 'Use only with S*fyCheck
Regular glucose meter and SelfyCheck Regular Control Solutions' inscripbon; 'Use writhin 6 months
after the first opening' inscription: ' Do not freeze" inscriptiwi; internal label code; MA date and number;
opening control (strip, glued to container for strips cover)- depending on the release form.

Marking of the control solution vial contains the following Information: name, model, trademark,
name and address of the manufacturer, serial number, place for indication of the date of opening®
number of the test strips in the package, 'Vifeming! Refer to the User's Manual' symbol; 'Use by"
syrrfool (in YYYY-MM format), 'In vitro diagnostics medical device' symbol. Temperature range’
symbol; ‘Humidity range' symbol, ‘Re-use Is forbidden’ symbol; range for qualitative interpretation of
the measured values in mmol/l and mg/dl (low, nonnal, high level) for the control solution (in the fomi
of the table); "Use only with SelfyCheck Regular glucose meter and SelfyCheck Pepgblar Test strips'
inscription; 'Use within 8 months after the first opening’ inscription; "Do notfreeze’ inscription; internal
label code; MA date and number.

Marking of the lancet package (bag) contains the following information; device name and
designation; model, name, trademark, address of the manufacturer and manufacturing facility; serial
number; number of devices per package: indication of the needle gauge 30G/0.3 mm; ‘Warning! Refer
to the User's Manual' symbol; 'Radiation sterilisation' symbol; 'Use by" symbol (in YYYY-MM format);
‘Re-use Isforbidden’ symbol; CE quality mark; internal label code; MA date and number.
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Symboie Used In the Device Marking

B( 1 In vitro diagnostics medical device wl Manufacturer Code 1 2 3 4 5 6 7
ClLLl Referto the User's Manual ISN|  Serial number
Description Producn.ior? year Month Date T - for identificellon of lancets
. Temperature range rmsn  Batch code (2 taat digris in 00-99) 01-12 01-31 with tMiat-ofl cap
n Best before O Humidity range Exernple 1 5 2 3 T
A Warning! Refer to the User's Manual )K eDolifoonignvtmh electncal and electronic
o MAINTENANCE
wTaT "Radlabon sterilisation' symbol G o123 CE marking

(lancet use only)
The blood glucose meter set includes one CR2032 3V lithium battery.

[principle OF CODINGOF SY "M COMPONENTS LOTS Low Battery Level
The analyser will display one of the messages listed below as an alert on the low level of electho
Blood glucose meter charge of the battery:

The symbol appears on the display together with other
messages: The device Is functional and the results remain accurate,
butthe battery shall be changed.

10111312 13114 16

Year of
Model Act hof
Description version manuneture Month of Model
15A. 25B et Oast 2 digits manufacture version A . .
- 2>B.ete. 00-B9) The ~C 3t symbol Is displayed with E-b and”: The
— power is not sufficient to perform a diagnostics. Please, replace the
battery.
Example 0O 0O 0 0 1 6
Battery Changing
1. To change the battery, make sure that the blood glucose meter Is sv/ltched off.
2. Pull the edge of the battery compartment cover and open it.
3. Remove the old battery and replace it with new 1.5 VAAA alkaline battery.
4. Close the battery compartment. In case of correct installabon of the battery, you will hear the sound
Production year Date A %“::a signal.
Descriptior (2 last digits In  Month of manufecture B: 2$p CS' Category code A Battery changing does nota f”~ the measwremenf results stored in the device memory.
00-99) AL 01-31 Ci < zcs' As with all small parts, the battery shall be keptaway from children. If swallowed, immediately seek

medical assistance.

, A Batteries mayleak chemicalsif unused hralong lime. Remove the battery for the hold time if the use
Ezenwte 1D 1 B ofthe blood glucose meteris notreguired hr a long period (hr example, 3 months or more).

1: T-Taoyuan (Place of manufacture) Dispose the battery accorxSng to local legislation.

2; D - test strip with carbon electrode

6: Lot number (daily) (No. 1,2)

1 1Category code (A~Z, 0-9), in the absence of code —0

Control solutions

Code 1 2 3 4 1 5 6 7 1 a

Production year

otiscriptlori Modd i
iscriptioni e dentiftcatkon code oc (2laat dugsin - Month L ber
version - Al
DO-99)
Exampie R A A H 2 A 0 !

Code! Colourcode: Y (yellow)- SelfyCheck Regular Low (low level)
G (green) - Self*heck Regular Norm (normal level)
R (red) - SelfyCheck Regular High (high level)
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S'flifIBOLS USED BY THE SYSTEM FOR ERROR MESSAGE,
TROUBLESHOOTING

The symbols used by the system for error message are provided below. If the error symbol appears on
the blood glucose meter display, follow the instructions specified In the table below. If Itis Impossible to
fix the problem, please contact the customer support service for assistance.

SYMBOL

LO

IError Messages

SYMBOL
E_b "

<<|u/ 4

E-b A
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MEANING

<20 mg/dl (1.1 mmol/)

20-69 mg/dl (1.1-3.8 TThI/1)

Ac PC General
# f
70-129 mg/dl 70-179 mg/dl 70-119 mgy/dl
(3.B-7.1 mmolll) (3.8-9.9 TT01N1) (3.8-6.6 TTO1/1)
”f : General
130-239 mg/dl 160-239 mg/dl 120-239 mg/d!

(7.2-13.2 TT01N)

(1P-13.2 mmoM)

(6.6-13.2 TTbIN)

£240 mg/dl (13.3 mmoH)

> 600 mg/dl (33.3 TT01/1)

MEANING

Insufficient capacity of the
battery

Used test strip is Inserted

Airtemperature is above/below
the system operation range

WHAT TO DO

R”"lace the battery immediately

Repeat the measurement with'
new test strip

The system operates at the
temp«trture from 10*C to

40*C. R ™ a't the measurement
when the temperature of blood
glucose meter and test strip Is
within the specified range

Black
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In case of doubts regarding the obtained results, please referto the Instriictions for use of test strips.

jTROUBLESHOOTING

1. Ifthe meter does not display the message after inserting a test strip

POSSIBLE CAUSE WHAT TO DO
Low battery Replace the battery

Test strip Is inserted Incorrectly or incompletely Insert the test strip Into the device with contact

bars end first and facing up
Defective meter or test strips Please contact the support service
2. The test does not start after Inserting a test strip with blood sample

POSSIBLE CAUSE

Insufficient blood sample

WHATTO DO

Repeat the measurement using new test strip and
la r™ volume of blood sample

Defective test strip Repeat the measurement using new test strip

The blood sample is applied after automatic Repeat the measurement usirrg new test stnp
switch>otf (2 minutes after last action of the user) Apply the sample only when 'A* symbol ap”ars
on the screen

Defective blood glucose meter Please contact the support service
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3. Results of control solution test are out of the specified range
SAFETY INFORMATION
The manufacturer does not guarantee the correct operation of SeffyCheck Regular Blood Glucose
POSSIBLE CAUSE WHAT TO DO Meter in case of use of any test strips other than SelfyChecK Regular Test Strips. Use of other test
Error when performing the test Read Instructions thoroughly and repeat the test strips with SetfyCheck Regular Blood Glucose Meter can lead to the erroneous results.
The device cannot be used until it has been tested with the SetfyCheck Regular Control Solution and
Control solution vial was poorly shaken Shake the control solution vial properly and repeat the results obtained with lhe_tes_t are ynthln the requred range. . . .
the test To prevent the cross contamination it is not recommended that multiple people use orre lancing device.
It is prohibited to use the lancet previously used by other person. In order to avoid infection use a new
. . ) ) stenie lancet each time.
Ex(xred or contaminated control solution Check the expiry date of the control solution. Any items that come in contact with blood, even after treatment, can be sources of vector-borne viral
infections-
Control solution is too warm or too cold Control solution, blood glucose meter and test
strips shall be stored at the room temperature
from 20'C to 25'C before testing
IREQUIREMENTS FOR ENVIRONMENT PROTACnON n

Defective test strip Repeat the test using new test strip
The medical device is safe and does not affectthe environment

. . Potential biohazard: doctors or people wfw use this product for analysis for several patients should be

Blood glucose meter malfunction Please contact the support service P :
aware that any items that come in contactwth blood, even after treatment, can be sources of vector-

borne viral Infections.
The product does not generate its own energy and does not absorb the user's energy. The product Is
not toxic at room temperature, does not release toxic substances into the environment, does not have
any harmful effect on the human body through direct contact.
The product does not contain liquid and gaseous components In its composition.

Malfunction of blood glucose meter with test strip  Please contact the support service

lg UAUTY STANDARDS |

The device corresponds to the international standards: IEC 62366:2007, BS EN 62366:2008, IEC
60601-1-6: 2010, IEC 60601-1-11:2015, ISO 14971, IEC 62366-1:2015, EN ISO 15197 2015 1SO
23640: 2011, EN ISO 17511. EN 13532:2002, EN ISO 15223-1-2014, GOST ISO 11137-2-2011 EN
ISO 18113-4:15, EN ISO 18113-5, EN ISO 13465, CE MOD (93/42/EEC), GOST IEC 61010-1-2014
GOST IEC 61010-2-101-2013, I[EC 61326-1.

fSTCRIUTY.I

The device components, except for lancets, are supplied non-st*le. The lancets are supplied sterile.
Sterilisation method: radiation (coball-60y-raalalton). Sterilisation dose is 16.7 kGy.

|IME-mODSAND»fIEANSOFCLEAN»NG ~ " [

Itis expected that daily cleaning of the external surfaces of the blood glucose meter, lancing device,
storage case will be performed In case of contaminations.

Blood Glucose Meter

Oeaning. the external surface of the blood glucose meter shall be cleaned using a doth wetted with'
main water or mild detergentand wiped with a soft dry cloth; the device shall not be rinsed under water
or cleaned using the organic solvents.

Disintection: in case of individual use at home disinfection is not required;

Lancing Device

Cleaning-, the lancing device is cleaned using mild soap and water; the device shall not be rinsed under
water or washed in a dish washer or using detergents.

Disinfyction: in case of individual use at home disinfection is not required;

Test strips and lancets are for single use only, therefore their disinfection ar>d cleaning is not provided.
For control solutions deaning or disinfection is not required.
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Glucose Meter
SetfyCheck Regular Test Strips

SetfyCheck  Reguler  Control
Solutions (Low, Norm, High)

Lancing device
(with AST tip)

SeltyCheck lancets

From 4'C to 40'C, not more than 85% of relative humidity.
Store only in original container, do not change the package.
Store m cool and dry place.

Avoid the exposure to the direct sunlight and heat

Do not freeze.

Keep the container with test strips away from the children.

From 2*C to 30*C, relabve humidity from 30% to 85%.
Store the control solution in the tightly closed vial.
Do not freeze.

From -10'C to 50*C, not more than 95% of relative humidity.

From -20*C to SO'C, not more than 95% of relative humidity.

storage CondWona for Kits (Complete Sets)

Set
Version 1
Version 2
Version 3
Version 4

Versions

Guaranteed Storage Life

Guaranteed storage life ('Use b/*) shall be specified on the package of the sets and accessories for

each element of the set.

Storage condmons
From-10*C to 50*C, not more than 95% of relative humidity
From 4*C to 40*C, not more than 85% of relative humidity
From 2*C to 30*C, not more than 85% of relative humidity
From -20'C to 60*C, not more than 95% of relative humidity

From 2*C to 30*C, from 30% to 85% of r*ative humidity

Name Warranty Shelf Life

SetfyCheck Regular Test Strips

SetfyCheck  Regular Control
Solutions (Low, Norm, High)

Lancing device
(with AST tip)

SelfyCheck lancets
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STORAGE CONOMCWS Name Operating conditione
Name Storage conditions ngfyChe’(\:Ak' Regular Blood fromdlfO'”C to 40d'(i1, not m}:)rekthan 85% of relative humidity.
ucose Meter Avoi i X
SelfyCneck Regular Blood  From -20°C to 60'C rrot more than 95% of relative humidity p\::\l,en? ;Zgoas?,,e teoat\:]yesd#;cfsunugm and high humidity.

Use of this device in dry environment, especiaity with synthetic
materials (synthetic clothes, carpets, etc.), can lead to the
damage by static discharge and, therefore, to the erroneous
resiits.

Itis prohibited to use the blood glucose meterindose pmximity
to the sources of strong electromagnebc radiation, as it can
affect the accuracy of device operation.

The device shall not be used in case of improper operation
or damage.

from 10'C to 40'C. not more than 86% of relative humidity.
The container cover shall be tightly dosed after taking out one
test strip.

Touch the test strip only with dean and dry hands. Use each
test strip immediately after taking it out of the container.

In no event shall the test strip be bent, cut or damaged.

Do not use the test strip after expiration of the shelf life. It can
affect me accuracy of the results.

From 20°‘C to 25'C, from 30% to 86% of relative humidity.
Before performing the test make sure mat the temperature of
control solution, blood glucose meter and test strips Is wimin
me specified range.

From -10'C to 50'C, not more man 85% of relative humidity.

From 10°'C to 40'C, not more than 86% of relative humidity.
Do not use if me protective cap is removed.

It RANSPORTATION CONOmMONS

SelfyCheck Regi*ar Blood Glucose Meter 5 years Transportation can be carried out using all types of transport in covered vehicles and universal
fyCheck \ . containers protected from sunlight and in accordance with cargo transportation rules applicable to

SetfyCheck Regular Test Strips 24 months them. Transportation ofthe device can be performed provided that the storage conditions are observed.

SetfyCheck Regular Control Solutions (Low, Norm, High) 24 months

Lancir>g device (with AST tip) 2 years PROCEDURE FOR DISPOSAL AND DESTRUCTION

SelfyCheck lancets OF THE MEDICAL DEVICE

5 years after radiation sterilisation
Disposal and destruction shall be carried out accordirtg to the classification, rules for collection,
use, stehlizatlon, placement, storage, transportation, calculation and disposal of the medical wastes
established by the competent public authority ofthe importing country. Precautions and local regulatons
shall be observed in case ofdisposal of the used batteries. It is prohibited to throw batteries into a fire.
Used test strips and lancets can be infectious, if frie user has contagious infectious diseases. It is
crucial that the used materials are disposed of as infectious and potentially biohazardous wastes of
Class B.

IOPERATING CONDmMONS

System operatirtg conditions:

from 10'C to 40*C, relative humidity of not more than 65%.

The conditions for performance of control test:

from 20*C to 25*C, at relative humidity from 30% to 85%.

In case of violabon of the operating conditions provided by the manufacturer, protection used in the
device can be damaged.
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The lancet shall be put Into the sharps contairer.

The blood glucose meter is subject to mechanical corrosion with disFiosal as the production or
household waste.

After the use, expiration ofthe shelflife, and also in case of damage to the package and impossibility of
intended use of products, they shall be discarded as wastes of Class B according to SanPiN 2.1.7.2790.
Unused devices are identified as waste class A; they do not contain harmful substances and can be
discarded with household waste in accordance with SanPiN 2.1.7.2790-10.

Cornpl.ance o Sel'yCneck Regular Blooa Glucose Monitormg System to the requirements established

in the User s Manual is ensured tor the entire period of guarantee, provided that the device is used as
intended, and Its use, storage and transportation is carried out according to the indicated conditions.

Pit>ducl Period ofguarantee

SelfyCheck Regular Blood Glucose Meter hor the period oi the guaranteed
storaae life

SetfyCheck Regular Test Strips hor the period ot the guaranteed
storade life

SelfyCheck Regular Control Solutions (Low, Norm, High) hor tne period ol the guaranteed
storaae life.

Lancing device (with AST tip) hor the period ot the guaranteed
storaae life

SelfyCheck Lancets O tne period ot the guaranteed
storaae life

Guaranteed service life of the blood glucose meter 3 years from the date of operation.
Guaranteed service life and shelf life of the system components:

Product Guaranteed storage life
SelfyCheck Regular Blood Glucose Meter 3 years
SelfyCheck Regular Test Strips 24 months
SelfyCheck Regular Control Solutions (Low, Norm, High) 24 months
Lancing device (with AST tip) 2 years
SelfyCheck Lancets 5 years after radiation
stftnlisatmn
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Appendix A.
Electromagnetic Compatibility

Electromagnetic compatibility is ensured by compliance with the requirement of GOST R IEC 60601-
1-2-2014.

ATTEMTIOM!
DEVICES require special measures for ensurance of EMC and shall be installed and put Into
operation according to the information on EMC provided in the operatirtg documentation.

ATTEMJ/IOM
Application of mobile radio-frequency communication means can affectthe DEVICE.

ATTledOM

Use of accessories, converters and cables, rwt specified In the list, except for converters and cables
supplied by the manufacturer of DEVICE as replacement parts for Internal components, can lead to
the Increase of electromagnetic emission or reduction of noise immunity of the DEVICE.

Manual and Declaration of Manufacturer. Electronragnetic Emission

DEVICE is designed for use in electromagnetic environment defined below. The buyer and user of
the DEVICE shall ensure the application in the specified environment

Test for electromagnetic Compliance Electromagnetic
emission environment- instructions

Radio frequency interference Group 1 DEVICE uses radio-frequency energy

as per CISPR11 only for performance of internal
functions. The level of radio frequency
interference emission Is low and
probably will not lead to the malfunction
ofthe electronic equipment located
nearby

OEVfCE is suitable for use in any
locations, including domestic houses and
buildings directly connected to the power
disthbution network ensuring supply for
the domestic houses

Radio frequency interference Class B
as per CtSPR 11

Voltage fluctuations and flicker  Fail
as per IEC 610003-3
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Manual and Declaration of Manufacturer. Immunity

DEWCE is designed for use in electromagnetic environment defined below. The buyer and user ofthe

DEWCE shall ensure the application In tiNe specified environment

Immunity test

Electrostabc discharge
(ESD)as perlEC
61000-4-2

Fast transient burst as
perlEC 6100<M-4

Microsecond high
energy pulse
disturbance as per IEC
61000-4-5

Dips, Interruptions and
voltage variations In the
Input power lines as per
IEC 61000-4-11

Power frequency
magnetic

field as per
61000-4-6

Note:
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Testlevel according
to IEC 60601

+6 kV - contact
discharge

+6 kV - air discharge

+2 kV for power lines

11 kVforinput/output
lines

+1 kV - In case

of generation of
disturbances via 'wire-
wire' circuit

12kV-In case

of generation of
disturbances via ‘wire-
ground circuit

< 5% (voltage dip
> 95%) during 0,5 ot
the period

40% U (voltage dip
of 60%) during five
periods

70% LL (voltage dip
of 30%7 during 25
periods

<5% t/ (voltage dip >

95%) for5 s

3A/m

Compliance level

+6 kV - contact
discharge

+8 kV - air discharge

+2 kV for power lines

+1 kV for input/output
lines

i 1kV-in case

of generation of
disturbances via ‘wire-
wire' circuit

12 kV-In case

of generation of
disturbances via ‘wire-
ground* circuit

< 5% Ut (voltage dip
>95%) during 0,5 of
the period

40% Vi (voltage dip
of 60%) during five
periods

70% Vt (voltage dip
of 30%) during 25
penodt

< 5% Uf (voltage dip
>95%) for5s

3A/m

— AC network voltage prior to application of the test level.

Electromagnetic
environment-
Instructions

The floor shall be made of
wood, concrete or ceramic

tile. Ifthe floor is covered

with synthetic material, the

relative humidity shall be
minimum 30%

Quality of electrical
energy in the electrical
nehvork of the building
shall correspond to the
typical conditions of the
commercial or hospital
environmerrt

Quality ofelectrical
energy Inthe electrical
network of the building
shall correspond to the
typical conditions of the
commerdal orho”ltal
environment

Quality of electrical
energy in the electrical
network of the building
shall conespond to the
typical conditions of the
commercial or hospital
environment

If the user of Device
requires the continuous
operation under the
conditions of the circuit
voltage interruptions, Itls
recommended to ensure
the power supply of the
Device from the battery
or uninterruptible power
supply

The levels of the power
frequency magnetic field
shall correspond to the
typical conditions of the
commerdal or hospital
environment.

Black
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Manual and Declaration of Manufacturer. Immunity

DEVICE Is designed for use In electromagnetic environment defined below. The user shall ensure
that the DEVICE is used in such environment

Test level according  Compliance
to IEC 60601 levei

3V (mean square
value)

from 150 kHz to

60 MHz out of
frequency range for
industrial, scientific
and medical high-
frequency devices*'

Eiectromagnetic

Immunity test . .
environment- Instructions

Conducted disturbances
Induced by RF fields as
perlEC 61D00-4-6

The distance between used
portable/moblle radio facility and
any part of DEVICE, Including
the cables, shaU not be less
than recommended separation
distance calculated according to
the presented formula In respect
to the transmitter frequency.

Recommended separation
distance is:
d=1.2-VP

3/m

from 60 MHz to
2.5 GHz

Radio-frequency
electromagnetic field as
perlEC 61000-4-3

d=1.2-VP
(from 60 MHz to 600 MHz)

d=2.3'/Pfrom
(from 600 MHz to 2.5 GHz)

where d- recommended
separation distance, nt

P - nominal value of frie
maximum output In watts
according to the value, set by
the manufacturer.

Intensity of the field In case of
radiowave propagation from
the fixed radio transmitters
according to the results

of observabons over the
electromagnetic environment"
shall be lower than the level of
compliance Ineach frequency
band".

The disturbances can be

observed near the equipment.

marked with sign ~4
a) Intensity of the field In case of radiowave propagation from the fixed radio transmitters, such
as base stations of radio tele”*one networks (cellular/wir*ess) and moUle ground radio stafions,
amateur radio stabons, AM and FM broadcast transmitters, TV transmitters cannot be determined by
calculabon with adequate accuracy. To do this. ItIs necessary to perform the praaical measurements
of field intensity. If the measured values in the DEVICE location exceed the applicable levels of
compliance, the observabons over die DEVICE operabon shall be carried out In order to check the
properfuncboning. Ifthe deviation from the normal operation is detected In the course of observabon.
It Is necessary to take addibonal measures, such as reorientation or movement of OEUCE.
b) The field Intensity of less than 3 V/m shall be provided outside the frequency band from 150 kHz
to 60 MHz.

Notes

1. On frequencies of BO and 600 MHz, the greater value of the field intensity shall be used.

2. The presented formulas are not always applicable. The electromagneUc wave propagation is
impacted by absorpbon or reflection from the stnictures, objects and people.
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Recommended values of the separation distance between portable and mobile radio-frequency
communication means and Device
DEVICE is designed for use in the electromagnetic environment, in case of which the radiated
disturbance level control is ensured. The buyeror user of the DEVICE can avoid the electromagnetic
rwise effect by means of ensuring the minimum separation distance between the portable and mobile
radio-frequency communication means (transmitters) and DEVICE, as recommended below, taking
Into account the power output of the communication means

Separation distance, m, depending on the transmitter frequency

output of the d=".2w'IP <J=1.2-VP d=2.3-1P
transmitter, W in the band from in the band from in the band from
150 kHz to 60 MHz 80 kHz to 800 MHz 800 MHzto 2.5 GHz
0.01 0,12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

Notes

1. On frequencies of 80 and 800 MHz, the greater value of the field Intensity shall be used.

2. When determining the recommended values of the separation distance for transmitters with
nomirel maximum power output, not specified In the table, the nominal maximum output In watts,
Indicated In the documentation of transmitter manufacturer, Is inserted Into the presented formulas.
3. The presented formulas are not always applicable. The electromagnetic wave propagabon is
impacted by absorption or reflection from the structures, objects and people.

TalDoc Technology Corporation

B1-7F, No.127, Wugong 2nd Rd., Wugu Dist.,
24868 New Taipei City, Taiwan
www.taitfoc.com

For self-testing

C€o23lU X

Address ofthe authorized representative:
NEXT Bio LLC
5 Akademika Pavlova Street, IIL B, room 46-H. 197022 Saint Petersburg, Russia

Tel.: +7 (812) 703-79-75 (multiline), fax: +7 (812) 703-79-76
Hot Une: 8-800-333-43-76 (free throughout Russia)
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PYKOBOACTBO no SKCIJIYATALNN

-
1WTamn/-. «Tahgok» * B1-7F., Ne.127, ByroHr CekoHg Poypa., 24888 * paiioH
] Byry, HoBbili Tali63li, TaiBaHb

1MeyaTbl: HoTapuansbHasa koHTopa «baii-fla MapTHepe», PailoHHbIA cyq

C I I e C I I roposa Tali6ain TaliBaHu ' Kutaiickas Pecny6nuka ' HoTapuyc * Xcy XcyaHb-
OH

1lTamnl:

2019 naii-l0aHb-MUH-L43€Hb-XCyaHb-L3y

Aeno Ne: 000085 flata 31 AauBaps 2020 r.
Cncrema ans onpepenewHuns ,ﬂ,aHtiblﬁ [OKYMEHT 6bin leTapmaano O(*)OpMJ'IeHuB Hf)Tapvmaanoﬁ KotlTope

) «bali-fla MapTHepe» PaioHHOro cyga ropoga Tainb6ain TaliBaHu, Kutaiickas

rPO®aPM Pecny6nvka, n cBugetenbcTByeT 0 TOM, YTO noAanucu / nevatn «Tangok
(rn IO KOMEeTp ) noprtratuMuBHasn TexHonoaxmn Kopn.» B JaHHOM [OKYMEHTEe ABNATCA NOA/MHHbLIMU.

HoTapuyc Tognuce!

SelfyCheck Regular Xcy XcyaHb-HOH

YPOBHS TNKO3b B KPOBM

/Wramn/: 10F-10, Ne 148, Cek. 4, YxoHcsi0 VcT Poya.
palioH [laaHb, ropog Tai6aii 106. TaiBaHb (Kutaiickas Pecny6nvka)
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PYKOBOACTBO MO 3KCMyaTauum, [LomkHocTb ®ammmsa N.O. cgﬁ%@ ;ﬁwe Moarmck corn'g'gggaHMﬂ
Ha6opbl MnokomeTpbl Regular,
cTpaHuubl 3-4 n3 36
HauanbHuk uexa MNe  Mutud A.M. [0} 21 _(|/|_2020
Pasviep 105x150 My Creusanuct OMPT Kycrosa CB o 21.01.2020
Macwta6 (Ha Ad) 11 WHxeHep no ynakoeke MManeta M.i0. ™ 21,01.2020
o
MakKeT ™
onga nedatu
ata NOOroTtoBKA .
A 21,01.2020 Papmakop Homep Pri3-Ha6opReg-01'XX
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NMEPEA HAYAZTOM NCMONIb3OBAHUA

YBaxaeMblii flonb3oBatens CucTembl A1s ONPeAeNeHns YPOBHS [/1H0KO3bl B KPOBU (INHOKCMETP)
noprtatusHoii SelfyCneck Regulari

Mepej HauyasoM MCMOMb30BaAHWUS WU3JENNs BHAMATENbHO MpounTaliTe AaHHOe PYKOBOACTBO MO
aKcnayaTagumn

O6paTuTe oco6oe BHMMaHMe Ha BCe MNpeaynpexieHus U Mepbl NPejoCTOPOXHOCTA KOTOpble
nomeyeHbl 3Hakom A

Bce anemeHTbl CUCTEMbI paspaboTaHbl, NPOTECTUPOBAHbI 1 MPOBEPEHbI HA COBMECTUMOC-"b TakuM
o6pa3om 4To6bl 06ecneynBaTh TOUHbIE Pe3ybTaTbl U3MEPEHUSA YPOBHS [NI0KO3bl B KPOBM

N B Cucteme ¢ rroHoveTpon S&fyCheck Regular ncnonb3yiite TONbKO TeCcT-NONOCKO
SelfyCheck Reguai u koHTponbHble pacTBopbl S&fyCneck Reguiai

P>erynsipHblii KOHTPO/b YPOBHA [K0KO3bl B KPOBW NO3BONMT Bam 1 Bawemy nevaijemy Bpauy nyuiie
KOHTpOnMpoBaTb Auaber. bnarogaps HeGonblwuM pasmMepam K npoctote B pa6ote Cuctema
N03BO/ISIET CAMOCTOATENBLHO NPOBEPATHL YPOBEHb [/110KO3bl B KPOBU B /1060M MecTe u e nlo6oe Bpems
MHore fioAn BMNEpBble BbINOMHALWNE CAMOCTOSATE/IbHbIA aHaNU3 KPOBW HAXOAAT NOME3HbIM
cHayana nonpaKkTMKOBaTbCA Ha KOHTPO/MLHOM pacTBope (cM. pasaen MPOBEPKA Pa6oTs!
CUCTEMbI C NCMOJIbBOBAHVWEM KOHTPOJ/IbHOIO PACTBOPA)

Mo Bonpocam CBA3aHHbLIM C WCMOMbL30BAHUEM [JAHHOTO YCTpoOiicTBa o6paljaiTecs a Cnyxey
NoAAEPXKN NN NO MECTY NpUoGpeTeHus ycTpoicTea

HAVMMEHOBAHWE MEAVMLUWNHCKOIO N3AENNA

Cucrema A1 ONpe/ieNIeHns YPOBHS [10KO3bl B KPOBU [F/Il0KOMETp» nopTatueHasi SettyChecx Regular
(panee no Tekcty Cuctema wusgenve).

COCTAB MEANLUNHCKOTO U3AENNA

MeaunumHckoe usgenve «Cuctema ANA ONpefeneHus YpOBHA [/1I0KO3bl B KPOBW (F1lOKOMETP)
noptatueHas SelfyCnec* Regular» Bknk3yaeT B ce6s cneayroune BapnaHTbl UCNONHEHNSA

BapuaHT ucnonHexus 1

1. FnokomeTp SeltyCneck Regular - 1 um.

2. Pyuka ans npokanbiBaHus aBTomatuyeckas (C HakOHeYHukom AST) - 1 um.
3. NaHueTbl SeiiyCoeck iio wr. Byn.) -1 wr

4 PykoBOACTBO MO aKcnayatauyuu - 1 um.

5 Yexon- luwr

BapuaHT ncnonHenus 2

IniokomeTp SeltyCheck Regular- 1 um.

Tect-nonockn SelfyCheck Regular (50 wr. B yn.) * i wr

Pyuka Ans npokanbiBaHUs aBTomaTMyeckas ic HakoHeyHukom AST) - 1wt
NaxueTbl SelfyCheck MO wr. Byn.) - 1wr

PyKoBO/ACTBO N0 3KcnayaTayum -1 wr.

Yexon - 1 wr

o, wN R

BapuaHT ncnonxenus 3

niokomeTp SelfyCheck Regular-1wr.

Tect-nonocku SelfyCheck Regular (50 wr. Byn.) -1 um.

KoHTponbHblii pacTBop SAfyCheck Regular Norm - 1wt

Pyuka Ans npokanbiBaHWs aBTomMatnyeckas (C HakoHeuHukom ASTj- 1wun.
NaHueTsl SelfyCheck (10 wt Byn.) - 1um

PyKOBO/ACTBO MO 3KcnnyaTauuu - 1 um.

Yexon- 1wt

NoohwN R
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BapuaHT ucnonHexus 4

1 nokomeTp SelfyCheck Regular - 1un
2. PykoBofiCTBO No akcniyatauum - 1wt
3 Yexon- 1wt

BapwaHT ucnonHexus 5

IniokomeTp SelfyCheck Regular - 1 wm.

Tect-nonockn SelfyCheck Regular (50 wr. Byn > 1wt

KoHTponbHbIii pacTBop SelfyCheck Regular Low - i wTt

KoHTposbHbIii pacTBop SelfyCheck Regular Morm - 1 um.

KoHTponbHblii pactBop SelfyCheck Regular High - 1wt

Pyuka ans npokasibiBaHUs aBToMaTnyeckas (C HaKOHeYHUKOM AST) - 1.
NaHueTsl SelfyCheck (10 wt. Byn.) - 1un

PykoBoacTBo /tO3kcnayaTayumn-1 wt

Yexon - 1 um.

©®NDUDRWN

HA3HAYEHUE

Meauunnckoe wusfenve «Cuctema Ans onpeAeneHvs ypoBHS [NIOKO3bl B KPOBM  (‘mniokomeTp!
noptatusHan SelfyCheck Regular» npegHasHauyeHo ANS KONMYECTBEHHOTO ONpejAeneHus YpoBHA
rNIOKO3bl Kak BCrnomoratesnibHoe CpeacTBO MNPU MOHUTOPUHIE YPOBHS [/1HOKO3bl B cBexelt L\EﬂbHOVI
KanunnapHoit KpoBW B3ATOM M3 nanbla NafoHu naeva u npegnnedbs AN CaMOAUATHOCTUKM Y
Niofeii, 6oNbHLIX AnabeToM a AOMaLLHUX YC0BUSX W NPU HAXOXAEHUM B MEJUUUHCKOV OpraHu3aLum.
JlaHHbIA NpUGOP He CNYXUT CPEACTBOM NMEYEHUS B OTHOLIEHUN 0BbIX CUMNTOMOB VW 3a60/1€BaHUiA.
JlaHHble U3MEPEeHWii CNYXaT TONbKO /151 CNPABOYHBIX Leneil.

KOMIMOHEHTbI CNCTEMBbI

KoHTposbHble
pacTBopb!

Pyuka gns npokanbiBaHus
aBToMaTuyeckas
(C HakoHe4YHnkom AST)

CTepunbHble NaHueTsbl
CTapToBbIii Ha6op
B nakete

Msrkuii yexon
ANA XpaHeHus
Cucremsl

TecT-nonoanl—
cTapToBbIii HaGop
B KOHTeliHepe

O6uwuit BuA cuctembl



PyKoBOACTBO MO akcnayatauuu.

Ha6opbl niokoneTpbl Regular,

CTpaHUUbl 5-6 U3 36

Pasvep
Maowntab (Ha A4)

MaKeT
ANS nevyatu

farta noaroToBkn
UK NpaBsku

105x150 mm

21.01.2020

o faTa
[onxHocTb damununii N,0. cornac‘gggﬁme Moanuceb COrflacoBaHvs
HauanbHuk uexa M1®  Mutud AM. O 21.01.2020
Crneuvanuct OrPr KycTtoBa C.B. BM 21.01.2020
. ViHxXeHep o ynakoske [laneta M.io. ™ 21.01.2020
1,1 1
o .
TH
ro
dapmakop Homep PMN3-HabopKepa-01-XX

cTpaHuua 5

NMPHUWM NPOBEAEHNA AHATN3A

M3penve npegHasHauyeHo AN8 NHAMBUAYaANbHOTO UCNO/b30BaHUS.
‘noxomeTp SelfyCheck Regular B cocTaBe M3fenus UCNonb3yeTcsi COBMECTHO C TECT-NO0CKamMu
SelfyCneck Regular n3 ctaptoBoro Ha6opa B cocTaBe u3jenusi B AasbHelilem c TecT-nosockamu
SelfyCf'ecK Regular, npuo6petaeMbiMu 0TAENbHO

Jns npoBepKku NPaBWUbHOCTU (DYHKLMOHNPOBAHUA CUCTEMbI NPUMEHSIOTCH KOHTPO/bHbIE PacTBOPbI
3ellyC6eck Regular HU3KOi HOpPMasbHO 1 BbICOKOW KOHLIEHTpauun 13 cTapToBOro Ha6opa B cocTaBe
usgenus nn6o npuobpeTaeTcs OTAENbHO

Ana npokona KOXu B TOYKe B3ATUS NpOGbLI KPOBWM WCNonb3yeTca Pyuyka ANA npokasbiBaHus
aBTOMaTnyeckas (C HakoHeuHMKoM AST) - BXOAWUT B COCTaB uU3genus, nn6o npuobpetaeTcs oTAe/NbHO,
C YCTaHOB/IEHHbIM CTepU/bHbIM NnaHuetom SelfyCneck ofHOKpPaTHOrO MpUMEHEHUs (BXOAUT B COCTaB
n3genvsa, nuéo npuobpeTtaeTcs OTAENbHO).

Ana yno6cTea XpaHeHNA KOMNOHEHTLI U3/leNInA pa3MeLLalnTcs B cneynanbHoOM Yexne

[Ns NpaBUNbHOTO WCMOMbL30BAHUA W3NS, CaMOOGY4YeHUst N MOJyYeHNsi HaBblka CaMOKOHTPONSA
YPOBHA T/110KO3bI B KDOBW B COCTaB U3/ENNs BXOAUT PYKOBOACTBO NO 3KCMyaTaumm

MpuHuMn npoBejeHnsa aHanmsa

Onpe,qeneHme rNOKO3bl B npoée KpOBM OCHOBAHO Ha U3MEpPEeHUN 3/1eKTPUYECKUX TOKOB, Bbl3BaHHbIX
peakuueit riokosbl ¢ pepMeHToM Ha TecT-nonocke SelfyCheck Regular

Mocne BBE[EHNA TeCT-NOMOCKMN B TECTOBOE rHe3A0 rnKomeTpa. Cuctema noaHoOCUTCA K np06e KpoBu
CBOﬁOAHbIM KOHLLOM TeCT-NM0/I0CKK. KpOBb aBTOMaTn4eckn BTArMBaeTcsa B KaHan Ansa aﬁcopéumm, roe
NPOVUCXOANT peakuus. B xope peakuum obpasyeTcs nepexofHblii anekTpuueckuit Tok. Cuctema
CYMTbIBAET 3Ha4YeHue Cunbl TOKa MNoNnyydyeHHOe Npu npoTekaHun peakuun mexay (hepmeHmM n
rNoKo30i 8 np06e KpoBU B peakuMoHHOM MNpOCTpaHCTBE TeCcT-Nonockn W paccyuTbiBaetT
KOHLEHTPALN0 YPOBHSA T/10KO3bl B KPOBM MO NpeAyCTaHOBMIEHHOMY ypaBHEHWIO Npoammbl.
BCTPOEHHOI B I/1l0KOMETP BennumHa cisibl Toka 3aBUCUT OT KOHLLEHTPALWN T110KO3bl B KDOBU NapTun
TecT-Nonocok, paboyero HanpsXeHUs u Temnepartypsl. Pe3ynbtar oTo6paxaeTtcs Ha gucnnee. MNpoby
KPOBU A/151 U3MEPEHUS YPOBHS /1I0KO3bl B KPOBM MOXHO NMOJSTy4UTb HE TO/IbKO C KOHUYMKA Nasibla, HO 1
C aNbTepHaTUBHbIX TOYEK Tena.

MOKA3AHUA

OcCHO"ble NnokasaHus AN NPUMEHEHUs MeULNHCKOrO U3AeNNs - caxapHblii agnabeT T v 2 Tuna.

MPOTMBOMOKA3AHNA

A6CONIOTHbIE npoTuBONOKa3aHUsA OTCYTCTBYIOT. NmetoTca orpaHu4yeHus npumMeHeHus

BO3MOXHbIE MOBOYHbLIE JENCTBUA '

He ycTtaHoBneHb!

OB/TIACTb MPUMEHEHNA ¥

MeauuuHckoe usgenve «Cuctema [ANs ONpefeneHns YpoBHA [/I0KO3bl B KPOBU (TIOKOMETP)
noptatusHan SelfyCheck Regular» npumeHseTca B 06/1acTu 3HAOKPUHONOTUN

MOTEHUWA/IbHBIE MOTPEBUTENN

W3fenne MOXET WCMONb30BATbCA NIOAbMU /11 CAMOKOHTPONS B AOMALIHWX YCMOBUAX U MNpu
HaXOX/[EHUN B MeIMLMHCKOI OpraHu3aLuu.

N3genne MoXeT WCNONb30BaTbCA HenpoeccMoHanamyu C  PasiuyHbIMKA - hU3NYeckumMn 1
MeHTa/IbHbIMU BO3MOXHOCTAMM, HE UMEKLMMN cneynanbHbiX MEANLMHCKAX U HaYYHO-TEXHUYECKNX
3HAHUW  OTHOCWTENbHO  HAGNIOAEHUS  COAEPXaHWs  [KO3bl B KPOBU  NpefBapuTENnbHO
03HaKOMJ/IEHHBIMU C PYKOBOACTBOM NO 3KCnayaTauum.

A CucTtema npefHasHayeH3 TONbKO AN HAPYXXHOr0 NPUMEHEHUA (615 JUAEHOCTUHO T Vitro)
A Cuctem/ He pekomeH6G/eTcs wucnonb3oBaTb B Cyxoii cpeja, OCOGEHHO B MPUCYTCTBUM
CUHTETUYECKNX blaTapuanos (CMHTeTNYeckas ofjexaa KoBpbl 1 T M) 3TO MOXeT NPUBECTU K
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NOBPeX/AEHN0 CTaTNYeCKNM pa3paaoM W. Kak CNejCTBUE K OWMGOYHLIM PB3YyNbTaTaM
[ CucTemy Henb3s UCMONMb30BaTb B HEMOCPEACTBEHHOW 6/M30CTU OT WUCTOUHUKOB CUNBLHOTO
3N1eKTPOMarHnTHOr0 U3nyyeHns
A Tpu 1MCcnonb3oBaHMM CUCTEMbI B AOMALLUHUX YCMOBUAX W3MepeHue MpPou3BOAUTCHA TOMbLITC Ha
o6pasuax ceexell LiesIbHOW KanunnspHoi Kposu
[ CucTema He npejycMOTpeHa K CamMOCTOATE/bHOMY WCMOMb30BAHNIO /INLAMU, UMEIOLWMI
ocobble NOTPEBGHOCTY (4eTK o "51eT WHBA/MGLI. N1La CTapyeckoro Bo3pacTa) Mcnonb3osaHne
UMW U3aenus TpebyeT acCUCTUPOBAHWUS 1 NOMOLLM.
A CucTema He npejycMOTpeHa K WCMONb30BAHUIO B COYETAHWN C APYFUMU MeANLMHCKAMU
usfenmamm
ACUCTEMa He NpUMeHSeTCs AN NauNeHTOB C TAXENbIMU WH(EKUMAMU, 3M0KBYECTBEHHLIMI
OnyXoNfiM1, MacCUBHbIMU OTeKamm
CucTema He NpefHasHayeHa A5 AnarHoCTMPOBaHNA caxapHoro anateTa.
CucTema He npefHasHayeHa 18 U3MepeHNs YPOBHA FIOKO3bl B KDOBM Y HOBOPOX/EHHbIX AeTeil
Bo3MOXHble (hakTopbl BAUSHUA Ha pe3ynbTaTbl aHanusa:
A TpoBepsiemasn kpose Gbi/a BblAaB/IeHa U3 NasibLia MHTEHCUBHBIM HaXKaTMEM U [TasTouy COAEpUT
TKaHEeBYHO XMAKOCTb.
A CpoK rofHOCT! TeCT-NONOCOK UCTEK (CPOK rOHOCTM cocTasnseT 21 Mecsl, OT AaTbl M3rOTOB/IEHNA B0 6
MECSILEB CO [JHA BCKPbITUSA KOHTeliHepa)
A TecT-Nosockn XpaHunuch Npu HeHaznexatleil Temnepatype (Hajexalyas TeMneparypa XpaHeHus ot -3
C po +30“C, He 6onee 35% OTHOCUTE/ILHO enaxHocTu!.
A TecT-nonockm 66NN He0CTATOUHO 3allLLEHb! OT BAaru
A AesvHcbuumpyroliee cpescTBo, UCMONb3yeMoe Npu Npe/iBapuTesbHON e3MHeKLN MecTa B3STUA NPoGbI
KPOBM, UCNAPU/IOCh C KOXW HE MOMHOCTHIO.
t V3mMepeHne NpoBeAeHO HEMbITLIMI pyKaMm

rocne MbITb PYKU He GblnM CYyXUMU NS NOCNE/YIOLLEr0 N3MEePEHNs caxapa e KpoBiL.

C/WLLKOM BbICOKOE AaB/IEHNE B KPOBUM MOXET MPUBOANTL K UCKAXKEHWUAM 3aHKEHHbIM pesy/ibTaram

u3MepeHus
A OueHb BbICOKWIA U O4YeHb HU3KWIA rematokpur (Huxe 35% nMG0 Bbie 60%) MOXET npueecTn t
HenpasWibHBIM pesy/ibTataM 3HaueHue reuatokpuTa JOMKHO GbiTb auanasoHe oT 35% 0 60%.
O Y nauneHToB C CUMbHO MOHWKEHHB(M BpTEpUanbHbIM JABNEHVEM WIN HAXOAALWXCA B LLIOKE BO3MOXHO!
MaTouHble pe3ysibTathl
[ OHAoreHHble BeLleCTBa ECTECTBEHHbIM 06pasoM npucyTcTByloLWe B Tene udenoseka (6UAMpPYGUH
MOYeBan K1C/oTa, FNyTaTMoH TPUTINLEPUALI, APYrMe MeAUKaMEHTO3HbIE XUMUYECKUE COEAVNHEHNS), a Takke
NeKapcTBeHHble NpenapaTtbl He OKa3biBalOT 3HAYUTENILHOTO B/INAHWNA Ha pesy/ibTaTbl M3MEPEHWs YPOBHS
T7I0KO3bI B KPOBW [TMIIOKOMETPOM €C/IM He MPEBbILATCH HOPMasIbHbIE KOHLIEHTpaLUMu WM WUCMosb3yoTes
06bluHblE TepaneBTUYecKue [03bl. BbiCOkoe coaepxaHue B KPOBW MOXET B/INATH Ha pesynbTatbl aHanmMsa
CneflyeT BHMATENbHO OTHOCUTLCS K MHTEpPNpEeTaLMN TakiX pesy/ibTaTos
A TauneHTam ¢ HapyLUeHHO Nepudepnyeckoii LMpKyALMei KpoBM He pekoMeHayeTCs 3abupaTh KpoBb 13
a/lbTepHATMBHbIX Y4aCTKOB TeNla Tak Kak MosyyeHHble MokasaHna MOryT OT/INYaTLCA OT hakTUIECKOro YPOBHS
T7I0KO3bl B KPOBM [10fj06HbIE HECOOTEETCTBMS MOrYT HAG/MI0AATLCA € CriefyloUX CydasX Npu TAKEenoMm
06e3BOXMBAHNM B pesynbTaTe [uaGeTMyeckoro KeToauwaosa, rMNeprivkeMun B pesynbtate crpecca
rMNepocMonApPMON HEKeTOTUYECKOW «OMe. LLIOoKe, AeKOMMNEeMCHpPOBaMMOl CepAeyHolt HepocTartouHocTn IV
Kknacca no wkane NYHA uam okkto3NoHHOI 60/1e3Hu nepudepuyecknx apTepuit. OLMBKN U3MepeHns MoryT
NPVBECTN K HEBEPHBIM VHTEPNPETALMAM 1 TEM CambiM K CEPbe3HbIM NOC/EACTBUSM /1A 3A0POBbS.
A HekoTopble (KNMHUYecKMe! COCTOSHMA, TakMe Kak apTepuasibHasi MMNOTEH3Us COCTOSHME LoKa Wi
KeToaLna03, MOTyT CTaTb MPUUMHON OLIMGOYHBIX PE3YNbTATOB M3MEPEHIM.

YCNoBUA NPUMEHEHWA

I/I3p,en|/|e npegHasHavyeHo ANA  UCNONb30OBaHUA € 60ﬂhHVIL\aX, NONNKNNHNKAX,
yupexaeHunax, mawnHax CKOPOVI nomown, a Takxe B JOMaLLIHNUX N MONEBbIX YCNOBUAX.

MWEPL! MPEAOCTOPOXHOCTW NPV NMPUMEHEHWUN

A TMonb3ysicb U3fennemM, Heo6X0AMMO CNIeA0BaTh YKa3aH!UsiM PyKOBOACTBA M0 AKCTTyaTaLmm.
A Tepes UCNoOMb30BAHNEM YCTPOICTBA AN U3MEPEHUS YPOBHS [/110KO3bl B KPOBU BHUMATE/LHO

MeAMNLNHCKNX



PykoBoACTBO NO 3akcnnayartauuum, LonxHOCTL damunua M.0. nop[tj'anﬁ Ha Moarwck OaTa
rornarosnHune cornacoBaHusa
HauanbHuk uexa rng  MuTuH A.M. (o]
Pasvep 105x150 mm  Cneuunanuct OMPM Kyctosa C-B- o 21.01.2020
MacwTa6 (Ha Ad) 1:1 Vwxenep noynakoske Maneta m.io. ™ 21.01.2020
MNKPT
ANA neyaTtu -
faTa noAroToBKu
21.01.2020 dapmakopg, Homep PM3-Ha6opPep'01-XX
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npounTaiite PykoBOACTBO W MPOBeAUTe MNpOGHbIA TecT [poBeauTe BCe NPOBEPKM KayecTsa
COrNacHo PyKOBOACTBY

TecT-nofockM MOCTaBASHOTCS M [OJDKHbl XPAaHUTBCSt B M1ACTUKOBOM KOHTeliHepe C M/0THO
3aKpbITOM Kpbllkoii Cpasy e nocne M3BNeYeHUs OAHONM TECT-MoMocku W3 KoHTeliHepa cnegyeT
HEMe//IeHHO N/I0THO 3aKPbITb KPbILIKY KOHTElHepa Mos0CKu HeNb3si TPOraTh MOKPLIMY UK TPSI3HBIMI
pykamu.

NaH|geTsl M TecT-Nonockv npefgHasHauyeHsl A1 OJHOKPATHOTO MPUMEHEHWsi  MOBTOPHOE
NpUMEHeHNe 3anpeLeHo U MOXeT Bbi3BaTb NMEPEKPECTHY MHekuuio [pu UCnonb3oBaHUM paHee
MCMO/Mb30BaHHBIX TECT-NOMNOCOK [MIIOKOMETP BblJAET HA 3KpaHe coobLyeHne 06 oLwmn6Ke.

Mpu “cnonb3oBaHUM U3fenust creayet co6AaTh npasuia aHTucenTuku. lepes npuMeHeHnem
HEO6XOAMMO BuimbiTe PYKW B Tennoil BOAE C MbIIOM /M60 MCMOML30BATh [e3MH(ULMPYIOLLYI0
BNIXHYIO candeTky, 3aTeM AaTb KOXe NPOCOXHYTb
[ TpeGyeTcs MCMonb30BaTh CTaHAapTHbIE Mepbl MPejoCTOPOXHOCTU NpK 06palleHnn ¢ KpoBblo. Bee
npoGbl N MaTepuasbl C KOTOPLIMM KOHTAKTUPOBA MALMEHT CUMTAIOTCS GMOMOrNYECcKM OMacHbLIMU, C
HUMK He06X0ANMO 06paLaTbCs Kak C NOTEHLNaNbHLIMU NepeHoCUUKkaMmu HGEKLUN.

[ Vi3agenue cogepxut Mesikue fnietanu. Cioco6kbE Bbi3BaTb YAyWLE W TpaBMbl Y fieTeil Mnagiwero
BO3pacTa npu BAbIXaHWUM W NpOrnatbiBaHnW V3genue crefyeTr XpaHuTb B HEAOCTYMHOM ANsi AeTelt
mecTe

ArnoKoMeTp He pekoMeHAyeTcsi NojBepraTb BO3AEWCTBUIO YCTPOICTB, T€HEPUPYIOLLNX CUMbHbIE
KMIMUTMbIE MOJISt UMW UOHW3NPYIOLLEe U3NYYeHMeE.

[ Henb3s BblHWMATb TeCT-MOMOCKY M3 TECTOBOTO [He3ja [/l0KOMeTpa BO BPEMS BbIMNOSHEHUS
aHanusa.

[ TNioKoMeTp He MOA/eXNT CaMOCTOSTeIbHOMY pas6opy koprnyca.

Henb3si npuknagbiBatb 60/bLIMX YCUNI K KOPMYCY POHSATH [IOKOMETP
tHenbm NPUMEHSITb [IIOKOMETP HaxeAsiNIACS Ha XOMOAHON UKU ropsiyeil NoBEPXHOCTY.

Monb3oBaTento crejyeT Bcerja UMeTh Npu ceGe 3anacHylo 6aTapeiiky Ha ciyyail 3aMeHb!

A He ncnonb3yiiTe KOMMOHEHTbI, HE YKa3aHHbIE MPON3BOAUTENEM

[ He ncnonb3yiite rMi0KOMETP €CNM OH paGoTaeT HEKOPPEKTHO MW €C/IN OM NOBPEXAEH.

AL na npognexus cpoka CAyx6bl ycTpoiicTBa KeoGXOAMMC Hajfexaljee 06CayXuBaHue Wu
nepuoanyeckoe MpoBefeHne TecTa C KOHTPOJIbHbIM PacTBOPOM ECNN Bbl HE yBEepeHbl B TOUHOCTH
M3MepeHuii, noxanyiicta o6paTuTech 3a MOMOLYbIO B CAYXGY NOAAEPXKKA AU K NPOAaBLy.

[ Vicnonb3oBaHue [aHHOTO nNpuGopa B Cyxoii cpefe 0COGEHHO B COMPUKOCHOBEHUM C
CUHTETMYECKNMM MaTepuanamu (CUHTeTMYeckas Ofexja KOBpbl U TM.), MOXeT Bbl3BaTb
3/1eKTPOCT3TUYECKUI paspsif, KOTOPbI MOXET HaHecTn yuep6 yCTPONCTBY 1 NPUBECTM K OLUINGOUHbIM
pesy/ibTatam, NoB/MsATb HA TOYHOCTb PaGOTbl YCTPOICTBA.

[l 3anpewaeTcsi WCMONL30BaTh [/IIOKOMETP C MOBPEXAEHHLIM KOPMYCOM WAN MOBPEXeHHble
TeCT-NosI0CKN.

[l CamocTosiTeNlbHOe Onpe/eneHne ypoBHS [MI0OKO3bl € KPOBU HE 3aMeHsieT MOCTaHOBKy AvanHoda
BPAYOM WM peryssipHble BU3UTbI K Bpady. CamMOTECTUPOBAHWE YPOBHSI [/I0KO3bl B KPOBW cCregyer
UCMONb30BaTb /Wb NOC/E MOJyYeHUs| MOAPOGHBIX WHCTPYKLUWA OT  KBa/M(PULMPOBAHHOTO
Bpaya-cneunanncta (SHA0KpUHoOra) No HaBNIDAEHNIO 1 IEUEHNIO CaxapHOTo AuabeTa.

[l He rnoTtaTth KOHTPO/bHbIA PacTeop.

[, He ponyckaTb nonagaHue KOHTPO/bHOTO pacTBopa B rfasa WANW Ha KOXy, Tak kKak 3TO MOXeT
BbI3BATb pasfpaxeHne

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OMNCAHWNE N XAPAKTEPUCTWVKN KOMIMOHEHTOB CUCTEMBbI

FNIOKOMETP SelfyCheck Regular

BHELWHWIA BUA

1 MepepHas naHens

2. 3a/jHAa naHenb

3 Kpbllwka 6aTapeiiHoro otceka

S [ucnnei

5. OcHOBHasi KHoOMkKa.

6. KHonka SET (KHoMka ycTaHOBKW»
7. TectoB(58B .'He3/10

8. KpblllKka nopta AaHHbIX

O

(0]

,CI,I/ICI'IJ'IEI7I FMIOKOMETPA
1 TecToBblil pe3ynbTar.
2. WHankauns HoOpManbHOro

| HU3KOTO! BLICOKOTO pesy nbTaTa.

3 Pexum nsmepenus
4 TMpepynpexaeHue 06 owunoke.
5. CMMBOA Kanin Kposu
6. MpepynpexgeHue o HU3KOM
ypOBHe 3apsia 6aTapeu.

eXWUM focTyna K namsaTu.
EANHNLbI n3Mepennii
Bpems/garta.
10. CurHan TpeBorn
XapakTepucTtumku

FNIOKOMETP SelfyCheck Regular Mopgens; TD-4287

MCTO”H':'K nTahus NuTtneBas 6atapes Ha 3 B pasmepom CR2032
Avcnneii XKZ, ncaCeeTka OTCyTCTBYET

MNamsATe ~ 150 U3MepeHwii ¢ 4aToii 1 BpeMeHeM
BHewHuit BbIXOA. kabenb MuHN-USS

Tun chepmeHTa GOD (rnioko3aookcungasa)

Bpewms 3manusa. 5 cekyHA

EAuHULbl n3mepenns: Mmr/gn uau mmons/n
[AnanasoH nsmepenuii ot 1,1 go 33,3 mmonb/n (0720 go600ur/gn)
Paspeluarolias cnoco6HoCTb
(war nsmepenus)

©o~N

0.1 Hmons/n(1 mr/pn)

O6beM NpobbI: 0.5 mkn
YpoBeHb remaTokputa 30-55%
MoTpe6nsemas MOLWHOCTL 14,12 mBT

26.14 X 103,43 X 15,1(0.3) mm
307t (15%)

FabapuTHble pasmepsbl

Macca (C 91eMeHTOM nuTaHns)
Bpems ycTaHOBNEHUA
pa6ouero pexuma
JlononHuTtenbHble (yHKUMM:

5 cekyHA

ABTOMaTUYECKOe onpe/jesieHne HaHeCeHNs NpooGbl
ABTOMaTUYeckunii 06paTHbI OTCUET BpEMeHM peakLum
ABTOMaTHUYeCKoe BbIK/IOYEHNe Yepes 2 MUHYThI 6e3selicTeua
MpegynpexaeHne o HapyLleHU TeMnepaTypHOro pexuma

~Bcerga ucnonb3yiiTe cneunanbHblii 4eX0N ANs XpaHeHUs n nepeHockn CucTemsl

AM3GeraiiTe nageHns u CUMbHbIX Y4apoB rK3KcueTpa

>He noagepraiiTe rawkomeTp ao3feOCcTeno NPAMbIX CO/THEUHbIX MyHeli 1 BbICOKOM BNaxHOCTK
~TIPOKOHCYNbTUPYATECh C Ballum BpayoM B Kakux eAnHNULAX U3MepeHus 6bina cornacoBaHa
6awa Tepanus
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PyKOBOACTBO N0 3Kcnayatayuu, A O0NKHOCTL damunus N,0. nosagun Ha Moanuce cornacosanns
Ha6opbl FnokomeTpsl Regular, comnacosatme
cTpaHuubl 9-10 n3 36
Hauanbruk uexa MM®  Mutun A.M. ()
Pasmep 105x150 MM  Cheumanuct OMPM Kycrosa C.s. o 21.01.7070
MacwTab (Ha A4) 1.1 Viwewep no ynakoske Maneta M.HO. 04 21.01.2020
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OnucaHie nporpammel
llporp3mma ynpaeneHusa, ucnonb3yemasi € TrniwKoMeTpe YycCTaHaBuBaeTca npoussoauTenem B
3aBO/CKUX yCNOBUAX I'Iporpamma ynpasnieHus sanaetcsa HEOTbEeM/IEMOI YacTbio rnrokomeTpa

Ponib nporpaMmbl COCTOMT B KOHTPO/E Beek thyHKLMM Npu6opa 1 NpeAoCcTaBaeHUN ANarHoCTUYECKO
nHhopmaymn OCHOBHblE hYHKLMM NpuGopa BKOYAIOT creaytollee

CEHCOp [/110KO3bl B KPOBW ANS aHa/M3a 3HaYeHUsl YPOBHS INI0KO3bl B KDOBM

faTunk TemnepaTypsl 415 onpejeneHns TemnepaTypsl.

COGbITUA HaXaTUA KNaBULL /1 YTEHUS NO/b30BaTENbCKOMO eBeja

npusog XK/ 415 0To6paxeHUs WHopMaLumn Ha naHenn XK/,

KOMMYHUWKaLMOHHBbI MHTepdeiic Ana nepeayn JaHHbIX

BbI30B U3 NamaTn Ans 0T06pa>Keva npowneixX pe3ynbLTartos TeCTOB

npueog 3yMM€pa ANA ero BKAKYEHUA NN BbIKNKYEeHUA

KOHTpON/ep 3apafa akkyMy/nsiTOpPHO! 6aTtapen Ans onpeAesieHns U KOHTPONA 3apsja

* M6BUYAMTepcheiicana nepefayn JaHHbIX.

Monb3osatens BO3AEHCTBYET HA porpaMMy NOCPEACTBOM HaXaTWs KHOMOK «set bulon»
{yctaHoBo4Haa kHonka SET) u «Taw buUon» {OoCHOBHAs KHOMKa) WAW C MNOMOLLbIO BCTaBKM /

.

V3BNEYEHUs TECT-NMONOCKU, TakUM  oBGpasoM nonb3oBaTe/lb MOXET W3MEHWTb MapameTobl
KOHTpONMpyoLne 3ymmep, KOHTponnep 3apsaga v XXKA

SA3bIk MHTepheiica: AHrANACKU

OGbem namsTi NporpamMmei: Ol He 6onee 1024 6aiit: M3Y He 6onee 32 K6aint

Bpems noucka nporpammbi: 0,5 cekyHAbl

Bpems oTknMKa NporpaMmbi: He 6onee 0 1cekyHabl

Knacc onacHocTu nporpammbl’ B

Bepcus nporpammbl 2011 0309 PM 02 08

Mepefaya AaHHbIX A0O/KHA OCYLECTBAATLCA Npu noMmowmn USB-kabens.

OnepaunoHHas cpega
MukpexokTponnep
O6bem M3Y(POM1:
HasBaHue nporpammbi:
Bepcus MO

$13bIK NPOrpaMMMpoBaHNs:

TAIDOC MD437

32 K6aiit

T04287B

2011 0309 PM 02 08

A3bIK NporpaMmupoBaHns C

CuctemHble TpeGoBaHus
Mpoueccop

O6bem namaTu:

OneMeHT nuTaHus

TAIDOC MD437
on (RAM) 1024 Gaiit; N3Y (ROM) 32 K6aiit
3,0BCR2032(1 un-)

XapaKkTepucTtumkun Mogenb; TD-4309

®depmeHT 'rioko3ookcugasa 13%
Peppuunanng 39%

docdart kanua 6%
Kap6okcumetunuyanntonosa 42%
ra6apuTHble pasmepbl TECT-NOMNOCKA: 7 5x36.06X0,5 (+0,2) MM
FabapuTHble pasmepbl KOHTeliHepa:  53.0(+0,5)MM 0 30.46(0,25) MM
Macca oaHoOi1 TecT-nonocku; 0.17 (+ 0,003) I

Macca 6pyTTo KoHTeilHepa. 50 WT B KOHTeliHepe 24,8 T + 10%

XUMnyeckne KOMNOHEHThI:

O6bem npobbl. 0,5 mkn

EAnHWLBI n3MepeHns- Mr/an unu Mmons/n

Bpems peakunu: 5 cekyHp,

NlnanasoH usmMepeHus’' 1,1-33,3 Mmmonb/n (20-600 mr/gn)
AHanut: D-rnkxo3a

depmeHT. GOD (rntoko3ookcnaasa)

Cpok rogHocTn 24 mecsaua OT AaTbl M3rOTOBEHUSA NGO 6 MECALEB CO AHS
BCKPbITUS KOHTeliHepa
30-55%

cBexas uenbHaa kannnnapHasa Kposb

[AvanasoH rematokputa.
Tun Npo6bl

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TecT-nofocka COCTOUT U3 cneayLmnx yacTeii

1. Kanan gns abcop6uun
O6nacTb KOHTaKTa TECT-NOOCKN C MPO6OI KPOBU.
Mpwu conpukocrosemnn a6copbLUa NPOUCXOAUT aBTOMATUYECKN
2. OKHO noATBepXaeHus
ry 3anonHeHne okHa CBMAETEeNbCTBYET, YTO KO/MMYecTBa <poen A0CTaTo4yHO ANns
aHanmnsa.
f—ly/\ 3. OcHOBHaA YacTb TECT-N0NOCKN
O6nactb yAepxaHusa TecT-nos1I0CKn npu BCtaBke TECT-NONOCKN B TECTOBOE rHe3fo
4, KOHTaKTHble NoaocChl
O651acTh KOHTaKTa TECTOBOIO FHe3/a 1 TeCT-MosocKkn
|-|pI/I BBEAEHUN TecT-nonockn B TeCcToBOe TrHe3[0, [MIOKOMETP BKIYUTCA
aBTOMaTHUYeckn

[l TecT-nonocna BOABNSABTCH BBBPU NNMEBOi '«acTbio NNOMHE 40 ynopa.
t. EC/M «OHraKrHbIB NONOCHI TECT-NONOCSN He A0 «OHUA ECTaeMNesbl a rIoMoMeTp, pesy/bie» TecTa MOXET ObiTh
HenpasWibHbIM

J'. Tem-nonocku AoMKHbl 6bITb a TeyeHune €
noaﬂnee 2% MecBLUEB C MOMEHTe W3roTOBNeHWs;. MeoBKOAMMO 3a0MEBTb 4aTy NepBOTO «CXPbIMS .OHTEMHEpa Ha ero
JTHKft

J. Mocne u3sneyenus TBCr*Nonocnl u3 KoHTelHepa HEOBXOAMMO Cpasy NNOTHO 3au3biTh KOHTENHED MpUKACATLCS K
TECT-N0N0CKe CNeAyeT TONLKO YMCTBIMU N CYKUMU pykamu VICMoNb30BaTh XaX/aylo TECTUTONOCXY CPasy Ke NoC/ne U3bATAs
3 KoHTeiliHepa

i He MCNONL30BaTL TECT-MONOCKM NOCNE «CTEUEHNE CPOKA FOAMOCTM. ITO MOXET NpUBecTU. nonyueruio EMPABUMbHBIK
pe TynbTaToB

C MOMOHTa NEePBOTO era’pbiTus » MHTEUMEPA <MO He

A Me Pru6arb He pesaTb u He AehOPMUPOBATL recTAONOCEM
TecT .NonocKku NPOM3BOAATCA B ABYX hOPMAX Bbinycka
UsA<CT*ncnockn SefryCTteck Regular A KOHTpONeM B<*KpbiTus

_7} TecrhanooQi SettyCheck Regular -6e3 KOHTPONS sckpeiTus

KoHTponbHblewpacTBopsl SelfyCheck Regular

Mogens KoHTponbHein pacteop SeifyCfieck Regular Low (Huskuii) TD-4910
KOHTPOAbHbI pacTBop SelfyCheck Regular Norm (HopmaibHbiid) TO-4911
KoHTponbHbin pacteop SelfyCheck Regular High (Bbicokuii) TD-4912

HoMuHanbHbIi066BM% N*MHa:  4Mn fe — I'wii"

Fa6aputHble pasmepsbl hnakoHa  58.2(+0,6) MmO 17,5(+0,35) mm

Mecca 6.6 1+ 10% jJi.-t.v

CocTas D-rnoHosa 0,05-0.2%

BcrnomoratenbNeke uHrpegnentol >99,7%
A He IcnonB3oBaTh KOHTPONbHbIE PacTBOP MOCME CETEYEHWUS CpoKa FOAHOCTM unv cnycTs 3
mMecsLa nocae NepBNYHOr0 BCKPbITUA (hnakoHa Heo6xoCumo ykasaThb aTy rCKpbITUA Ha thiakoHe
C KOHTPO/bHLIM PACTBOPOM M yTUAN3NPOBAT b OCTaBLINIACA PACTBOP MO NCTEYEHUN 3 MeCALEB.
[ TeCT C KOHTPONbHLIM pacTBOPOM PeKOMeHAyeTCca NpoBoANTbL Npu TeunepaType oT 20 'C
60 25 'C M 0THOCMTENLHOI BNaxHocTn oT 30% Ao 85%. Mepes npoBegeHnem TecTaybeanTbes
B TOM. 4YTO KOHTPO/bHbIA paanBop rNPKOMETP W TecT-Monockh HaxoAsTcs B
npejienax ykasaHHoro guanasoHa TemnepaTyp
AOMNepe6 wucnonb3oBaHuem eCTIpsAXHYTb hakoH
¢h1aKoHbI BO N36EXAHWNE My3bIPLKOB.

He pekomeHfyeTCs CUNbHO BCTPAXMBATH

Pyuka Ans npokanbiBaHWs aBToMaTuyeckas (C HaKOHe4YHUkom AST)

Pyuka f/1s NpoKa/ibiBaHUsi aBTOMATUYECKasl UCMO/b3YeTCsl COBMECTHO C /TAaHLETOM /ISl CHUKEHUSI
HENPUSITHBIX OLYYLEHNIT MPOKONA KOXM NPK MOJTy4eHnn npo6bl KPOBK.

Pyuka Ans npokanbiBaHWs aBTOMaTUyeckasi CKOHCTPyMpOBaHa TakK. YTO YCTaHOBJIEHHbIN NaHLET
NOSHOCTLIO  CMPSITaH NMOA  Konmadykom [of  AeifiCTBMEM  COKpalieHWst PacTSHYTON  MpYXuHbI
(NpuBeAeHHOIi B AeiicTBME NMPW MOMOLLW NYCKOBOW KHOMKW) UrNa NaHueTa npokasibiBaeT Koxy, 3aTem
NpyXWHa NPUXOANUT B UCXOAHOE NOMOXEHUE NPU KOTOPOM UI/1a NaHLEeTa BO3BPALLAETCS MO KOMNayok
PYuKM AN NPOKaNbIBAHUS.
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BbITECHUTENb Kopnyc.

Perynupyemblii
HaKOHeUHUK

WHpukaTop

CTpe/xa

dukcaTop

N3penve umeeT BO3MOXHOCTb Bbl60pa a*ecT BapMaHTOB ry6uHbI NPOKONa KOXu

Herny6oko

ici. N

—_— | I rny6oko

Msrkast unm TOHKasi Koxa

UeM ANNHHEE NIMHWS WHAWKATOPA rem 6onblue ray6uHa npokona

XapaktepucTuku

Pyuka Ans npokanbiBaHus

aBToMaTuyeckas (c HakoHe4yHuKom AST)
Cwuna npyXuHbl KOHTPONA B3BOAA
JHeprua yaapa (Bo3feicTBua Ha NnaHueT).

Macca
ra6apuTHble pasmepbl

NanueTbl SelfyCheck

Naxuyetsl SelfyCheck

Pasmepbl 0AHOrO NaHueTa, MM

Kann6ép urnbi:
Macca HeTTO, T.

Macca 6pyTTO (10 WT), T

LLlepoxoBaTocTb.
TBepaocTb.
Crepunusauus;
Jo3a cTepunusayuu:

CpoK XpaHeHu s NaHueTos

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

Mogens: TD-6010

6.0 H* 10%

45 MOx + 10%

16,5r+ 15%

118,76(10.2) MmmXx 17,45 (+0,1)mMm

NaHueTbl npegHasHa4YeHbl A5 NPOKOa KOXWU C Lesbio NosyyeHns npobbl
KPOBU OGLIYHO MPUMEHSIOTCS COBMECTHO C PYu4Koil NS NpoKasbiBaHWs
aBTOMaTUYeCKOl ANA CHUKEHWUA HBNPUATHbX OLyLeHN A Npu BbINONHEHUN
npokosia Koxu

NaHuet SeifyCneck npeacTtaBnsieT co6oii  3aTO4YeHHyl  wray w3
BbICOKOKAYECTBEHHOW HepxaBetolweil ctanm SUS304. 3aknioueHHyw B
NNacTUKOBbI Kopnyc 3aLLI'I/lTHaR KpblWwKa naHueTa sAB/AeTca CTepuibHbIM
6apbep0M W CHMMaeTcsa C OCTpuUA WUr/bl TOJ/IbKO MOC/Me TOro Kak naHuert
YCTaHOB/IEH B FHE3/0 AepxaTesis pyyuku AN NpoKasiblBaHNs.

Mopenb: TO-tO84. " )

[invHa kopnyca ¢ HaAeToi 3awuTHOM Kpblwkoi 32,0(x1,5i Mm
[nnHa oTKpbITON YyacTn nrnbl 3 2(x0 3) MM

30C/13.3mm . - '

0,4 1 »5%

4,7*0,5

Ra He 6onee 0.8 Mkm

He meHee 450 HVo,s

ko6anbT-60Yy-n3nyyeHne

18,7 kI'p .«
5 neT nocsie pagnaLuoHHoOi cTepunnsaymum
peactasneeT cob6oii dyTnsp NpAMOYTro/bHO copmbl c

3acTexkoil-monHuell, BWUTON B 60OKOBWMHbI. CHapyxu gyTnspa umeetcs
mArkas netns 415 KPenneHns BepTuKanbHO Ha peMeHb OAexabl Pasmepsl
Yyex/sia B 3aCTerHy'tom suge. 155 x 80 x 30 (*5) mm

Yexon 3awyuiiaeT n3aenne ot noBpexaeHnii, uapanuH, 3arpsasHernii nbiu,
nonajaHna Bnarn peskux yaapos 3acTexka-MOHUA WAET BAONb GOKOBUH
¥ N03BO/IAET NOMIHOCTLI) PACKPbITH YEXO0/. Yex0n KOMNakTHO BMellaeT Bce
KOMMOHEHTbI CUCTEMbI

YEpHbIii

cTpaHuua 12

OKCIMNYATALINA

BBO/ B SKCMNNYATALMIO

"epca nepsBbiM WCMNO/Ib30BaHWeM [MoKoMeTpa Wau nocsie 3amMeHbl 63TapeﬁKVl nposepbTe UM

N3MEeHUTEe yKa3aHHble HUXe HaCTpOVIKVI.

Ha BbIKNoOYeHHOM ycTpoiicTBe (6e3 BCTaBIEHHOI TECT-/10/10CKN) HAXMUTE KHOMKY ycTaHoBkn SET

YcTtaHoBKa Aatbl

MocnepoBaTenbHOCTL HACTPOliknm aatel FO4 — MECAL, — AEHb.

Cu ili

Mpu muraowmx undpax roga Mpu

Murarwuwem

L‘n- 3

mecsue  Mpu Muraiouem uucne

Haxumaiite OCHOBHYH KHOMNKY
[0 MOABMEHUA HYXHbIX UNdp
Haxmute BET.

HaxumaiiTe OCHOBHYI KHOMKY
[0 NOSABNEHUSA HYXHOW LNObI
Haxmute SET

Haxumaiite OCHOBHYH KHOMNKY
A0 NnosiBNeHna npasubHOro

uncna Haxmurte SET

1S? i

Haxu1maiiTe OCHOEHYI0 KHOMKY 4TOGbI BbIGPATL HYXHbI (hopmaT Bpemern - 124 (125) wn 244 (24hi

HaXmute
m|Cn

YcTaHoBka BpemMmeHun

Mpy mMuraioLem yace HaxumaiiTe OCHOBHYI
KHOMKY [0 MOSBAEHNA  HYXHbIX  UMpp
Haxmute SET

ErrAL [ 1k

Mpu MUraLWwmx MUHyTax HaxnMaiTe OCHOBHYIO
KHOMKY 210 MOABNIEHNA HYXHbIX LdDp.
Haxmute SET

HaXnMaiTe OCHOBHYI KHOMKY 4TOGbI BbIGpaTh MEXAY pexumamu Mr/An u Mmonb/n. Haxmute SET.

YcTaHoBKa 3ByKoBOro curaana OivVOff

HaXMuTe OCHOBHYl0 KHOMKY [ANnA Bbl6opa mexay pexumamu On (BkouMTb) U OFF (BbIKIHOUYUTL)

Haxmute SET.

nn



PykosogcTeo MO akcnayartauuu,
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Ouunctka namaTn

Mpu oToGpaxeHnn Ha gucniee cumsonos DEL u . HaXkaB OCHOBHYIO KHOMCY, BbiGepuTe no Ans
COXpaHeHns pe3ynbTaToB € NaMATU YCTPOIicTBa, 3aTeM Haxmute SET

YTto6bl yaanuTb BCe pesynbTaTbl M3 NaMATW YCTPONCTBA HaXMUTE OCHOBHYI «MOMKYy Npn
oTobpaxeHun YES u Ha gucnnee 3aTem Haxmute SET

r,OLL r

niy
U N

[m-

YcTaHoBKa HanoMuUHaHwWi

Ha ycTpoiicTBe npegycMOTpeHo YeTblpe 3BYKOBbIX HanoMuHaHus ha akpaHe GyayT oToGpaxartbcs

3Hayknm OFF {Bbikn i AL1 (HanomuHaHue 1)n Q  EcCnu Bbl He XOTUTE yCTaHaBNMBaTb HANOMUHaHUe

HaXxmuTe kKHonky SET uT0o6bl NPONyCTUTL 3Ty HACTPOlKY Wnu BbiGepuTe 3Ha4ok On (BK/.) U HaXMUTe

OCHOBHYIO KHOMKY A1 NPOAO/MKEHUSA HACTPOKM.

Mpu noouepefHo MUrawLMX Luchpax YacoB HaXUMaliTe OCHOBHYK KHOMKY, Y4TOGbl BbIGPaTh HyXHOe

Bpems. Haxmute kHonky SET gns 3aBeplieHus.

Mpu nooyepeHO MUTaOWMX LUhpax MUHYT HaXUMaiTe OCHOBHYIO KHOMKY, YTOGbI BbiGpaTh HYXHOe

Bpems. HaxmuTe kHonky SET Ans nepexoja K ycTaHOBKe Creflyioliero HanoMuHaHus.

B pexxume HacTpoiiku npu 6e3aeiicTBUM B TEUEHWUN 2 MUHYT FIIOKONETP OTKIKUUTCSH aBTOMATUYeCKn

AnaHuble napameTpbl MOXHO U3MeHUTb TOJIbIO B pexume HacTpoOun

ArnokomeTp SelfyCheck Regular acnone3yeTcsa Tonbko CTeon-nonockamm SetfyCheck Regular
Mcnonb3oBaHue pyrw>. Tean-nosocok MoXeT NPUBECTU K HEMPaBUIbHbIM pesyibTaTam

NMPOBEPKA PABOTbl CUCTEMbI C NCMNOJIb3OBAHNEM
KOHTPOJ/IbHOIO PACTBOPA

PekomeHyeTCi NpOBOAUTL CaMOCTOATE/IbHYK NPOBEPKY COBMECTHOW paboTbl [nlokomeTpa U
TecT-nosI0CKN NpM NOMOLLM KOHTPObHOTO pacTeopa SeltyCneck Regular (noctaBnsieTcs a ctapToBOM
Habope). KOHTPO/bHbI pacTBOp NOMeLLEH BO (h/1aKOH C FepMeTUYHOM KPbILLKOIA.

®nakoH ¢ MapkupoBKoii «Low» (HWU3KMit) HE06X0AMM ANA NPOBEPKN 1 OTOBPAXEHUA HUZKOTO YPOBHSA
IN0KO3bl, (PNaKOH C MapknpoBKoi «Norm» (HopManbHbIii) HE06X0AUM AN NPOBEPKN 1 OTOGPaxeHus
HOPMasnbHOro YPOBHS [/110K03bl (hN1aKOH C MapkupoBkoii «High» (BbiCOKMiA) HEO6X0ANM ANA NPOBEPKK
1 0TOGPaXEHNS BbICOKOTO YPOBHS [/1HOKO3bI.

AonycTumblii AnanasoH pesynbTaToB Npu aHann3e KOHTPONIbHOTO pacTBOpa ykasaH Ha KoHTeliHepe ¢
TecT-nonockamMu  [NA  NONyYyeHUs TOYHbIX Pe3ynbTaToB HEO6X0ANMO PEerynsipHo npoBOAUTH
nof0GHYI0 ANArHOCTHKY.

TecT C KOHTPO/IbHLIM PacTBOPOM CAeAyeT NPOBOAUTh:

Npu NOAO3PEHNN HA TO YTO FIIOKOMETP UMW TECT-NOM0CXM PaboTalT HEKOPPEKTHO;

Npu HECOOTBETCTBUM Pe3yNbTaToB N3MEPEHUA [/1I0KO3bl B KPOBW BalleMy CamO4yBCTBUIO /M6GO
Npy NOAO3PEHNSX HA HETOYHOCTb U3MepPEHUA.

[NS TPEHUPOBKU NPOBE/EHUA N3MEPEHNA.

npy najeHnn ycTpoiicTBa Uan Npu NoA03PEHNN Ha ero noBpexaeHne

MPOBEJEHUNE TECTA C KOHTPOJ/IbHbIM PACTBOPOM
J[ns npoBefileHNA TecTa C KOHTPO/IbHLIM PACTBOPOM BaM NOHaf06ATCS
* [nlKOMeTp
* TecT-nonocku
* KOHTPO/bHbI pacTBop
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1. BcTaBbTe TeCT-NOMOCKY

BCTaBbTe TECT-NO/IOCKY B TECTOBOE rHe340 KOHTakTHbIMM nojsiocamu enepen un seepx
FnioKOMeTp BKIUNTCA aBTOMaTUYeCKW, Ha Aucniee NossBuTca cMMBon”™

2, OTMeTbTe TeCT C KOHTPO/bHbIM pacTBOpoOM

HaXmnTe 0CHOBHYI KHOMKY [N TOFO, YTOGbl OTMETUTbL TECT C KOHTPOSIbHBIM PACTBOPOM.

Mpn oTo6paxeHnn cumpona OC Ha Aucnnee ycTpoiicTBa pesynbTaThl TECTA HE COXPaHATCH a
namsaTtu. Ecnum Bbl peoime He NpoBOAUTbL TECT C KOHTPO/IbHBIM PACTBOPOM, CHOBA HXMWUTE OCHOBHYHO
KHOMKy 1 cumson OC uncuesHer.

[ TMpu npoBeAeHnn TecTa C KOHTPO/bHLIM PAacTBOPOM HEOGXOAMMO NEPEXOANTL'-
B pexxum OC 4TOGbl pe3ybTaT He COXPaHA/CS B NaMA Ty yCcTPoiCcTBa BMECTE
C pe3ynoTaTamu TecTa C KpOBbIO. 8 MPOTUBHOM C/lyyae pe3ysibTaTbl TecTa ypoBHs
rI10KO3bl KPOBM CMeLaTCs B NaMATyW yCTPoiicTBa C pe3yibTaTamn TecTac
KOHTPO/IbHLIM PacTBOPOM

3. HaHecnTe KOHTPONbHbI pacTBOp

Mepepn oOTKpbl-'MeM chnakoHa TpebyeTcs HeCKoNbKo pas

nepeBepHyTb JakpbIThiii hiakoH (He BCTpAxuBaTh) Kan.ns

KOHTPO/IbHOrO pacTtBoOpa HaHOCUTCA Ha YUCTBI KOMNA4oK

chnakoHa 3aTeM K Kanje MOJHOCUTCA TecT-nosnocka

BCTaB/IeHHas B [MIOKOMETp. ﬂpm COMPUKOCHOBEHUN KaHana

AN 86cop6(4um  TECT-NOMOCKM C  Kaniell KOHTPONbHOro R »
pacTteBopa BCacCblBaHWe NponcxoavT asToMaTuyeckn

A Bo usbexaHne 3arpssHeHUs KOHTPOILHOrO pacTBopa
He HaHOCUTe pacTBOp HenocpeaCcTBEHHO
Ha TecT-Nnonocky

4. CuuTaiiTe u NpoBepbTe peaynbTaT

OKHO NOATBEPXAEHUS TECT-MOMOCKMA 3aN0NHNTCSA NPU JOCTATOYHOM KO/IMYeCTBe NPo6bl Noc/ne yero
rnwokKkomeTp wusgact SByKOBOVI CUrHan wn npucTtynut K npoBefeHud aHausa. Mocne okoH4aHus
o6paTtHoro otcyeta oT 5 40 O Ha AUCA/ee NOSABUTCA pe3ynbTaT TecTa C KOHTPO/IbHLIM PacTBOPOM.
CpaBHUTE MOMYYEHHbI pe3ynbTaT C [Nanas’oHOM YyKasaHHbIM Ha KOHTElHepe TecT-NosIoCcokK.
Pe3ynbTaT Ao/XeH 6bITb B Npejenax aToro gnanasoHa.

Ecnu pesynbTaT HaX0AUTCA BHE yKasaHHOTO juanasoHa

Ecnn noBTOpHble pesynbTaTbl TecTa MPOAO/KAKT He MonajaTb B yKasaHHbIii Ha KoHTeliHepe
AnanasoH. npuébed  MoxeT  paboTaTb/MCNONbL30BaTbCA  HENpaBW/bHO  IM60  BO3MOXHA



ata
PykoBoacTBO MO akcnayaTayum. fonxHocTe ®amunna n.0,  nojauv Ha Mognuck Aara
cornacoBaHue cornacosaHus
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HECOBMECTWVIOCTb  rmiokomeTpa W TecT-nonocok HE WCMONb3YNTE aTOT KoMnaekT Ans
TecTuposamus obpasua kposu OGpaTuTech 3a NOMOWLIO a CAyX6y NoAAEpPXKW WM B MecTo
npuobpeTteHns

Afnana3oH 3ua-"eTfh AN TecTa C KOHTPO/bHbIM PacTeopoM. yKasaHHblii Ha KOHTeliHepe
TecT-NonocoK npefjHasHayeH TOMbKO ANs OWEHKUM pe3yNbTaToB TecTa C KOHTPO/bHbIM
pacTBOpPOM 3TOT AnanasoH He ABNAETCSA peKoMeHAalneil N0 CoAePXaHuIo FoKo3bl B KPOBN

2. BcTaBbTe TeCT-NONOCKY B [1IOKOMETP ANA ero BKAYeHUs

NPOBEJEHUE TECTA C MPOBOW KPOBW
[ina npoBeAeHNsa TecTa ¢ KOMTPOY1BHbIM pBC "BMPOM BaMm NoHafo6aTcs
nokomeTp SelfyCireck Regutar
TecT-nonocku SetfyCheck Regular
KoHTponbHble pacTeopbl SelfyChec* Regular rtOn Norm. High) - Ana TecTta ¢ KOHTPONbHLIMK pacTBOpamut

foxantechb NOABMEHUS CUMBOMIA A Ha gucnnee.

3. BbiGepnTe NOAXOASW NI PEXUM N3MEPEHUs

Ha ycTpoiicTBe NpeaycMOTPEHO YeTbipe pexuma uamepeHuss Gen - o6 (He OTpaxaeTcs Ha
“bunaslA3 A% _ i kLI MUs» AU .

* Pyuka Ans npokanbiBaHWs aBToMaTuyeckas ic HakoHe4YHUKom AST)
« NlanueTsl SelfyCheck 1 PBUWM ~YY:T08MAWMN13/1b30BAHT V.T-V
Gen (He oTpaxaeTcs Ha akpaHe) B N060e BOEMs cyTok HE3aBUCUMO OT Npuema nuium
AKomnnekTaynsa CUCTeMbl ykasaHa Ha ynakoBke KOMMOHEHTbl CACTEMbl KOTOPble MOXHO i AC MUHUMYM 32 3 4acos g0 erbi
npuobpecTu gononHuTensHo TecT-nonocku 3e"/CJlleck Regular PC | uepes 2 uaca nocne eapl
UTOGbl CHU3NTb PUCK 3apaXeHns:
oc AnarHocTukKka C KOHTOOJ/IbHbIM 0aCTBOOOM

[, Hukorpga He nonb3yiiTech OAHUM NaHLETOM WAN PyYKOi ANS NpoKasbiBaHUs BMECTe C ApYruMn
NoALMY

ABcerga WCMONb3yiiTe HOBbIA CTEPUNbHbLINA NaHueT JlaHueTbl NpejHasHaHeHbl TONbKO ANs
0ZJHOPA30BOI0 MCMO/Ib30BAHMNSI.

[ N36eraiite n0n36aHnsi /IOCLOHOB Macen rPs3W U WHOPOAHbIX 4YacTuL BHYTPb WM Ha
NOBEPXHOCTb IAHLETOB 1 aBTOMAaTUYECKONA PyUukn ANsi NPoKasbiBaHUs

1 BcTaBbTe TECT-NONOCKY B BbIK/TKOYEHHOE yCTpOﬁCTBO, 4YTO6bI BKMOUYUTL €70 Ha ancnnee nossuTca
muraiowunii cumson A

1. MoAroToBKa aBTOMATUYECKON PyUKM NS NPOKanbiBaHUS K TECTUPOBAHNIO KPOBYU
2 HaxumaliTe OCHOBHYIO KHOMKY ANA nepeknoyeHuns pexumos General AC PC n QC

4
alvliy

2 BcTaBbTe NaHUET B AepXaTens
naHueTa n HafjaBiTe Ha Hero
4TO6bl HAIEXHO 3aKPENUTL

3 CHUMUTE 3aliUTHBbINA
Iy
KOINAuoK C NnaHueTa

1 MoBepHMUTE KONMAYOK Pyykn Ans
npoKanblBaHUs N CHUMUTE ero.
NOTSHYB BBEPX

4. Monyunte obpasel, KpoBU

LlepAnTe pyuky
33 uchnye MoaroToska MecTa 3a60pa KpoBM
yerponcrea Ha KauecTBO MOAYYEHHOrO pe3yNbTaTta U3MEPEHVUs YPOBHS TNIOKO3bI B KPOBM CNILECTBEMHOE B/USIHUE

He 3a KoNna4ok
OkasbizaeT CTUMY/IMPOBaHIWE KPOBOOGPALLEHUS, /1S 3TOTO NOTPUTE MECTO YKONA Nepes, 3a60poM KPoBU.

MokasaTenb COAePXaHWs IIoKO3bl B KPOBW B3ATOI U3 MecTa, KOTOpoe NpeABapuUTe/ibHO He pacTupasiocs,
CYLLLECTBEHHO OT/INYAETCS OT NOKa3aTesNs COAEPKaHus /I0KO3bl B KPOBU B3STON 13 Nanibua PacTupaxue
MecTa yKosia nepey, B3fiTUeM KPOBY MO3BO/ISIET 3HAUUTE/IBHO YMEHbLUNTL 3Ty PasHILY.

rxanyiicta. co6noaiite cnegyioujue ykasaHus nepej B3sTMeM Kanan KpoBu:

ABbLIMOIiTe 1 BbICYLINTE PYKkU Nepej TeM Kak NpUcTYnUTb K npoueaype

ABblGepUT e MeCTO yKona Ha KOHYMKE MasbLa Uan Ha Apyroi yacTu Tena

4. HapeHbTe KONna4vok pyukn
06paTHO 1 NOBEPHUTE €r0 A0
uenyka 4To6bl 3aKPenuTh Ha
mecTe (cM puc )

Konnavok 3akpenneH ecnu
VHAMKATOP KpenneHus
HaxoAuMTCA B KpaiiHeM npasom
NONOXEHUN.
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5. YaepxwuBaiiTe konna4ok n
BblGepuTe rnyéuHy npokona
nosopaunBas perynupyembiit
HaKOHeYHWK B S1l060M
HanpasneHnn, Takum o6pasom
uTOGbI CTPesiKa Ha Konnayke
yKasbiBana Ha Tpebyemyo Jil
rny6uHy npokona.

6. MoTaHuTe 3a o6nacTb
PerynmpoBKin HaknoHa Ao
uienuka. Korga usgenue

6yAeT roToBO K UCMO/L30BaHMIO,
LBeT Nyc3roBoit KHOMKN
n3MeHnTCA

Benu Bbl He yCAblWanu Lenyka
BO3MOXHO YCTPOICTBO
3aKNMHUNO Ne p” yCTaHOBKOM
naHuyeta

[l Nepe6 npokonom noTpuTe mecTo ykona B TeueHune npumepto 20 cekyHp

[ MpoTpuTe mecTo ykona aesnHpuumMpykaweii candeTkoii, n 6aiiTe kKoXe BbICOXHYTb
3a6op kpoBW M3 nanbLa

1 Mpokonute nanew,

MNOTHO NPUXMNTE HAKOHEUYHUK PYUKM /15 NPOKa/bIBAHNA

K HWXKHEeW YyacTtu nogyuweudkn nanbua

,ﬂnﬂ BbINO/THEHNA NPOKONa HaXMNTE NYCKOBYH KHOMKY

Mo BbINOIHEHNN NPOKOA NPO3BYUNT LLETHOK



ara
PykosopgcTtso MO akcnayartauyuu, [omkHocTb Pavmnma LN.0. noE‘aqm Ha Moarvck fara
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cTpaHuubl 17*18 n3 36

Pasviep 105x150 mm  Cneuyuwanuct OMPM Kyctosa C.B. ™ zrQlrore
MacwTa6 (Ha Ad) 1:1 VHKeHes no ynakoske Manera M.O. n 21.01.2020 YepHblii
MaKeT
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2 Ypanute ycTpOWCTBO C MecTa Npokona.
Mocne BbINONHEHUA npokona ypanute nNepByl Kanaw KpoBu C
NOMOLLYbIO YNCTOM BaTbI.

OCTOpPOXHO HafaBUTE Ha MECTO MpoKona 4To6bl CO6paThb elle OAHY
Kanio kposi Heo6X0AMMO NONyunTL He MeHee O5 MK 06pasLa KpoBU.
ByAbTe akkypaTHbl 4To6bl HE cmasaTb o6pasel kposu. Havecute
o6pasel| Ha TECT-NONOCKY

A Tpu KaxaoM n3MepeHun BbiGupaiiTe HoBoe MecTo. HeofHOKpaTHbIE MPOKO/bI B OAHOM U TOM
X€ MecTe MOTyT noB/eyb 3a CO60ii 60/1e3HEHHbIe OLLYLEHNS U NPUBECT U K NOAB/IEHNIO MO30Nei
~N/IpOKOHCYNbTUPYTECh C Bpa4oM nepes 3a60pom KpoBM U3 anbTepHaTUBHbIX MeCT

S. HaHecuTe o6pasel, kpoaun

MojHecuTe Kan/ KPoOBM K BNUTbIBAOLLEMY
OTBEPCTUIO TECT-NONOCKN Aepxa
TEecT-NoN0CKY N0/, HaK/IOHOM

KOHTPONbHOE OKOLLKO TECT MOJIOCKM
3anosIHUTCS NpU OCTATOYHOM KONn4yecTBe
o6pasLa Kposu.

E YBEUPAWMTE naneu, noka He yC/nbliWNTE 3BYKOBO# CUTHAn
e npmkMMaiiTe MecTo ykona K TecT-N0/0CKe 1 He pa3MasbiBaiiTe KpoBb
Ecnn B TeueHne 2 MUHYT obpasel, KpoBK He GyfleT HAHEeCEH Ha TeCcT-NOMOCKy. YCTpoicTBO

aBTomMaTunYeckn OTKMOUMTCA [N Hayana HOBOFO W3MEpeHWs Heo6XOoANMO yAanuThb W 3aHOBO
BCTaBUTb TECT-NOMOCHY. 30HC/IN
A OKHO NOATBEPXAEHNS AO/MKHO GbITh NOMHOCTLIO 3aMO/IHEHO KPOBbLIO A1 Hauana o6paTHOro
oTcyeTa HUKOIM[JA He nbiTaiiTech A06aBUTb [ONOJHATENbHOE KOMWMYECTBO KPOBM Ha
TecT-nonocky nocfe TOro, Kak BNMTanach nepsas kanns. W3BNeKUTE WCNONb30BaHHY
TeCT-MONOCKY ¥ NOBTOPUTE U3MEPEHNE C HOBOI TeCcT-Nonockoi
A Ecnu Bam He yjaeTcAa 3ano/IHUTb OKHO NOATBEPX/EHUS, 06paTUTECh 3a NOMOLLbIO K Bawemy

Nevalyemy Bpaydy Unm B cryx6y NoAAepxKKM

6. CunTbiBaHne pesynbrarta

PesynbtaT W3MEpeHUs YPOBHS [/1l0KO3bl B KPOBM 6yjeT coxpaHeH e namaTW ycTpoiicTBa
aBTOMaTu4yecku (100 mr/gn = 5,5 Mmonb/ni POK-blBA

W o\
nno
nu gm0
NJ e /
n Uupe3mepHasa noTeps BOObl MOTYT NPUBECTMU A TOMY YTO NokKasaHus

Ay T HWKE [eNCTBUTENbHbIX [1pu MOAO3PEHMM HAa CUNbHOE O06e3BOXMBAHWE HemeAneHHa
obpaTuTech K Bpauy
AEcCnu nokasaHusi ypOBHS TJIOKO3bl B KPOBU HUDKE WAW Bbllle HOPMbI
cUMNTOMbI 3a6oneBaHnsi OTCYyTCTBYIOT Mpexje Bcero, NoBTopuTe TecT ECAM CUMNTOMbI
NpUCYTCTBYT WAW €CAU MOBTOPHbIE W3MEPEHUs MPOAOMKAT MNoKasbiBaTh pesynbTaThl
KO T e HWXe O/ BblLIE HOPMbI, CMeAyiiTe PeKOMEH/aLMAM Ballero le4eLlero spava.
Al NS U3MEPEHUs YPOBHS [MI0KO3bl 3 10X>BI UCMO/b3YATe TOMbKO CBEXMe 06pasLibl LiebHOIi KpoBU
NPy UCMONb30BaHUM UHbIX 06Pa3L0B pe3yNbTaThl 6yAyT HEBEpHbIMA

YCMOBUM TOYHOTO COG/MIOAEHNS WHCTPYKUWA, W3MOXKEHHbIX B HACTOSLLEM
PYKOBO/CTBE, Yy Bac MMEOTCA CUMNTOMbI, HE COOTBETCTBYyWLUME pe3ynbTaTaMm U3MepeHuit
obpaTuTech K BaleMy fieyalyemy spady

a cooTrseTCTBYyHOWMNE
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CwncTema no3sonset nony4vyatb pe3ynbtat 3KBUBANEHTHbI 3HAYEHWD Ana nna3mbl KPOBU.

Bpems usmepexus [lnanasoH HOPMarnbi NN 3HAUEHNiT YPOBHS [/110KO3bI B N/1a3Me KPOBU
ansa noaeit, He Ctpapawougy gnaéetom (Mt/an

Hatouwak nnn nepepg epoit _ - viC m'/an -b6 mmons/n.

CnycTa 2 yaca nocne efbl ‘4C_m'an mmone/n ' .| "

ATIPOKOHCYIb TUPYATECh C Jlevawum BpadoM, YTO06Gbl ONpefeNnnTb NOAXOASWMA BaM Lenesoi
AvanasoH 3HadyeHui

YpoBeHb KOHLEHTPALMM [1H0KO3bl B KPOBU WM MIa3Me MOXET BbIPaXaTbCs B efuHNLax Beca (Mr/an)
VNN MONAPHOIA KOHL[EHTpaLI,VIVI (Mmonb/n). MpUHUMN NpUGAU3UTENBHOTO NepecyeTa 3HauYeHust Mr/gn
a MMOnb/N cneayiouin un.am

L enn basaenure ka1 —wwonein BRSO in ¥ 16~ 126 Wi

. UMONB/N  yMHOXMTb HA 18 = mr/gn J
(pe3ynbTaThl nepecMeia npuGAN3NTENbHbIE)
7. YTUNU3aunusa Ucnonb3oBaHHbIX MaTtepnanos

V3BneyeHune NCnosb30BaHHON TECT-NOAOCKMN
M3BneknTe TECT-NOJIOCKY, TIOKOMETP OTK/HOUYMTCA aBTOMATUYECKN

M3BnevyeHne ncnosib30BaHHOTO naHuyeta

! 1 OTKpyTUTE KO/INauoK pyukn v

yAanuTe naHuet. YTunuaupyiite 2. YToGbl yaanute

, MCNO/b30BaHHbIN NaHueT. UCno/b30BaHHbIN NaHueT,

Ql CO6NI0AAB MEpbl NPesoCTo- BbIABUHbTE BITECHUTENb
(M1 POXHOCTM MOMECTUTE 3aLUTHYI0 Brnepes YTunusnpyire

| KpbILUKY NaHLETa Ha TBepAYID - . NaHUET B COOTBETCTBUM

. NOBEPXHOCTb U BbIBUHbTE B HETO HOpMamu niokanbHoro

A 1CMOMb30BaHHY UrnNy. r-' 3akKoHoAaTeNbCTRA.

A |/|Cﬂ0|'|b3(><3HHble NnaHueTbl N TeCcT-NoONOCKM cHMTarnTCAa 61010rMYeCcKn onacHbIM1 O/FIXOABMI/I
YTUAU3MpYiTe Ux B COOTBETCTBUN C HOPMAMM SIOKANbHOTO 3aKOHOAATENbCTBA

A[lns 3a6opa KpoBM U3 anbTepHATUBHLIX MecT (He W3 NOAyLIeYkM Nanbua) MCnonbayiiTe
I'IpOSpaHHbII/I HaKOHEeYHUK

3ABOP KPOBW N3 AIBTEPHATUBHbLIX MECT
Bbl MOXeTe NpoBeCTU aHann3 o6pasua kpoBu, B3ATON U3 anbTepHATUBHBIX MeCT

A CyLI.kECTByK)T orpaHnyeHna Ha BO3MOXHOCTb 3a60pa KpOBU M3 anbTepHaTUBHbIX MeCcT
I'Io)KanyHCTa npOKOHCyI’IbTMpyﬁTerCBaLLIMM Bpa4yomM A0 HavYana Ucnonb3oBaHUs 3TOro meToaa

3ameHNTe KONNa4YoK yCTPONCTBa BBEAEHUS Ha
npospayHblii KONNayok Ans 3a6opa KpoBM U3
anbTepHaTUBHbIX MecT (AST).

MoTsAHUTE KOHTPONb B3BOAA HAa3aj A0 LWenyka. i
Mpwn ykone e npeansieybe nneyo unn pyky usberaiite /
MECT C APKO BbIPaXEHHLIMWN BEHaMU 4TOGbI n3bexaTs W
Ype3MepHOro KpoBOTEYEHUS

Korga cnepyeT ucnonb3oBaTtbh MeTo/ 3a6opa KpOBU U3 afibTEPHATUBHBIX MECT?

NUTaHWS!, NIeYeHNsl, YPOBEHb HArpy3ku Wi ctpecc n GonMesHn M ory”kasbl BA
B/IUSIHUE HA YPOBEHb [/1I0KO3bl B KPOBM KanuinsipHas KpoBb B KOHUMKaX NasbLes OTPaXaeT Takue
M3MeHeHUs GbICTpee, YeM B APYTUX yacTsx Tena. MoaToMmy, Npu U3MepeHnn ypoBHS FMIOKO3bI B KPOBM
BO BPEMS WM HEMOCPEACTBEHHO MOC/IE eAbl (DU3NUECKOIi HArpy3Ku WK KaKNX-116o ApYrvx fAeicTBuii
Unu coGbITUK, CNeAyeT MCNONb30BaTh TOMLKO 06pasLbl KPOBU U3 NasbLes.

Mbl HACTOATENILHO PEKOMEHAYEM UCMO/b30BaTh 3a60p KPOBU U3 albTEPHATUBHbLIX MecT TOJIbKO nou
CrefyoLmnx ycnosmuax

« [l0 eibl NN Ha TONOAHbIN XenyokK (He paHee YeM Yepes 2 Yaca Nocne NocnegHero npuema nuim)
* He paHee 4eM 4epe3 2 yaca nocne Npuema WHCyMHa.

* He paHee yem yepes 2 yaca nocne H3NYeCKUX Harpysok
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HE UCMOJIb3YNTE 3a60p KpOBM 13 anbTEPHATUBHBIX MECT, €CK
« Bbl NpeAnonaraeTe HU3KUA YPOBEHb T/1I0KO3bI B KPOBW.

Bbl He yBepeHbl eCTb Ny Bac runornnkemus.

Bbl npoBoAuTe TECT Ha rmneprinkeMuo

PesynbTar M3MEpeHns YpOBHA [/1I0KO3bl € KPOBW M3 afbTepHaTUBHbIX MECT He COoOoTBeTCTBYeT
BalleMy CaMOUyBCTBUIO

PeSyl’IbTaTbl BalUMX 06bIYHbIX NpoBEPOK NoABEPXEHbI YaCcTbiM KonebaHusaMm.

NMAMATb MNMIOKOMETPA

YCTPOWCTBO COXpaHAET B ~OMATU T50 NOCNEAHUX PE3YNbTATOB U3MEPEHUI YPOBHS T/1H0KO3bI B KDOBN
C ykasaHWeM [aTbl U BPEMEHW [as NpoCMOTpa pe3ynbTaToB COXPaHEHHbIX B NamsTh ycTpoiicTea
HaYHUTE C BbIKNIOYEHHOTO YCTPOiicTBa

1. BKNYeHMe pexuma 4ocTyna K namsatu

Ha BbIK/IOYEHHOM YCTPOICTBE [ABaX/bl HAaXMUTE OCHOBHYIO
KHOMKY. Ha pucnnee noseutcs cumBon [M] n  nepsblii
oTo6paxaeMblii Ha 3KpaHe pesynbTaT - MOCNeAHWA pe3ynbTart a
M3MepeHNs CAATON BPEMEHEM W PEXVUMOM U3MEPEHUS.

Mpy NepBoM MCMONb30BAHWUM YCTPOMCTBA WM NOC/e yAaNeHus
pesynbTaToB U3MepeHuil Ha gucniee 0TOGPasUTCs CUMBOM---
KOTOpbI 0603Ha4aeT OTCYTCTBUE COXPAHEHHbIX B NaMmsTh
pesynbTaTos. a

2. MpOCMOTpP COXPaHEHHbIX Pe3yNbTaToB U3MEPEHUN

HaxumaiiTe OCHOBHYID KHOMKYy [ANs Moo4yepeAHOro npocMoTpa 150 nocnefHwux pesynbTaToB
K B B UB.

COXpaHeHHbIX B NamMmsaTn
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3. BbIX04 U3 pexuma 4ocTyna Hnamatu

Mocne nokasa nocneAHero pesynbTata USMePEHUil CHOBa HaXMUTE OCHOBHYIO KHOMKY
Mocne nosenexns Ha ancnnee caiMBona End rniokoMeTo BbIKMOUNTCA.

gENd

A [Ons Bbixoge 037k o0Ma fgocTynaKknaMaTu e No6oe Bpemsa «axmoTte ny”xunsaO T e OCHOBHYIO
KHOMKY B Te4eHMe J CEKYH/, NN B TEYEHUE 2-Xx MUHYT He HaXUMaiiTe HUKaK1X KHOMoK I'moHomeTp
OTHNIUNTCA aBTOMaTMYECKM

Anpu 3anonHeHnn namsTW YCTPOACTBA Camblii NepBbifi pesynbTaT usmepenus 6/aeT
aBTOMAaTWYECKN YaneH 1 3aMeHeH HOBbIM

NMEPEHOC JAHHbIX

Bbl MOXTe NOAKMIOYNTL YCTPONCTBO K KOMMLIOTEPY C MOMOLLbI CTAHAAPTHOrO MUHU-USB kabens
M3MepeHUn C NMOMOLLbLI0 CMeLManbHOro NPorpamMMHoOro obecneyerus

37CMeck Diatietes Management System /[na ncayvyeuuss wuHgopmawm o nporpaMMHOM

~cnevyeHun SelfyCfieck Diabetes Management System wu gna npuobpeTeHuss MUHU-u3B

noxanyiicra, obpaTuTech 3a NOMOLLbLIO K CAYX6e NoAAePKKN «INEHTOE UMK K NPoAasLy.

AraHoOHKa nMporpaMmMHoro o6ecneyeHns n nogknwyenue k MK c nomouyblo kabens

CkauaTtb MO SelfyCheck Diabetes Manageineni System MOXHO 3aecb
hRp:/lwww.geropharm.ni/s"fycheck.zip

nonb3osartens MO SelfyCheck Diabetes Management System mMoXHO 3,u,ecn:
nttp.//www.geropharm.ru/appmanual.2ip
I'Io,quoHeHme K nepcoHaslbHOMY KOMNbOTEPY

MUHU-USB  kabenb k USB-nopty Ballero
. *

MogkniounTe
KOMnbloTepa.

I'Ipvl BbIK/TIOYEHHOM T/1l0KOMeTpe noAknwn4vute BTDpOﬁ KOHey
MUHK-USB kabenisi K NopTy AaHHbIX FAlokomeTpa. Ha gucnnee
rnKomMeTpa nosBuUTCA CUMBOJ USb, 4YTO O3HavaeT nepexopn
B PEXWUM Nepefadun AaHHbIX

Moka r/lOKOMETP MOAKMOYEH K KOMMbIOTEPY BbINOSIHEHUE
aHasin3a ypoBHs /110KO3bl B KDOBW HEBO3MOXHO

SKCMNYATAUNOHHbLIE XAPAKTEPUNCTUKW
NpeLn3noHHOCTb
MpeLunsnoHHOCTb A0/MKHA COOTBETCTBOBAaTbL TpeboBaHuAM cTtaHgapta MCO 15197 2015

« 5,55 nmons/n (100 mr/an)
t 0.28mmonb/n (5 mr/gn)

KoHueHTpauus rnokossl r 5,55 Mmmons/n (100 mr/gn)
PesynbTat + 5%

CucTtema 06najaeT NnpuemaeMoii BHyTp1Ia6opaTopHOii NPeLyUsnoHHOCTbLI0 1 BOCTIPOM3BOANMOCTLIO
W 3HayeHneMm KoadduumeHTa Bapuauunm Hmke 5% U NO KaxAoMy YPOBHIO KOHLEHTpauun Huxe
1TO Mmr/an M 3HauyeHWeMm CTaHAapTHOTO OTK/IOHEHUA B npegenax 5 mr/gn no Ka)KAOMy ypOBHro
KOHLeHTpauuun Huxke 100 mr/gn. "y
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JNnHeliHoCTb  Cuctembl COOTBETCTBYET KpuTepuaMm npuemsiemMoctn B npegenax wuimepaemoro

AvanasoHa KoHueHTpauun 20-600 mr/gn.

TOYHOCTb CMCTEMbI JO/IXKHA COOTBETCTBOBATL TpeboBaHnam ctaHgapta MCO 15197 2015
* ANS KOHUEeHTpauuu rnokossl < 5,56 mmonb/n (< 100 mrign);
95% pe3ynbTaToB A0/MKHbI HAXOANUTLCS B npegenax * 0,83 mmonb/n (+ 15 mr/gnl
ANSA KOHLEHTpauumn rnkossl > 5,55 mmonb/n (2 100 mr/gn):
pesynbTaToB [JO/KHBI HAXOAUTLCS B Npeaenax + 15%.
69% N3MepeHHbIX 3HA4YeHWii rNI0KO3bl JO/MKHLI HAXOAWTLCA BHYTPU 30H A 1 B CornacoBaHHo
CeTKM OLNGOK.

.

BIINAKOWNE BENNYNHBI
Ewanwuwa

[Avnana3oH rematokputa 30-55%

KoHUeHTpayus rniokossl | r 5,55 Mmons/n (100 mr/as) 5,55 mmosib/n (100 mr/gs)

Pesynerar * 10% + 0,55 Mmonb/n (10 mr/gn)
NHTepctepeHumnsa
BeujecTea 1 KOHLUEHTpaLuu, NpeBbilatoLime JONyCTUMbIA Npejen U BbidbiBalolne MHTepdepeHLuo

BellecTso ]NpepensHo gonyctumam? A-/ nablonii
KomuekTpauusa (mr/gn) ] BT Lil‘ﬂ
Auetam,"-C'X'E™ jeramr; 515 045.3 T J
a lButamn’ ENs 2
|Donamm~ C 145 003 !
[AeeoponH 0.02-0 28
Vv fUs C1-0.5

W saoeas 7 -1

(]'Hi]\!lﬂ rs 225 -
Mouesaii "I -3 2.8 1
[ar.akTc3a <5

MaHHo3a 1.15 1
FemMorno6uH (Metog remonus; 2'5

MHnemmnyeckue o6pa3s 3'0_300

BellecTBa 1 KOHLEHTPALMN Bbi3biBAIOLYME NHTEP(DEPEHLMIO

KoHUeHTpauus B Npo6upke

peAenbHO gonycTumas
ANS B3ATUS KPOBU (Mr/gn)

Bewecrso KOHLeHTpauus (mr/an)

dTopug m3'pua Okr3-'ij: 250721
COe,qVIHeHVIR KOTOpble MOTYyT Bbi3blBaTb MNOBbIWEHWE pe3ynbTaTOB WU3MEpeHWa YpPOBHA [/1IHOKO3bl
B AnanasoHe TepaneBTUYECKON KOHLeMTparin

TepaneBTuyeckuii fuanasox
Aunu BepxHuii npegen) (mr/gn)

- 10
(po3a Ana BHyTpMBEHHOTO
BBeAeHna SCO mr)
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11ATEPUASBI U3FrOTOBMIEHNA KOHTAKTHbLIX MOBEPXHOCTEMN
N3AENNA

Mpu U3roTOBNEHUN U3AENUS HEe UCNOMb3YKTCA KOMMNOHEHTbI XUBOTHOTO NPOMUCXOXAEHNA W3aenve He
CO/lepXWUT a cocTaBe BeL|eCTB, KOTOPblE MOFYT paccMaTpuBaThCA Kak JlekapCTBeHHble npenapaTtbl
wnn  chapmaueBTuHeckue B u3genun He UMCNONb3yWTCH MaTtepuasbl  GUOMOrNYeckoro
NPONCXOXAEHUA, NpejHasHauYeHHbIe AN NepepaGoTki 1 NOBTOPHOTO NPUMEHEHNs

IMIOKOMeTp. TecT-MoMIOCKM, KOHTPOJIbHbIE PAcTBOPbI, pyuka [Ns MpokarnbiBaHUA aBToOMaTuveckas,
NaHUETbl Y4exon ANs XpaHeHUs Npu UCMOo/Ib30BaHUN KPATKOBPEMEHHO «OMTALLMPYOTC ITOBEPXKOCTbIO
KOXU (Manblibl pyK. NafjoHb, KUCTb)

TecT-nonockn, pydyka ANS  NPOKanbiBaHUs U
noBpex/AeHHO Koxeli (NanbLbl pyk)

NaHueTb! UMeloT KPaTKOBPEMEHHbI NHBA3MBHBIA KOHTAKT C BHYTPeHHeli cpeaoii opraHusma. Mepuog
HenpepbIBHOTO KOHTAKTa COCTaBNAET MeHee i Cek JlaHLEeTbl CTEPUIbHbI IMPOTeHHbI. HETOKCUYHBI.

MAPKUPOBKA

MapkupoBka NoTpe6uUTenLCKO ynakoBKM CUCTEMbI COAEPXWUT Cheayloulylo MHopMaLnio-
HauMeHOBaHWe, TOBApHbIA 3HAK KOMMJEKTHOCTb HaWMeHOBaHWe W ajpec NpousBoAWTENs ajpec u
KOHTaKTHasi WH(hOpPMaLLrsl yNOoHOMOYEHHOTO NpeACcTaBUTeNs, CUMBONbLI «MeauLuHeKkoe usgenve ans
aunarHocTuku T1vitro*, cumeon «Me gonyckaTb BO3AeiCTBUS COMTHEYHOTO CBETa» CUMBON «6epeyb oT
BNarn» CUMBON «TeMnepaTypHblii guanasoH» cumBon «OCTOPOXHO' OGpaTUTECh K PYKOBOACTBY MO
3KCMyaTauum», WTPUXKOA U3enns  KpaTkas WHOPMaUMs O BO3MOXHOCTAX W TEXHWYECKn
napameTpax U3fenus, YHUKanbHblii CepuiiHblii HOMEp W3Aenus, CPoK rofHOCTU Homep U gaTa PY
rNH3KOMeTpa COAepXWUT creaylulylo MHHOPMAaLMI0: HaMMeHOoBaHue
MO/leNlb  TOBApHbI 3HaK, HaWMeHoBaHWe W ajpec Npov3BOAMTENs cepuiiHblii Homep koA QR
BHYTPEHHUI koA 3TuKeTKn cumeon «OCTOpOXHO' O6paTuTech K PyKOBOACTBY MO 3Kcnayartauuu.'
cumBon «OGpaTuTech K PyKOBOACTBY MO 3KchnyaTar’ku». CUMBON «MejuLMHCKOe usgenve Ans
[NarHoCTUKN W Vitro*, cuMBON «MMOCTOSIHHBIN TOK. 3Hak cooTseTcTBMA CE napameTpbl 6aTapen
MapknpoBka Kopnyca KOHTeliHepa C TecT-nosiockaMu COAEPXUT cneaytolylo MHopmauuio-
HauMeHOBaHWe, MO/e b, TOBapPHbI/ 3HAK HaMMeHOBaHWe U aapec NPOU3BOAUTENS HaMMEHOBaHUE U
afpec yno/fHOMOYEHHOTO NpeAcTaBUTeNs TenedoH ropsvyeil NMHAM CepuiiHbIi HoMep, MecTo ans
yKasaHua AaThbl BCKPLITUS, KONNYECTBO TECTUIONI0COK B ynakoBke, cuMBon «OCTOpoXHO' O6paTutech
K PYKOBOACTBY MO 3KcnayaTauuu» cumson «Kcnonb3osatb Ao» (B chopmate TTT-MM). cumson
«MeguLUnHCKoe usfenue Ana AUarHoCTUKM (N Vitro, CUMBON «TeMnepaTypHblii AManasoH», CUMBON
«lnanasok BMIAXHOCTU», CUMBON «3anpeT Ha MNOBTOPHOE NPUMEHeHWe» AuanasoH Ans
KayeCTBEHHOW WHTepnpeTauuu U3MEpeHHbIX 3HauyeHuii B eAnHULA* MMONb/N W Mr/An (HU3KuUii
HOpMarbHbIi, BbICOKWA YpOBEHb) ANA KOHTPO/NbHOrO pacTteopa (B ¢opme Tabauubl! Haanucb
«Wcnonb3yetca TOnbko C rnakometpamu SelfyCneck Regular n KOHTPOMbHbIMU pacTBOpaMu
belrycneclt Regular, Hagnucb «Mcnonb3oBaTb B TeueHue 6 MecsleB NOC/e NepBOro BCKPbITUS»
HaAnnuck «He 3amMopaxuBaTb» BHYTPEHHWI KO 3TUKETKW, AaTa W HOMep PY KOHTPONb BCKPbITUS
(Monocka, HakneeHHas Ha NOBEPXHOCTb KOHTeliHepa) — B 3aBMCUMOCTM OT (DOPMbI BbiMyCKa.
MapkupoBka kopnyca hniakoHa KOHTPOIbHOTO pacTBopa COAEPXUT Creayiollylo NH(opMaLmio:
HanMeHoeaHune MofeNb, TOBapHbIi 3HAK HaWMeHOBaHWe W afpec NPOU3BOAUTENA  CepUiiHbIi
HOMep, MeCTO AR yKasaHWA fAaTbl BCKPbITUS KONWYECTBO TECT-NOSIOCOK B YNakoBKE CUMBO/
«-CTOpOXHO O6paTutech K PyKOBOACTBY NO 3KCcnayaTauunm» CuUMBON «Mcnonb3osate [0» (B
topmate [TTT-MM), cumBon «MeauuUMHCKOe u3fenve ANA  AUATHOCTUKM LW Vitro»  CUMBON
-1 emnepaTypHbiM uanasoH», CUMBON «/[nanasoH BNAXHOCTU», CUMBON «3anpeT Ha MOBTOpPHOE
npUMeHeHVe» AnanasoH 1A KaYeCTBEHHON MHTepnpeTauun W3MEpEeHHbIX 3HaueHWil B eanHULax
MMOAbL/N U MI/AN (HN3KWIA, HOPMasibHbIA BbICOKUIA YPOBEHB) NS KOHTPONILHOTO pacTBopa (B thopme
Tabnnubl) Haanucb «Mcnonb3yeTca ToNbKO € raokomeTpamu SelfyCheck Regular n TecT-nonockamu
betfycneck Regular., Hagnuch «Mcnonb3oBaTb B TeueHue 3 MecslUeB Nocie NepBoro BCKPbITUS»
Hagnucb «He 3amopaxuBaTtb», BHYTPeHHU ko 3bIkeTku. gaTa u Homep Py
MapkupoBka ynakoBKM naHLUeToB (MakeT) COAEepXWUT crejylulyl  MHboOpMaLuio-
HauMeHoBaHMe W 0603HaueHue wnsgenus, MoAeNlb, HauMeHOBaHWe TOBapHbi 3HaK ajgpec u
NpoN3eoAnTeNs U NPeAnpUATUA-U3rOTOBUTENS, CEPUIHBbI HOMEP: KOSIMYECTBO U3AeNNii B ynakoBke
o6o03HaveHne kanuHa urnsl 30G/0 3 MM. cumBOn «OCTOPOXHO' O6paTuTech K pyKCEOACTBY MO
«PajjnaunoHHas ctepunusauns, cumeon «Kcnonbsosate A0» (B hopmaTe
«3anpeT Ha NOBTOPHOE MpPUMEHEHME» 3HaK kayecTBa CE BHYTPEHHW Kop

KOHTakTupyrT cC

naHueTbl KpaTKoBAEMEHHO

3TUKETKM =
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CuUMBONbI, UCNIO/Ib3yeMble B MapknpoBke usfenus
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Warotosutens 1 Kon 7
s 6

AnsrHoounkn T vilio mJ
O6partnTech K pyKOBOACTBY [ )K 1

03 1o aKCnAyaTaLym CepuiiHblii Homep [ .
A e O meign MM AR Lguogesmin
g 1

VICrionb30BaTH /10
OcTopoxHo! O:paTmec:: K PyKOBOACTBY Or'; paneson enemoe 0 S 3 T
N ¢ yTMnVlSa(3V|ﬂ BMeCTe C 3/1eKTpUYECKUM —
110 SKcnyaraum 11 371EKTPOHHbBIM 0GOBYOOBAKMEM
OBCNYXWVBAHUE

- CumBon «PajnaLyoHHas CTepuiHaaLmsib
43 "TeobfQ o Lueme) . Q 0123 napkupoaka CE

[T *«N0Mb30Ba-Ms MB.

KOMMEeKT C FII0KOMEeTPOM BKOAUT ofHa nutuesas 6arapes 3B tun CR2032

NnPHUMN KOANPOBAHNA CEPUN KOMIMOHEHTOB CUNCTEMBbI 2
Huakun 3apsg akkyMynsaTopHoii 6atapen
rnmkomeTp
Kop
Cumon C 3 nosiBAsETCS HA AUCMIEe BMecTe C  Apyrumu
roa COOBLEHUSAIMU.  YCTPOIACTBO paGoTae’- UCMPaBHO W pesysbTathl
Bsepcuo > M)ovasozcras 0CTalTCS TOUHbIMU HO HEO6XOAMMO MOMEHsITL Garapeto.
Onucanue :NewojenH moaenu A Hepens | Bepcusi
oA 2% |2 HDWF)H nponsaoacTsa CepunHbin Homep
»A.2%B 14 + Moaenu
! A Cumeon C 3 nosenseTcs Ha gucnnee c cooblueHnem E4) n A
|* r V T /N\ HejoCTatouHo ~ MOWHOCTM  ANA  NPOBEAEHWs  AUArHOCTUKW
To jo[c:11e! 8 Moxanyicra 3ameHuTe 6atapet.

3ameHa akKkyMynsiTopHoii 6aTapen
1 [ina 3ameHbl 6atapen y6eanTecb B TOM 4TO [/IIOKOMETP BbiK/K en
2 TMoTsHUTe 3a Kpail Kpbllkn 6aTapeiiHoro oTceka u oTkpoiiTe ee

TecT-nonockn

| o

o CR2072*"A™ cTapyio 6aTapelo 1 yCTaHOBUTE Ha ee MeCcTO HOBYIO NNTUEBYIO GaTapeto 3B Tuna
A Kwne
Viegy L Aara - . M
npoussoAcTEa po Cepws | NPOM3BOACTM A 10 wr curHan 6aTapeiiHblit oTcek Mpu NpaBuUbHONM ycTaHOBKe 6aTapen Bbl YC/bIWUTE 3BYKOBOI
(2 noen.umdper AL 6 25wt . Koa kateropum
00-99) H 01-31 c wor ) )
u A 3ameHa GaTapen He BNMaeT Ha pe3ynbinaThbl U3MEPEHUIT XpaHALMecs B NaMATU yCTPpoiicTBa
Npumep = - «f'ue petanu GaTtapelo ANnA [aHHOrO YCTPOcTBa crefyeT XpaHWTb
6 B HeAOCTYNHOW Ans pgeTeili mecTe [pn NpornaTbiBaHUM HeMeAseHHO 06paTuTech 3a
1 ' -"aoyman [Mecto npoHSBoacTeaj MeMLUHCKOM NoOMOLblo
g a * TECT N0N10CKa C Yro/ibHbIM 3”3'(1'_"20-‘10"" ANpu anvTensHoM 6e3feiicTBMM 6aTapen BO3MOXHO BbIAENEHNE XUMUYECKNX BELLECTB U3 Hee
omep cepun (CyTOuHbIi) (HoMe
10-11 KS KZTef(O yvm (A-Z)((S'Qi r? " o)rc TCTBAN Koma —O bcnu He Tp yeTcs MCNONb30BaTb FNIOKOMETP B TEYEHUE ANNTENbHOro nepuoga (Hanpumep
A P - P y A J mecsaua v 6enee), Ha BpeMsi XpaHeHUs yjanuTe u3s Hero 6aTapeto

/h. YTmnmsmpyﬁTe 6aTapelo e COOTeeTCTenncnoHanbHbIM 3aHOHOAA T enbCTBOM

Koa
rop
Onucanne  LigeToBoii ko NpeHTADUHALMOMHWE  Bepcua  nponssoactea  Mecsy -
koA mogenu (2 noen.yucpb AL CepuiiHblii Homep
00-99)

Mpumep
Koa 1 LUpBeToBoii kog Y (kentblil)- Sel*heck Regular Low (HW3Kuii ypoBeHb)'

G (3eneHblii) - SelfyCheck Regular Norm (HopMasibHbIii ypoBEHb)
R (kpacHblii) - SeltyChecK Regular High (Bbicokuii ypoBeHb)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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cTpakuua 25 cTpaHuuya 26
CVIMBO/Ibl, NCMNONb3YEMbIE CUCTEMOW AN COOBLIEHNSA OB . N
OWMWBKAX. YCTPAHEHUE HEMO/IALOK HenenpasnocTs yerpoieTea FloaTopUTE U3MEpEtue C Hoooii
TecT-nonockoii. Ecnu ycrpoiicteo

no-npexHemy He pa6otaet
noxasnyiicta, obpatuTtecs 3a
NoMOLLbI0 @ CNYXBY NoAAepxKKM

Huxe npeAcTaBneHbl CUMBOMbI  UCMOMb3YEMbIE CUCTEMON ANs coobujeHns 06 owwnbkan [Mpu
NOSIBNIEHNM CUMBOMIA OWMG«M Ha AUCTNee [NokoMeTpa cnefyiiTe ykasaHUAM NpUBEAEHHbIM B
Tabnuue Huxe Ecnu Henonaaky HEBO3MOXHO YCTPaHWTL NoxanyiicTa o6paTuTech 3a IOMOLWbLIO B

cnyx6y noAaepXKn KMEHTOB K/IMEHTOB
PesynbTaT TecTa
CMMBOJ 3HAYEHUE
-0 <20 mr/gn (1.1 mmons/n)
© 20-69 mr/an (1.1-3.8 mmone/n) TecT-nonocka nseneHeHa so O6partuTech K UHCTPYKLUM U
Bpemsa 06paTHOro oTcyeTta wm NoBTOPUTE U3MEpeHUe C HOBOW
AC PC HeAoCTaToYHOE KONIMYECTBO recT-nonockoii. Ecnu yctpoiicteo
- i General o6pasua Kposun no-npexHemy He pa6oTtaet
© noxanyiicta, o6patutech 3a
70-129 mr/an 70-179 mr/an 70-119 mrign NOMOLLbIO B CNYXOY NOAAEPXKKM
K/IMEHTOB
(3,8-7.1 mmone/n) (3,8-9,9 mmonsb/n) (3.8—6,6 MMOnbL/N) o i
B criyyae BO3HWUKHOBEHWSI COMHEHWIi CBSI3aHHbIX C J10.NYYEHHLIMU pe3y/ibTaTamu, noxanyiicta
AqC PC o6paTuTech K MHCTPYKLWN MO NCMOJIb30BAHMIO TECT-NONOCOK
0 f General
130—239 mr/an 180-239 wmr/gn 120—239 wmr/gn
(7/2-13 2 mmone/n) (10-13.2 Mmonb/n) (6.6—13,2 Mmonb/n) YCTPAHEHWE HEMONALOK
© a 240 mr/gn (13,3 mmone/n)
BO3MOXHASA MPUUUNHA 4to AENATb
H , > 600 mr/gn (33.3 mmonb/n) Batapes paspsxeHa 3ameHuTe GaTapeio
HenpasunbMc W™ He NOMHOCTbIO BBE/EHA 3Befure TecT-nosocKy, BCTaBUB €€ B
Co061LeHst 06 OWNEKax TecT-nonocka YCTPOCTBO CTOPOHON C KOHTAKTHBIMM
nosocamu Brepes v MLEBOI NOBEPXHOCTbIO
BBEPX
CUMBOJI 3HAUEHVE 4TO AENATH ) P
HeuncnpaseH usmepuTenbHblii npu6op um Moxanyiicta, 06paTUTeCh B CNYX6Y NOAAEPKKA
HepocTaTouHash MOLYHOCTb HeMezneHHO 3amMeHnTe 6aTapeto TeCT-nonocm
E - b 6aTtapeun 1
2. He HauMHaeTCcA u3MepeHune nocne BBeAEHUA TECT-NONOCKN C 06pa3LoM KpOBM
BcTaBneHa UCNoNb3oBaHHas MoBTOpUTE M3MEpeHUs ¢ HOBOM BO3MOXHAA MPNUNHA UYTO neuaTtsb
E = L\] TecT-nosocka Tect-nonockon HepfoctatouHoe konM4ecTBo obpasLa Kposu MoBTOPUTE M3MepeHIe, UCTIONb3YS HOBYIO
TeCcT-No/ocKy 1 6onbliuee KOMYECTBO obpasua
KpoBU
Tewmnepartypa Bosayxa CuncTema (yHKLIOHUPYET npu B -
pakosaHHas TecT-nosocka MoBTOpUTE M3MEpeHne, UCONb3ys HOBYIO
Bbilue/HNXe ananasoHa Temnepatype ot 10°C 40 40*C. TeCT-I‘I([J)HOCKy P Y Y
(DYHKLMOHUPOBAHNS CUCTEMbI MoBTOpMTE M3MEPEHNE nocne O6paseL KpoBM HaHeceH nocne
E - E " TOro, Kak Temneparypa pasew kp MoBTOpUTE U3MEPEHWE, UCMOMb3YS HOBYIO
aBTOMaTU4ECKOrO OTK/IKUEHUS (Yepes 2 TECT-NONOCKY
rNOKOMETpa 1 TeCT-NoM0CKM o
6yAeT HaxoANTLCA B yKasaHHOM MWHYTbI C MOMEHTA NOCNeAHEro AeNCTBnNA HaHocuTe o6paseL, To/bKo Moc/e NosiBAeHNs
AvanasoHe “0”"3°EaTemj) cumBona [l Ha akpaHe
Heucnpaselit rniokoMeTp Moxanyiicta, o6paTnTech B Cyx6y noaaepxku
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3. PesynbTaTbl Tecta C KOHTPOJIbHbIM pPacTBOPOM BbLIXOAAT 3a npepensl

AvanasoHa

BO3MOXHAA MPUYNHA

Owwnbka npu nNpoBeAeHnn Tecta

HeAocTaTouHO XOpOLO NpoBeeHo
BCTPsIXMBaHWE (h/1aKoHa C KOHTPO/IbHbIM
pacTBopom

McTekwuii CPOK roAHOCTN U 3arpsisHEHHOCTb
KOHTPO/IbHOTO pacTeopa

C/MLIKOM Tennblii MW CNLWKOM XONOAHbIN
KOHTPObHbI pacTBop

BpakoaanHas TecT*nonocka
Henonagkn B pa6oTe rokoMeTpa

HewucnpaeHocTs B pa6oTe roKoMeTpa ¢
TECT-N10/10CKOM
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damununa N,0.

Date

nonaun Ha Moanuce AaTa
corsiacosaHune cornacoBaHus
o
rxj
71.01.7071
™ 21.01.2020
™
™
Homep PM3-Ha6opAepn-01-XX

yTo AENATb
3HMMaTeNbHO N3y4nTe pykoBOACTBO 1
noBTopuUTE TECT

XOpoLO BCTPAXHUTE (h/1AaKOH C KOHTPOSIbHbIM
pacTBOPOM 1 NOBTOpUTE TECT

TMpoBepbTE AaTy OKOHYAHWSI CPOKA FOAHOCTH
KOHTPO/IbHOTO pacteopa

Mepep HayanoM TecTa KOHTPO/bHbI pac’ eoo
TMIOKOMETP 1 TECT-I0/T0CKN AOMKHbBI
HaxoAUTLCA B KOMHATHOIi Temnepatype

oT 20'C po25*C

MoBTOpUTE TECT UCMOJb3Ys1 MOBYKI
TecT-nonocky

Moxanyiicta, 06paTUTECH B CYX6Y NOAAEPXKKN

Moxanyiicta, obpaTuTech B CNyx6y noaaepxku

yKazaHHOro

YepHblit

cTpaHuua 28

NH®OPMALNA MO BE3OINMACHOCTHU

KomnaHuus - npon3BoAuTeNb He rapaHTMpyeT KoppekTHylo pa6oTy rniokomeTpa SelfyCneck Regular
npu WCnonb3oBaHWM NOGbLIX TEeCT-NOMOCOK. OT/IMYHbLIX OT TecT-nonocok SelfyCtieck Regular
Vcnonb3oBaHne Apyrux TecT-NONOCOK COBMeCTHO ¢ rnokometpom SelfyCfieck Regular  moxer
NpUBECTU K OLINGOYHBIM pe3ynbTaTam

N3genve Henb3s wWcnonbaoeaTb [0 Tex MOp Moka He NpoBejeHa NpoBepka Npyv MOMOLLn
KOHTPOnbHOro pacTteopa SeltyCneck Regular n pesynbTaThbl, NONy4YeHHblE C MOMOW"O NPOBEPKM
HaxoAATcs B TpebyeMom guanasoHe

Bo u3bexaHne nNepekpecTHOro 3apaXeHUs He PeKOMEHAYEeTCA WUCMOMb30BaTb OAHY PYyuKy ANs
NpoKasnbiBaHWs HECKONIbKUMU MLAMU.

3anpeljeHo Nonb30BaTLCA N1AHLETOM KOTOPbIM NOMb30BaSICA Apyroii yenosek. Bo wnsbexaHue
3aHeCeHUA MHGEKUUN Kaxablii pa3 cneflyeT UCMO/b30BaTh HOBbIN CTEPUNbHBI NaHueT

NioGble npeAMeTbl, KOHTAKTUPYKOLLNE C KPOBbK Jaxe nocne 06paboTki, MOryT GbM-b UCTOYHUKAMM
pacnpocTpaHeHNst TPAHCMUCCUBHBIX BUPYCHbIX MHCEKLNi

TPEBOBAHUNA K OXPAHE O KP Y )X A1O bl *H""bl

MeguumHckoe 3genne 6e30NacHO 1 He OKa3bIBAET B/IUSIHWASL HA OKPYXKAIOLLYI0 cpeay
MoTeHunanbHasi GMoornyeckasi ONacHOCTb BpPauW UMY JIIOAU WCMONb3YIOLME AaHHOe U3Aenve Anis
NpoBe/leHNs aHanM3a y HeCKONbKMX NaLWeHTOB [JO/KHbl OCO3HaBaThb uTO /ll0Gble npegmenT,
KOHTaKTMpyloLMe C KpOBbIO, Aaxe nocie 06paGoTku MOryT 6GbiTb UCTOYHMKAMKU PacnpocTpaHeHus
TPAHCMUCCUBHBIX BUPYCHBIX UH(IEKLMY

M3genve He reHepupyeT COGCTBEHHYIO HEPrii0 1 He Mor/olaeT 3Hepruio nonb3oBatena Wsgenve
He TOKCUYHO NPK KOMHATHOW TemMnepaType He BblAE/SeT B OKPYXaloLLyo CPefly TOKCUUHbBIX BELYeCTs,
He oKka3blBaeT BPe/HOTO BO3/E/CTBUSA Ha 00TaHN3M Ye/ioBeka NPy HertoCPeCTBEHHOM KOHTaKTe.
M3genune He CoAePXKUT KUAKUX U ra3006pasHbIX KOMMOHEHTOB a cocTase.

CTAHOAPTHI KAYECTBA

M3aenne cooTBETCTBYET MEXAYHAPOAHbIM CTaHgapTam
M 3K62366 2007 8S EN 62366.2008 M3K60601-1-6 2010 MIK 60601-1-11 2015 WCO U971 M3IK 62366-1 2015
EH WCO 15197 2015. UCO 236« 2011 £H WUCO 17511. EH 13532:2002. EM MCO 16223-1-2014 TOCT UCO
11137-2-2011. EH WCO 18113-4 15 Ek WCO 1SH3-S. EH WCO 13485. CE MOD [93/42iEECI TOCT M3K
61010-1-2014 FOCT M3K61010-2-101-2013. M3K 61326-1

CTEPUNBHOCTb

KOMMOHEHTbI M3[enns, KpOMe NaHLeToOB NOCTAB/MAOTCA HECTEPUNbHbIMU. JIaHLETb MOCTaBMATCS
cTepunbHbIMKU. MeToA cTepunusauun paguauyus (kobanbT-60y-H13nyueHnel [o3a cTepunmaan’™m
cocTasnseT 18 7 kp.

METO/bl W CPEACTBA OYNCTKN

MpepanonaraeTca NOBCeJHEBHAs OYMCTKA BHELIHWX MOBEPXHOCTEN [NIOKOMETpa  py4ku Ans
npokanbiBaHus GyTnspa Ans XxpaHeHUs Npyu Hanuuyun 3arpssHeHNii.

Fnokounetp

OuncTKa BHELIHIO MOBEPXHOCTb [MIOKOMETPAa OYMILLAKT C MOMOLWbI0 TKaHW  CMOYEHHOI
BO/IONPOBO/HOW BOAOW WAU MATKMM MOIOLWMM CPEACTBOM, W BbITUPAIOT MSATKOW CyXOil TKaHbio;
uszenve Henb3s ONONackuBaTh NoJ BOAOK UAW OYMLLATL OPraHNYECKUMU PacTBOPUTENSMU.
JesvHpekumns B cnyyae MHAMBUAYANLHOTO UCNONb30BaHUS B JOMALLIHUX YCOBUAX AE3NHEKLMNSA He
TpebyeTca

Pyuka agns npokanbiBaHus

OuyncTka pyyKy AN NpokanblBaHUs aBTOMATUYECKYK OYMLLAIT MSATKUM Mbl/bHbIM PacTBOPOM U
BO/OI U3fenne He cnefyeT ononackuBaTh Mof BOAOW WK MbiTb B NOCYOMOEYHOW MalluvHEe Uu ¢
MOILUMI CPEACTBAMM.

OesnHdekuns B cnyyae MHANBUAYANbHOTO UCNO/Nb30BAHNS B JOMALLIHUX YCNOBUSX e3nH(MeKUNs He
TpebyeTcs. NN
TecT-nonockn

Ae3nHeKLMa 1 ouncTka ANS HAX He npesycMoTpeHa

[NA KOHTPO/bHbLIX PACTBOPOB OYNCTKA, e3NHeKyns He TpeGyeTcs.
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YCNOBUA XPAHEHUA

HanmeHoBaHue YcnoBus xpaHeHUsi KOMNOHEHTOB CUCTEMbl

¢ niokomeTp SelfyChecK Regular Ot -20'C go 60"C, He 60/1ee 95% OTHOCUTENLHOI BAAKHOCTM

Fect-nonocku SelfyCheck Regular Ot 4'C go40°‘C
oT He 6oniee 85% OTHOCUTE/LHOI BNAXHOCTH
XpaHUTb TO/IbKO B OPUTMHASIBHC3M KOHTeliHepe,
He nepemellatb B ApYryto ynakoBKy
B npoxnagHomM cyxom mecTe
M36eraTb BO3eACTBUA NPSAAMbIX COMHEYHbIX Nyyeli u Tenna
He 3amMopaxusaTtb
XpaHnTb KOHTEHEp C TeCT-nofockamMu BAaNM OT AeTei

Ot 2"C pgo 30'C oTHOcuTenNbHasA BNaxHOCTb OT 30% Ao 85%
XpaHUTb KOHTPOMbHBIN PAcTBOP B N/I0THO 3aKPLITOM chiiakoHe
He 3amopaxuBatb

OT -10*C o 50'C, He 6onee 95% 0O’ MOCUTE/NbHOI BIAXHOCTU

KOHTpO/IbHbIEe pacTBOpbI
SelfyCneck Regular
(Low. Norm High)

Pyuka 4151 npoKasibiBaHus
aBTomMaTtunyeckas
ic HakoHeuHnkom ASTi

Nanyetbl SelfyCheck OT -20'C g0 60'C. He 60/1ee S5-: OTHOCUTENbHON BNXHOCTM

Ycnosus xpaHeHus Ha6opos (KOoMNaekTaynii)
1 Ha6op Ycnosus xpaHeHus
BapuaHT ncnonHeuns 1 OT-10*C po 50'C, He 60nee 95% OTHOCUTENbHOI BNAXHOCTH
BapuaHT ncnonxexus 2 OT 4'C o 40*C. He 6051ee 85% OTHOCUTE/IbHON BIAKHOCTU
BapuaHT ncnonHenus 3 OT2'C go 30'C. 0T 30% [0 85’ =0THOCUTE/NIbHOW BNAXHOCTN
BapuaHT ucnonHenus 4 OT-20'C o 60'C, He 60nee 95% OTHOCUTENbHON BNAXHOCTU
BapuaHT ncnonHeuus 5 OT 2'C fo 30'C. oT 30% f,0 85’ C OTHOCUTENLHON BNAXHOCTH

WEIPAHTUIHLI CPOK XpaHeHus («Mcnonb3osaTth 40») AOMKEH 6biTb ykasaH Ha ynakoske HaGopos u
NpUHaANexHocTeli 418 KaxAoro aneMeHTa Habopa.

HaunweHosaHue FapaHTUiiHbIi CPOK XpaHeHus
InokomeTp SelfyCheck Regular 5 et
Tect-nonockn SelfyCheck Regular 24 mecsua

KoHTponkHsie pacTBopsl SelfyCheck Regular (Low, Norm Highi 24 vecsua

Pyuka Ans npokansiBaHnsa aBToMatmyeckas (C HakoHeuHnkoM ASTi 2 roga

5 NleT nocne pagnaLnoHHoN

NanueTsbl SelfyCheck
cTepunusauus

YCNOBUNA SKCIMNYATALNN

Ycnosus akcnnyatauum Cuctemsbl:

oT KO'C o 40*C, oTHOCUTE/IbHAA BIAXHOCTb He Gonee 85%.

YcnoBus nNpoBeAeHUs KOHTPONIbHOTO TecTa:

0T 20'C po 25'C, npu 0THOCUTENIbHOI BnaxHocTn oT 30% Ao 85%.

8 cnyHae HapyLleHUs YCNoBWIi SKCNyaTauuy ykasaHHbIX NPON3BOANTENIEM 3alUTa MCMob3yemast
B U3flennn, MoXeT 6bNb yXxyaleHa
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HanmeHoBaHue Ycnosua akcnayartauun

Tniokometp SelfyCheck Regular o7 10'C g0 40'C. He 6onee 85% OTHOCUTENLHOM BAAKHOCTH
V36eratb NageHus 1 CUIbHOTO yaapa
N36eratb BO3AeiCTBUS NPAMOTO CONHEYHOTO CBETA W BbICOKON
BNAXHOCTI
Vicnonb3oBaHue AaHHOTO MHCTPYMEHTA B CyXOli cpeae
0CO6EHHO B MPUCYTCTBUN CUHTETUYECKUX MATepnanos
[CMHTBTMUYBCKAR OAEXAA KOBPbI U T. A.), MOXET NPMBECTU K
NOBPEX/AEHMI0 CTAaTUYECKMM PaspsALoM W. Kak CneacTBue «
OWMBOUHBIM pesynbTatam
T TIOKOMETP HEeNb3si UCMONb30BAaTb B HEMOCPEACTBEHHON
6/1M30CTU OT UCTOUHUKOB CUIBHOTO 3MEKTPOMArMUTMOrO
M3lyYeHNs, TaK KaK 3TO MOXET MNOBNUATH Ha TOUHOCTb paboThl
npuéopa
MpuBop HeNb3s MCNONL30BATL, €CN OH paboTaeT
HEKOPPEKTHO UM NOBPEXAEH

Tect-nonockyu SelfyCneck Regular OT110°Cpo040*C He 6onee 85% OTHOCUTE/IbHON BNAXHOCTA
Mocne n3BneyeHus TECT-NONOCKA U3 KOHTelHepa MeMeAneHHo
NNOTHO 3aKPbITh KPbILLKY KOHTelHepa

BpaTb TECT-NOMOCKY TOMIbKO YMCTIMU 1 CyXUMU pyKamn
Mcnonb3oBaTh kaxayto TeCT-MoONOCKy cpasy Xe nocne
U3B/IEUEHNSA U3 KOHTeliHepa

Hu B koem cnydae He anb6aTb He paspesarb U He
noBpexparh TeCT-Nonocky

He vcnonb3oBaTh TECT-NONOCKM NOC/E UCTEHEHNS CpOKa
rOAHOCTU 3TO MOXET NOBNNATbL HAa TOYHOCTbL Pe3y/bTaToB

OT 20°C o 25'C. oT 30 % A0 85 % OTHOCWTE/IbHOI BAAXHOCTU
Mepep HavyanoM TeCTUPOBaHUS HEOGXOAUMO YBeanTLCS, UTO
KOHTPO/IbHbI/ PAacTBOP THOKOMETP W TECT-NOMNOCKN HaxXog4AaTCA
B 3a/]JaHHOM TemnepaTypHOM AuanasoHe

OT-t0’C po 50°C He Gonee 85 % OTHOCUTE/bHOW BNAXHOCTN

KOHTpO/bHbIE PaCTBOPbI
SelfyCheck Regular
(Low, Norm. Highi

Pyuka na npokanbiBaHna
aBTOMaTNyeckas
(c HakoHeuHukom AST >

OT t0'C o 40'C. He 6onee 85 % OTHOCWUTE/BLHOI BaXHOCTU

NaHueTsbl SelfyCheck
He ncnonb3yiite ecnu 3aluTHas Kpbillka Gbina yganeHa

YCNOBUA TPAHCIMOPTUNPOBKN

TpaHCNopTUPOBKA MOXeT OCYL|eCTBAATLCS BCEMU BUAAMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX
Cpe/AcTBax UNK yHMBepCcasbHbIX KOHTeiHepax, 3alyMuleHHbIX OT COTHEYHOTo CBeTa B COOTBETCTBUM C
[EeACTBYIOWMMI HA HUX NpaBUIamMn NepeBo3KN rpy30B. TPaHCNOPTNPOBKA U3/eNNs OCYLLeCTBNSETCS
npu co6I0A€HNN YCIOBUIA XPaHEHUS.

MOPAAOK OCYWECTBAEHNA YTUIN3ALNN N YHUUTOXEHNA
MEANUMHCKOI o U3AENNA

TunNusauus U YHUUTOXEHWE OCYL|eCTBASETCA B COOTBETCTBUM C Klaccu<}Ukauueii. npasunamu
c6opa, WCMoNb3oBaHUs, 0GE3BPEXMBAHWA, PasMeLieHNs, XPaHeHUs, TPaHCNOPTUPOBKW y4yeTa U
YTUNN3AUMN  MEAWNLMHCKUX  OTXOAO0B, YCTAHOB/IEHHBIX  YNO/IHOMOYEHHLIM OpPraHoM B/acTu
Cchambl-umnoptepa  [pu  yTunusauuu  UCMONb30BaHHbIX — GaTapeek COG/MIOAAOTCA  Mepbl
NpeAoCTOPOXHOCTN U MECTHble NpeAnucaHns. batapeiiku Henb3s 6pPOCaTh B OOHb,
AMONb30BaHHbIE MOMIOCKM W NaHLEeTbl MOryT 6biTb MHMEKLMOHHO OMacHbl ecnu Nosb3oBaTeslb
60NEeT  KOHTArno3HbIMM  UHQEKUMOHHBIMU  3a6oneBaHusIMKA.  KpaiiHe BaxHO YTWUIM30BaTh
MCnOﬂbSBOBaHHbIe martepuanbl kak UH(EKLMOHHO 1 GUONOTUYECKN MOTEHUWANbHO OMacHble 0TXOAb!
knacca b.
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NaHueTbl HaANEeXWUT BbIGpackiBaTh B KOHTEWHEp ANA 0CTPbIX NPeAMeToB
[ NIOKOMETP NOANEXUT MeXaHU4YeCcKOMy paspylleHWo ¢ yTunusauueid kak npousBOACTBEHHOTO UMK
6bITOBOrO Mycopa

MNocne ncnonb3oBaHWs WUCTEYEHUN Cpoka rogHoCT a Takxe B C/iydyae NnoBpexAeHust ynakosku n
HEBO3MOXHOCTW WCMONb30BaHUS U3AENNA N0 Ha3HAYEHWNI0 OHN [JOJDKHBI GbiTh YTUAM3MPOBAHbI MO
CaHluH 2.1.7.27S0 kak oTxoAbl knacca b.

Hewncnonb3oBaHHble U3fenns OTHOCATCA K Knaccy OTX0A40B A. He cogepxaT BpefHbIX BelecTs U
MON” 6biTb YTUAM3NPOBaHbl BMecTe C GbiTOBbIMM OTXOAaMiW B COOTBETCTBMW C CaHluH
2,1 7.2790-10.

CooTBeTcTBME CucTeMbl AN OnNpefieNieHns YPOBHA T[N0Ko3bl B KpoBu SeltyCneck Regular
TPeGoBaHWUAM YCTaHOB/IEHHbIM B PYKOBOACTBE MO 3KCM/yaTalu, rapaHTUpyeTcs B TeYeHne BCEro
rapaHTMﬁHOFO nepuvoga npu ycnosBun 4To usgesive UCnosib3yeTcs B COOTBETCTBUU C Ha3Ha4YeHnem u
ero nNpuMeHeHne XxXpaHeHue U TpaHCNOPTUPOBKa OCyUlecTB/IA€TCA B COOTBETCTBUM C yKa3aHHbIMU
ycnosusamu.

N3genne FapaHTuiiHblii nepuoa

niokomeTp SeffyCneck Regular Ma nepuog, rapaHTUIHOTO cpoka
XpaHeHus

TecTt-nonockn SeltyCheck Regular Ma nepuog rapaHTUiiHOro cpoka

KoHTponbHble pacTBopbl SelfyCheck Regular (LOW Norm High) E;‘augﬁnqu rapaHTuiiHoro cpoka
a nepuop, rapaHTuiiHOro cpoka
XpaHeHns

NaHueTbl SeltyCheck Ha nepuog rapaHTuitHoro cpoka
XpaHeHus

Pyuka /15 NpoKasibiBaHUs aBTOMaTU4ECKas (C HaKoHeUHUKOM AST)

. ) - e vivwivxwi 1
FapaHTUPOBaHHbIA CPOK CNYX6bl N CPOK FOL4HOCTI KOMMOHEHTOB CUCTEMbI

Nspenne FapaHTUiiHbI CPOK XpaHeHns

FnokomeTp SelfyCheck Regular 3 roga
TecTt-nonockn SelfyCHeck Regular 24 mecaua
KoHTponbHble pacteopbl SelfyCbeck Regular (Low Norm H(oM) 24 mecsua

Pyuka Ans NpoKanbiBaHns aBToMaTMueckas (C HakoHeuHUKOM AST) 2 ropa

b neT nocne paanaynoHHoii

NaHueTsbl SeltyCheck
cTepunmsayum
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Mpunoxexve A
3neKkTpoMarHMTHas COBMECTUMOCTb

DNeKTpoMarHMTHasi COBMECTMMOCTb 06GecneunBaeTcs BbINOSHEHWEM Tpe6oBaHwii TOCT P M3K
60601-1-2*2014

BHVMAHWE!

N34B/IN8 TpebyeT npuMeHeHWs cneunanbHbix Mep Ans obecneyeHuss SMC U [OMKHO 6biTb
YCTAHOBNEHO M BBEAEHO B 3KCM/yaTaluio B COOTBETCTBUM C MH(popmauueii oTHocsLwelics kK OMC
NpUBefEHHON B 3KCMIyaTaLWOHHOM JOKYMEHTaLUN.

BHUMAHVE!
I'IgmM&HeHme MOGUMbHBIX paanovyacToTHbIX CpeacTB CBA3M MOXET OkKa3blBaTb BO3AeVICTBVIe Ha
N3OENUE.

BHVMAHWE!

Mcnonb3oBaHne npuHagnexHocTeil, npeobpasoBarteneil U kabeneii, He ykasaHHbIX B MepeyHe 3a
uckoueHnem npeobpasosaresneii n kabeneit noctaBnsembix usrotosutenem U3AENNSA B kavecTse
CMEHHbIX yacTeil ANA BHYTPEHHUX AeTaneil MOXEeT NPUBECTU K YBENMYEHUIO 3N1eKTPOMarHUTHOM
3AMUCCUN UM CHUXKEHUIO NomexoycToiunsoctn U3AENNA

Tabnuua 6 T
PyKOBOp,CTBO n ageknapauynsa n3rotoeuTens - 3/IeKTpoMarHutHasa aMmuccus

W3OEJINE npepgHasHavaeTcs AN NPUMEHEHUst B 3/IeKTPOMArHWTHoOi  o6cTaHoBke
ona%eneHHoﬁ HUXKe I'ngggaTemo unu nonbsosatenio U3AENNA cnepyet obecneunTb ero
np HeHne B yka3aHHOW 0OCTaHOBKe OWecneynTb ero

VcnbiTanne Ha
3N1€errponarHnTHy amMuccuio

3ﬂeKTpDMaI'HVITHaﬂ

CooTBeTcTBME
o6CcTaHoOBKa - ykasaHus

Paguonomexu no CUCMP 11 pynna 1 W3 LENNE ncnonb3yeT pafnouactoTHylo
3HEPIII0 TONLKO ANS BbINOAHEHMS
BHYTPEHHUX (hyHKLMIA.

YpOBEHb 3MUCCUN PafNOYacTOTHBIX
noMex SBNAETCS HU3KAM U BEPOATHO,
He NpUBEAET K HapyLLEHNAM
DYHKLMOHNPOBAHWS PACTIONIOKEHHOTO

B6/1M3M 3NEKTPOHHOTO 060PYA0BaAHNS

W3OENNE npurogHo Ans NpUMEHEHNs B
NoBbIX MecTax pasmelleHns BK/OYas
XWMble JOMa U 3[aHUA HEMOCPEefCTBEHHO
NOAKMIOYEHHbIE K pacnpeennTenbHoi
3M1eKTPUYECKOIi CEeTN nUTaloLel Xunble
fioma

Paanonomexu no CUCNP 11 Knacc b

Kone6aHua HanpsbkeHus u
hnvkep no MOK 610003-3

He COOTBETCTBYET



PyKOBO,EI'CTBO no akcnnyartayuu, AonxHOCTb

Ha6opb! okomeTpbl Regular,
cTpaHuuybl 33-34 n3 36

HauanbHuk uexa

Paswep 105x150 mm

Cneuuanuct OMNPM

Pamnnuna n.0.

Md  MutuH A M.
Kyctosa C.B.

VHxeHep no ynakoBke [aneTa m.1o0.

MacwTtab (Ha A4) 1:1
MaKeT
Onda nedartu

AaTta NOATOTOBKK

WM npasku 21.01.2020

dapmakop

cTpaHuuya 33

Ta6nuua b6.2
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PYKOBOACTBO W feKknapauus U3roToBUTENS « MOMEXOYCTORUYMBOCTL

N3AENNE

npejHasHavaetcs  Ans

npumeHeHunsa e

SI'IeKTPOMaI'HVITHOVI

o6cTaHoBKe

onpegeneHHolt Huxe. MokynaTento wau nonbsosatento W3AENVNA cneayeT o6ecnednts ero
npUMEHEHNe B yKasaHHOI 06CTaHOBKe

VcnbiTaHne
Ha 3/1eKTPOMAarHuTHyio
amuccuio

QnekTpocTaTuyeckne
paspsgpbl (3CP) no M3K
61000-4-2

HaHOCEKyHAHbIE
UMMy bCHbIE NMOMEXU No
M3K 61000-4-4

MuKpoceKkyHaHble
1MMI'IyJ'IbCHl>Ie nomexu
160NbLUOI 3HEPTUKN NO
iM3K 61000-4-5

'MpoBankl NpepbiBaHus 1
U3MEHEHUA HaNPsHKEHUS
BC BXO/HbIX MUHUAX
anekTponutanmsa no MaK
6100C-4-11

VicnbiTatesbHblii
YpOBEHb
no M3K 60601

+6 KB - KOHTaKTHbI
paspsg
+8 KB - BO34YLUHbIA
paspss

+2 kKB ana nuHun
3nekTponuTaHna

+1 KB AN NUHWiA
BBOJa/BbBOAA

+1 kB - npu nogave
nomex no cxeme
"nposoA-nposog”

+ 2kB - npu nogave
nomexu IC cxeme
‘nposoj-3emMnsa

<5% u, (nposan
HanpsxeHus ><354}

B TeyeHue 0.5 nepuoga j B TeyeHne 0.5 neproga

40% (MpoBan
HanpsxeHns 60%.
8 TeueHue nATU
nepuozoBs

70%  (Mposan
HanpsixeHus 30%)

B TeyeHve 25 nepunofoB j B TeyeHne 25 nepruosios

<5% L. (npoBan
HanpshkeHus >95%(
B TeyeHne 5 ¢

|
YpoBeHb
cooTeBTCTEMA

136 «B - KOHTaKTHbI
[ paspsg
i :8 KB ~ BO3AYyLUHbI
mpaspsg

1 +2 kB Ans nuHuii
| anekTponuTaHnsa

T1 k8 ANsA NUHUIA
BBOJA/Bbleosa

il kB - npu nogave
nomex no cxeme
"npo6oga-nposog”

.+ 2kB - npu nogayve
. NoMexu no cxeme
[ "npoBoa-3emns’

1<586 U, (nposan
i HanpsbkeHna >95%)

-40% wn . (nposan

, HaNpsIXT'eHus 60%)
' B TeUeHue natn
'nepnoaoBs

170%  {npoBan
THanpsbkeHns 30%)

<5% un_. (nposan
HanpshkeHns >95%)
B TeyeHne 5 ¢

aneKTpoMal'HMTHaﬂ
o6cTaHoBKa - yKasaHua

Monbl fOMKHbI GbITh 13
fepeBa, 6eToHa um

ECNM NOMbl NOKPbITHI
CUHTETUYECKUM
martepuanom,
OTHOCUTEeNbHasA
BNAKHOCTb AO/KHA 6bITb
MUHUMYM 30%

KauecTBo anexTpuyeckoii
3Heprun B
3N1eKTPUYecKoii cetn
3/1@HNS JOSKHO
COO0TBETCTBOBaTbL
TUNWUYHBLIM YCIOBUAM
KOMMepuUecKoit unm
60/1bHNYHOIE 06CTamMOKN

KauecTBo anekTpuyeckoi
OHeprun B
3N1eKTpU4ecKoii cetn
3/1aHNA JONKHO
COOTBETCTBOBATb
TUMWUYHBIM YCIOBUAM
KOMMEpYeCKoi nnn
60/1bHNYHOI 06CTaHOBKM

KauecTBo anekTpuyeckoii
OHeprun B
3N1EKTPUYECKOii ceTn
3[,@aHUS JO/DKHO
COOTBETCTBOBAaTb
TUNWUYHBLIM YCNOBUSAM
KOMMepuyeckoit unu
60/1bHNYHOI 06CTAHOBKM.
Ecnun nonb3oaresnto
AnnapaTa TpebyeTtcs
HenpepbiBHas pa6oTta B
YCNOBUSAX NpepbiBaHuii
CeTeBOro HanpsxeHus,
pekomeHayeTCs
obecneunTb NuTaHue
AnnapaTa oT 6atapeu
VM UCTOYHMKA

6ecnepeboiiHoro
nuTaHna
MarHuTHoe none 3AIm 3A'M YPOBHU MarHUTHOTO nons
NPOMBbILINEHHO NPOMbILINEHHO YacTOTbl
yacToThl No M3K AO/MKHO COOTBETCTBOBATL
61000-4-8 TUNUYHBIM YCTI0BUAM
KOMMepYecKoit nin
60/bHNYHON 06CTAHOBKM
MpumeyaHne U. — HanpsXeHue CETW NePeMEHHOro Toma [0 NMPUMEHEHUsS WCMbITaTeNIbHOro
YPOBHS
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Tabnuua B6.3

PyKkoBOACTBO 1 leknapauuns n3roToBuTens - NoMexoycToiunBocTb

N3AENWNE npepgHasHauyeHo ANA UCNOMb30BaHUA B 3/eKTPOMarHUTHol'okpyxatwolein cpege
onpeAeneHHoi Huxe MMonb3osatens AomkeH y6egutbes, uto U3AE/INE ncnonbayercs B Takoit
okpyxXatoLeii cpege

VcneiTaHne VicnbiTatenbHb
Ha ypoBEHb YpoBeHb QneKkTpoMarHuTHas
NOMEX0YCTONYMBOCTb no M3K 60601 cooTtseTCT B/A o6CcTaHOBKa - ykasaHus

KOHAYKTUBHbIE MOMEXU, 13B
HaBe/leHHble ‘CpepHekBagpatnyHoe
pagno4acTtoTHbIMU 3HaquV|e)
3NerTpomMarHnTHbIMN ;0T 150 K|'|_|' Ao 80 Mru
nonsmu no M3K | BHe AnanasoHa 4acTor
'61000-4-6 ana HAM BY
ycTpoiicts'

| PaccTosiHne mekuly
MCNONb3yeMbIM
NOPT3TUBHBIM'MOGUTbHBIM

ECPe/CTBOM PajyoCcBA3N 1
oot YacTbio U3AENNSA.

; BK/loYas kabenm, JOKHO 6biTb

' He MeHbLUe PeKOMEHZYemMoro
NIPOCTPAHCTBEWHCTO pasHoca,
KOTOpbIV paccuuTbIBaeTCS B
COOTBETABUN C NPUBEEHHbLIM
BbIPaXEHNeM NPUMEHUTENbHO

' K yacToTe nepearymka.

PekomeHyeMblit
NPOCTPAHCTBEHHBIN pasHOC
« cocTaBnsetT
071.2 aP

le=1 2 5P
1(Or 80 Mry 40 800 M)

C=2.3 uPcT

(800 MIugo2 5rru)

,[ie 0 - peKoMeHAyemblii
NPOCTPAHCTBEHHbIA pasHoc, '
p ~ HOMMHasIbHOE 3HaueHne
MaKCUMasbHO BbIKOAHOM
ImowHocTM 9 BT B COOTBETCTBUM
;CO 3HaueHnem yCTaHOB/IeHHbIM
V3roToBUTENEM

3BbM
oT 80 My, go 2,5 Ny,

PapguouacTtoTHOE
- 3N1eKTPOMarHnTHoe
none no M3K 61000-4-3

HanpsxeHHOCTb nons npu
pacnpocTpaHeHn paauoBosH oT
‘CTaumoHapHbIX
| pagvonepeaaTunkoB 1o
Ipe3ynbTatam HabnogeHnii 3a
' 3N1EKTPOMarHUTHOM 06CTaHOBKOIA"
[I0/KHa BbITb HUXE YPOBHS
:COOTBETCTBMA B KaX/0ii nonoce
;HaCTOT*.

:Momexyn MoryT NMeTb MecTo
;B6M3K 0BopyAOBaHNS,
; MapK1POBaHHOTO 3HAKOM

a) HanpsXeHMOCTb NONS NPU PacNpoOCTPaHEHUM PaZUOBO/H OT CTALNOHAPHbLIX PaAuonepeaaTunkos
Takux kak 6a3oBble CTaHLUUW pafuoTeNnerpoHHbiX ceTell (CoToebix/6€eCnpoBOAHbIX) U HA3EMHbIX
NOABVXHLIX PAAMOCTAHUNIA, N1I06UTENbLCKMX pagnocTauuii. AM 1 FM pagnoseuwatenbHbix
nepeAaTunKoB, TENIEBU3NOHHLIX NEPEAATUNKOB, HE MOXET GbiTb ONpPeAeneHa pacueTHbIM nyTem

C 0CTATOUYHOM TOUHOCTBI [N15 3TOTO JOMKHBI GbiTh OCYU ECTBIEHBI NPAKTUYECKNE UIMEPEHUS
Hanps)XXeHHOCTU Nons. Ecnu namepeHHble 3HaYeHna B MecTe pasmeweHns U3AENNSA ebiwe
NPUMEHUMbIX YPOBHEel COOTBETCTBUA, TO cneAyeT npoBoANTh HabniogeHns 3a pa6otoit UBAENUNA

C UeNblo NPOBEPKM €e HOpManbHOTO () yHKMOHMpoBaHNUA. Ecnu a npoyecce HaGlOAEHUA BbIABNAETCA
;OTKNIOHEHWEe OT HOPMANbLHOTO hYHKYNOHNPOBAHMUSA, TO HEOGXOANMO NPUHATL AONONHUTE IbHBIE MEPbI
,Takne Kkak nepeopueHTupoBka unu nepemeuwedHne U3JENNA.

®6) BHe nonockl yactoT oT 150 kM'y ao 80 My cneayet o6ecneynTs HANPSAXEHHOCTbL Nons mexvee 3 0/m.

wlpumevyaHus

11 Ha yactotax 80 u 800 My npuMeHAT 6oNblIEe 3HAYEHNE HANPSXKEHHOCTN nons

+2 TpuBe/eHHbie BbIpaXeHWs NPUMEHUMbl He BO BCeX cay4yasx. Ha pacnpocTpaHeHune
13MEKTPOMATHUTMBIK a0M1 eNM—T MOT/IOWEHUA nnu CITPAXEHMa OT KOHCTPYKLMMA, 06besToa n toaei



lNata
PyKOBOACTBO M0 3KCMIyaTaumu, Ronxwocty ®amnnua N0, nopadiwa  Moanuce corracopanns
Hab6opbl ntokomeTpbl Regular,

cTpaHuubl 35-36 13 36

HauanbHuk uexa MN1®  MuTuH A.M. 8.] 21.01.2020
Pasmep 105x150 mm Cneuwanuct OMPM KycTosa C.B. o) 21.01-2020 UepHbIiA
N 21.01.2020
MacwTa6 (Ha A4) 11 MHxeHep no ynakoske [Maneta MK w1
o
MakeT ™
ana nedatu
AaTta noaroToBku _ _ _
WM NpaBKkm 21.01.2020 ®apmakoj Homep Pn3-Ha6opReg-01-XX
cTpaHuua 35 cTpaHuua 36
Ta6nuua 6.4

PeKOMSHAyeMbIS 3Ha4yeHuns NpoCTpPpaHCTBEHHOro pa3Hoca Mexay nopTatuBHbIMU
M NOABMXHBIMU paanovyacTOoTHbIMKU CpeacTBaMun CBA3U U Ann3p3rn0M

N3OENVE npeaHasHavyaeTca AN NPYUMEHEHNUs B 3NeKTPOMarHUTMoi o6¢cTaHoBKe Nnpu KOTopoit
O(gLI.IEeCTBI'IReTCR KOHTPO/Ib YPOBHE M3nyyaembiX nomex. [lokynaTesb Wau nosb3oBatenb
M3AENNSA MoxeT n3bexaTb BNMAHNA 3N1€KTPCMArHMTHbIX NOMeXx, 06ecneunsas MUHUMAaIbHbIA
NPOCTPAHCTBEHHbLI Pa3HOC Mexay NOpPTaTUBHLIMU 1 NOABUXHBLIMUW  PAANOYACTOTHLIMU
cpejcTBamu cBsasu (nepepgatunkamn) n U3OENIMEM kak pekoMeHAyeTCs HUXe, C yyeTom
MaKCUManbHell BbIXOAHO! MOLWHOCTN CPeACTB CBA3N

HomuHanbHas TMPOCTPAHCTBEHHBIN PA3HOC M B 3aBMCMMOCTM OT YACTOThl Nepeaarynka
g:’;%g::};b;giHoch 0=1,2vP 0=1.2v’P 0=23 vP
o O SO, o g
0.01 0.12 0,12 023
0 0,36 0,38 0,73
1 12 12 2,3
10 3.8 3.8 73
100 12 12 23

MpumeyaHus

1 Ha vactotax 80 1 800 Ml NnpuMeHAIOT 60Nbllee 3HaYeHNe HanPsSXKEHHOCTU Nons

2. MNpu onpejeneHnn pekome>ylyembix 3HaUYeHNi NPOCTPAHCTBEHHOTO pasHoca ANs
nepeaaTyiKoB C HOMUHANLHON MaKCUMaIbHOW BbIXOHOW MOLLHOCTLIO, HE yKa3aHHOI B
Tabnuue, B NpMBeAEHHbIe BbIPAXEHWUSA NOACTABNSIOT HOMUHANbLHYK MaKCUMarbHY BbIXOAHYKO
MOLHOCTb B BaTTax yKasaHHYyl0 B JOKYMEHTaLUN U3roToBUTENA NepejaTynka

3. MpuBeAeHHbIe BbIpaXEHUA NPUMEHNMbI HE BO BCEX Cllyyasx. Ha pacnpocTpaHeHue
aneKTpPeMarH1THbIX BOMH BANSIET NOT/OWeHNe NN OTPaXeHne 0T KOHCTPYKLWIA, 06bekToB 1
noaei.

«Taipok TexHonogxu KopnopeiiwH»
B1-7F.. M9 127 ByroHr CekoHp Poypa., paiioH
Byry. HoBblii Taii6aii 24888 TaiiBaHb
www.taidoc.com

Ons camoTecTMpoBaHus
C€oall X

AApec ynoNHOMOYEHHOTO Npe/AcTaBuTens:
00O «HIKCT Buo» Poccuiickasi degepauuns 197022 CaHkT-MeTepbypr Akagemuka Masnosa yn.
Aom 5, nutepa B. nomewexne 46-H

Ten. »7 (812) 703-79-75 (MHOrokaHanbHblit) akc *7(812)703-79-76
TenedoH ropsyeii NuHUK: 8-800-333-43-76 (3BOHOK No Poccun 6ecnnatHblit)
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MepeBol, C AHFIUIACKOTO M KWUTAWCKOTro $3bIKOB Ha PYCCKWiIA S3blK BbIMNOAHEH MepeBogYMkoM OpaHcKoli AHacTacueli HOpbeBHOIl. [MoATBepyKaat, 4TO
BbIMONHEHHbI/i MHOW MepeBof SBNSETCA MPaBUIbHbIM, TOYHbIM U MONHbIM.

/

A. [3eHC AnekcaHfp FeoprveBnY, BpeMeHHO UCMONHAOWMNIA 0693aHHOCTU HOTapuyca HoTapuanbHOro okp} ra CaHkT-IMe3ep6\ pi

[3eHc HaTaTb AHATONbEBHLI, CBUAETENLCTBYIO MOANMHHOCTL NOANUCK MepeBoguYnka OpaHCKoit AHacTacun HOPbEBHHbI.
Moanuvch cgenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb MofNMCaBLUIETO AOKYMEHT YyCTAHOBNEHA.
3apeTucTpupoBaHO B peecTpe: "P'80-H/78-2()2()-4 -Y / cc

B3biCKaHO rocygapCcTBeHHOW nownuHbl (No Tapudgy): 100 py6. 00 kon.
YnnauyeHo 3a OKasaHue yCNyr NpaBOBOro M TeXHU4Yeckoro xapaktepa: 400 py6. 00 kon.

A.T". [O3eHc

MToro B HacTosLLEM JOKYMEHTE:
36 (TpuguaTtb LWecTb) NNCTOB

Bp.n.o. HoTapungLy A.T". 13eHC
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