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English version of ART36195-001-Instructions for Use

INSTRUCTIONS FOR USE
Blood Glucose and Ketone Monitoring System
Freestyle Optium Neo with Accessories

Manufacturing company:
(ABBOTT DIABETES CARE LIMITED, UK)

Corporate manufacturers:
1. Abbott Diabetes Care Ltd, RANGE ROAD WITNEY OXON 0X29 OYL, UK
2. Abbott Diabetes Care Inc., 1360 South Loop Road, Alameda, CA 94502, USA
3. Asahi Polyslider Co., Ltd, Nakanoshima Mitsui Building 3-3-3, Nakanoshima Kita- ku,

Osaka 533-0005, Japan

4. RR Donnelley Global Turnkey Solution Sp.z o.ul. Zakladowa 90/92 92-402 Lodz Poland

5. Owen Mumford Ltd.,, Brook Hil, Woodstock, 0X20 1TU, UK

6. Flextronics Technology (Shenzhen) Co., Ltd. Building 1, Yusheng Industrial Park, 467
Xixiang Section, National Highway 107, Xixiang, Baoan District; 518126 Shenzhen,
Guangdong, PEOPLE'S REPUBLIC OF CHINA

7. Facet Technologies, LLC, 101 Liberty Industrial Parkway, McDonough, GA, 30253, USA.
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1. Name of the medical device:
Blood Glucose and Ketone Monitoring System - Freestyle Optium Neo with Accessories:
l Blood Glucose and Ketone Monitoring System - Freestyle Optium Neo, including:
1. Freestyle Optium Neo Blood Glucose and Ketone Monitoring System.
2. Freestyle Optium Blood Glucose Test Strips (10, 25, 50, 100 pcs) manufactured by Abbott Diabetes Care Ltd., UK, Registration certificate

No. 2012/13309 (if required).
3. Freestyle Optium Blood (3-Ketone Test Strips (10, 25, 50, 100 pcs) manufactured by Abbott Diabetes Care Ltd., UK, Registration certificate
No. 2012/13309 (if required).
4. Freestyle lancing device I -1pcs (if required).
Thin lancets (10, 25,50,100 pcs) (if required).
User's Manual - 3 pcs.
USB Cable (if required).
Il. Accessories:
Carry case (1 pcs).

2. Purpose
Freestyle Optium Neo Blood Glucose and Ketone Monitoring System is designed for stand-alone use at in-vitro diagnostics by the patient or
medical staff as an aid in the management of diabetes. Used for measuring glucose in fresh whole blood samples taken from fingers, forearm,
upper arm
or the base of the thumb. Use for measuring ketone (P-hydroxybutyrate) in fresh whole blood samples from fingers only. The system may also

aid in the management of diabetes by providing the user with suggested recommendations to insulin dose(s) based on healthcare professional

entered data.
1 Indications
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The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System is for use outside the body only (in vitro diagnostic use) for self
testing or professional use as an aid inthe management of diabetes.

Used for measuring glucose in fresh whole blood samples taken from fingers, forearm, upper arm or the base of the thumb. Used for
measuring ketone ((3-hydroxybutyrate) in fresh whole blood samples from fingers only.

The system may also aid in the management of diabetes by providing the user with suggested recommendations to insulin dose(s) based
on healthcare professional entered data.

2 Contraindications:
The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System is not for use in diagnosis of diabetes mellitus, but is to be used as
an aid in monitoring the effectiveness of diabetes control programs.

3 Side Effects:
Bruising may occur at the test site. If bruising occurs, consider selecting another site.

3. Main Principle of Medical Device, Functioning and Specifics
The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System together with compatible glucose and ketone level test strips is
based on amperometric analysis, with glucose level measured by reaction of blood glucose with glucose dehydrogenase (GDH), and p-
hydroxybutyrate (P-OHB) is measured by its reaction with hydroxybutyrate dehydrogenase (HBDH) in blood samples or reference solutions by
means of electric current. The device measures electric current resulted from reaction of glucose, ketones and special ferment applied to the
test strip and than converts the measurements into a clinical indication. The value of the generated current is proportional to the analyzed
substance (glucose or ketone) level in blood sample or reference solution.

4. Specifications
The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System must comply with following requirements:

Parameters Freestyle Optium Neo

Size 5.97 cm (w) x 8.68 cm (D x 0.87 cm (d)
Weight 331037 g (1.2 to 1.3 0z.) including batteries
Power Source Two CR 2032 lithium (coin cell) batteries
Battery Life Up to 3000 tests

Memory

Up to 1000 events, including blood glucose, blood ketone,and control solution
results, insulin doses, and other meter information

Abbo</Jl
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Compatible Blood Glucose Test
strips

Compatible Blood Ketones Test
Strips

Assay Method

Assay Range

Test Time
Hematocrit Range

Calibration Position
Sample Type

Meter StorageTemperature Range
Humidity Range

Altitude™*

Sample Type

Sample Sites

Sample Volume

Re-Application

Freestyle Optium Blood Glucose Test Strips
Freestyle Optium Blood (3-Ketone Test Strips

Amperometric electrochemistry

For blood glucose testing 1.1 - 27.8 mmol/L
For blood ketone testing 0.0 - 8.0 mmol/L
5 seconds - glucose

10 seconds - ketone

30%-60% - glucose

30%-60% - ketone

YSI x 1.12 (plasma equivalent) - glucose
Glucose - Capillary

Ketone - Capillary and Venous

-20 °Cto 60 °C (-4 °F to 140 °F)
10%-90%

7,200ft (2,195m) - glucose

7,200ft (2,195m) - ketone

Glucose - Capillary blood

Ketone - Capillary and venous blood

Glucose - Fingertip, base of thumb, forearm or upper arm
Glucose - Fingertip (capillary sample) or venous blood (by health care

professionals in hospital environment)
> 0.6 pi - glucose

1.5 pi - ketone

Glucose - 5 seconds

Ketone - 10 seconds

~NTesting for glucose was completed at 15-65% for glucose testing, however the claim will remain 30-60%.
es ing completed at 10,000ft (3,148m) however the product claim will remain 7,200ft (2,195m).

iLbbotA
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5. Information on appearance and design (design, main properties and materials used for medical device components)

Test strip window

SB

Housing

N display

Dialog window

Material; Housing - PC-ABC Carbotex

Black colorant - Carbon Black

Display - Lexan polycarbonate matte film
Test strip window PC-ABC Carbotex

Size- 6.0/8.6 £+5%cm

Weight with battery: max. 37 g 5%

Dialog window: 4.1/4.3 £1% cm

Mediated contract through patient's arm skin

All materials are non-toxic and comply with Regulation (EC) 1907/2006 by European Parliament and Council of Europe dated
December 18, 2008 on Registration, Evaluation and Authorization of Chemicals (REACH).

6. Scope of supply:
lood Glucose and Ketone Monitoring System - FreeStyle Optium Neo with Accessories:

c Glucose and Ketone Monitoring System - FreeStyle Optium Neo, including:
1. reeStyle Optium Neo Blood Glucose and Ketone Monitoring System.

AbbcUA
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2. Freestyle Optium Blood Glucose Test Strips (10, 25, 50, 100 pcs) manufactured by Abbott Diabetes Care Ltd., UK, Registration certificate
No. 2012/13309 (if required).

3. Freestyle Optium Blood P-Ketone Test Strips (10, 25, 50, 100 pcs) manufactured by Abbott Diabetes Care Ltd,, UK, Registration certificate
No. 2012/13309 (if required).

4. Freestyle lancing device ll -1pcs (if required).

5. Thin lancets (10, 25,50,100 pcs) (if required).

6. User's Manual - 3 pcs.

7. USB Cable (if required).

Il. Accessories; Carry case, 1 pcs.

Freestyle Optium
Blood P-Ketone
Test Strips

A .liboiA
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1 1 Freestyle Optium Neo Overview 2

Display window
Device main screen
(shown here)
'Shows readings

and other important info

USB port
Insert cable here
to transfer data when
loading readings
into PC (requires data

management system)

Down button

Operating space
« Apply blood or reference
solution on the operating space

located at the end of test strip
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Symbol

Up button e

ChL

Power button

e« Turns the device on

and off, returns user l '

to the main screen

Test strip socket
e Strip socket is

inserted here

Test strip
¢ Insert the test strip

into the device

Symbols shown on the screen

Meaning

Log

Device is ready for
sampling

Result of the reference
solution analysis

Insulin level

Insulin

Morning dose of long-
acting insulin

Evening dose of long-
acting insulin

Insulin dose setting

Low glucose level or level
pattern

Symbol

Lag,

KET

12 A

Meaning

Insulin dose administered
during breakfast

Insulin dose administered
during lunch

Insulin dose administered
during dinner

Test in the fasted state

Ketones

Battery low

Connected to PC

Setup mode

High glucose level or level
pattern

A llixvtA



3 Quick guide - blood glucose measuring

1. Wash and dry your hands
before and after the measuring

2. Insert the test strip.

3. Puncture your skin at analysis

site and apply blood on the
strip.

4. See the result.
Additional information on test

procedure is available in Section 9.
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Readings

The Freestyle Optium Neo Blood Glucose and Ketone Monitoring
System is for use outside the body only (in vitro diagnostic use) for
self-testing or professional use as an aid in the management of
diabetes.

Use for measuring glucose in fresh whole blood samples taken from
fingers, forearm, upper arm or the base of the thumb. Use for

measuring ketone ((3 hydroxybutyrate) in fresh whole blood samples
from fingers only.

The system may also aid in the management of diabetes by providing thi
user with suggested recommendations to insulin dose(s) based on

healthcare professional entered data.

IMPORTANT:

« Use only Freestyle Optium blood glucose test strips and
Freestyle Optium blood P-Ketone test strips. Other test strips
may produce inaccurate results.

« See test strip instructions for use for more information about
sample types.

« Read the instructions in this Owner’s Setup Guide. Failure to
follow instructions may cause incorrect results. Practice the
testing procedures before using the meter.

« Follow your healthcare professional’s advice when testing
blood glucose levels and blood ketone levels.

*« Observe caution when using around children. Small parts may

constitute a choking hazard.



5 Contraindications

The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System
is not for use in diagnosis of diabetes mellitus, but is to be used as an aid

in monitoring the effectiveness of diabetes control programs.

Side Effects

Bruising may occur at the test site. If bruising occurs, consider selecting

another site.
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Getting to Know Your Meter

To turn your meter on:

. Press or

¢ Insert a strip

To turn your meter off:

¢« Press and hold »

¢« Do nothing for 2 minutes

for 3 seconds, or

Checking Your Meter Screen Every Time You Turn ItOn

Meter Off Screen

Start-up Test Screen

Your meter screen should be fully black
when powered off. Each time you turn on
your meter, a white start-up test screen will

appear for 1 second.

If you see any white segments in the black
off screen, or any black segments in the
white test screen, there may be a problem

with the meter. Contact Customer Care.

note: Ifthe meter battery is low, the . -
will appear in both the meter offscreen and
start-up test screen.

-AlJkaibortA
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Setting Up the Meter

1. start with meter off (no test strip

inserted)

Press to turn on the meter

2. Press and hold the time (11 ;50) on the
screen for 3 seconds until the screen

changes.

.$hq\
\ISO/I
Ao

ru h

N )

11750:

\r n
(6.9-1:23 PM)

ry h
(e.g.B23)

o #
» 1750

3. Set Time Format (12 hour or 24 hour
clock)

* Press or to change

N

* Press to continue

Note: Your meter can display either a 12
h (1:23 PM) or 24 h (13:23) time format. If
you prefer the 12 h format, there is no
‘AM”? Ifsetting a PM time, continue to
press until you see ‘PM".

4. Set Hours

« The hours blink. Press or to

set the hours
to continue

*« Press 7

5. Set Minutes

*«The minutes blink. Press or to
set the minutes
Press to continue
A.I>bo«tA



Setting Up the Date

% /

30:-3 :

Day

Month |

Month
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6. Set Month

*« The month blinks. Press

set the month

N

* Press to continue

7. Set Day

«The day blinks. Press ~

the day
®*Press 7

to continue

8. Set Year

* Press

* Press

or

to

to set



Testing Your Blood Glucose or Blood Ketone

Performing a Blood Glucose or Blood Ketone Test

1. Open the foil test strip package at the notch and tear
down to remove the test strip

2. Insert the test strip into the meter until it stops.

This wiil turn on the meter.

Notes:

Be sure to check that your meter screen is working
properly each time you turn your meter on. if you
see any white segments in the black off screen, or
any black segments in the white test screen, there
may be a problem with the meter. (See Section 8,

Getting to Know Your Meter, for more detaiis)

The meter turns off after 3 minutes of inactivity.
Remove and reinsert the unused test strip to restart

the meter.

The ~ blinks, indicating the meter is ready for you to

appiy a sampie to the test strip.

Note: KET willappearon the screen ifyou have inserted

a purple blood ketone strip.
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3. Obtain a blood sample.
Use the lancing device to obtain a blood sample.
(See lancing device instructions for use for more

information.)

4. Apply blood to the test strip.

Bring the blood drop to the white area at the end of the
test strip. The blood is drawn into the test strip.

Hold blood to test strip until you see 3 short lines on the
meter screen. This means you have applied enough
blood.

Notes:

« Ifyou are testing blood glucose, you will see a 5-
second countdown. If you are testing blood ketone,

you will see a 10-second countdown.

« Do not remove the test strip from the meter during the

countdown.

¢ Ifthe countdown does not start, you may not have
applied enough blood to the test strip. See test strip
instructions for use for re-application instructions. If
the countdown still does not start, remove the used
strip and discard it properly. Start a new test with a

new test strip.



5. View the result.
The test is complete when the result appears on the
meter screen (examples shown). The result Is stored in

memory.

Note: Ifyou see ~ |, itmeans the meter can suggest a
new meal Insulin dose. Ignore this If you’re not about to
Result example eat a meal and take your meal insulin dose.

Blood Glucose

Blood Ketone
Result example

6. Press and hold ~ to turn off the meter. Discard the

used test strip properly.

AL »be»tA
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1o |

Blood Glucose Test Results and Patterns

The meter displays blood glucose results in mmol/L. The unit of
measurement is preset. You cannot change this setting.

Low Blood Glucose Results

What You See What It Means What To Do
Follow your healthcare
professional’s advice to to-eat low

blood glucose.

Appears when result is lower than 3.9
mmol/L or the target set on the meter by
your healthcare professional.

Apattern of lowglucose has developed.  Followyour healthcare
If2 low results occur within the past 5 days professional’s advice to b-eat low
AND hoth are within the same 3-hour time  blood glucose.

period, the meter will display a blinking ~

Repeat the test with a new test
strip. Ifthe result is LO, contact
your healthcare professional
immediately.

Severe lowblood glucose or
There may be a problem with the test
strip.

LO

Appeanwhen resultb lower than 1.1 iranolA

Note: Ifyou see the error messages E-3 or E-4, consult the Error Messages section in this Owner's Setup Guide.

IMPORTANT: Contact your healthcare professional if you have symptoms that do not match your test result,
and you have followed the instructions in this Owner's Setup Guide.
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High Blood Glucose Results
What You See

Solid yellow
arrow

A blinking
yellow arrow

KET

H I

Appearswtien tesuK is higher than 27.8 mmoill

What It Means

Appears when result is higher than 13.3
mmol/L or the target set on the meter by
your healthcare professional.

Apattern of high glucose has developed.
If3 high results occur within the past 5
days AND all are vrithin the same 3-hour
time period, the meter will display a

blinking T .

Blood glucose level is higher than or equal
to 13.3 mmol/L.

Severe high blood glucose or

There may be a problem with the test strip.

IMPORTANT: The meter displays results from 1.1- 27.8 mmol/L. Lowor high blood glucose results can indicate a potentially serious medical condition.

What To Do

Follow your healthcare
professional’s advice to treat high
blood glucose.

Follow your healthcare
professional’s advice to treat high
blood glucose.

Check blood ketone if checking
ketones is part of your diabetes
management program.

Repeat the test with a new test
strip.

Ifthe result is H, contact your
healthcare professional
immediately.



Understanding Blood Glucose Test Results and Patterns

The meter displays ketone results in mmol/L, from 0.0 - 8.0 mmol/L.
The unit of measurement is preset. You cannot change this setting.

iIMPORTANT: Follow your healthcare professional’s advice

before you make any changes to your diabetes management
Iproaram

YKypHan r/toKoMeTp3 MOXET XpaHuTb 0 1000 cobbITuiA, BKOYasi pesy ibTaTbl OnpeaeieHns
T/IOKO3bI U KETOHOB B KPOBU, TECTOB C KOHTPO/IbHLIMM PacTBOpamu, A03bl MHCY/IHA, &
TBlood ketone is expected to be below 0.6 mmol/L.2 High blood ketone
jmay be caused by illness, fasting, vigorous exercise, or uncontrolled blood
glucose levels. 1-3
Repeat a blood ketone test using a new blood ketone test strip when:

. Hl appears on the display

. Your result is unusually high

. You question your result

Your blood ketone resultis 0.0 mmol/L, but your blood glucose is
higher than 16.7 mmol/L

Mpumepbl: . ) N
2. Haxumaiite >»' ons NpoKpyTKN COBbITUIA
XypHasia Ha 3KpaHe.
Pesyrsrare
View Logbook
V'our mrieter loghook can stora up to 1.000 events — Including blood
okt ««l * Ketof-»*. wr»o cor-itrol eolution insulin domes ‘and

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

W hat You See

Result is between
0.6 -1.5 mmol/L.

Result is higher than
1.5 mmol/L.

iroi
Appears when result is
higher than 8.0 mmol/L.

Pesyrsrarteaac koH]
[paaBopoM

W hat It Means

Result is between
0.6 -1.5 mmol/L.

You may be at risk of
developing diabetic
ketoacidosis (DKAN'®

Very high blood
ketone

or

There may be a
problem with the test
strip.

What To Do

Follow your
healthcare
professional’s
advice.

Contact your
healthcare
professional
immediately.

Repeat the test with
a new test strip. If
the result is HI,
cxjntacrt your
healthcare
professional
immediately.

MPOCMOTP CPeAHNX 3HAUEHMIA YPOBHS FIHOKO3bI B KPOBU

1. Ha rnaBHOM 3kpaHe HaxmMuTe

XypHana.

ANA OTKPbITUA



Viewing Your Logbook Events

Fasting result

1. While on the Home screen, press

A to view your logbook events. Ch I

| 1=45
Control Solution Result

Viewing Your Blood Glucose Averages
Examples:

2. Press to scroll through to 1. While on the Home screen,

I view your logbook events. S'
press to view your logbook

k) events.

I ny 1

Blood Glucose Result

Unibof
Insulin

Insulin Dose

2 \/\y IS in loubool=. [z>ress P3r
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Your average

Number of tests
m this average

Press or to scroll
through 7-, 14- and 30-day
averages.
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2. BoiigA B xxypHas, B/H0G0OE BperasHaxrante

UTOOb! YBUAETL 7-[HEBHYIO CPEAHIOH BE/MUMHY.

I>dRy 1

¢ Haxmute v 4To6b1 yBALETH 14-IHEBHYO
sHeaHioo BenmumnHy. [14-dRyl

* Haxmure A uT00b! yBIAETH 30-OHEBHYO
CpesHoro BenmumnHy. [30-dRy]

* Haxmure [y BOaBpara K COObIMAAM
XypHana.

MpumeyvaHunsa
* PesynbinaTbl onpefesnieHns rioKosbl B
KOHT pOJIbHbIXpPacT BOpaxHe yLneHbl Npu

BblYUCNEHUN A>€AHNX BEJTUYNH.

Ecnn pe3ynbTaTbl onpeaeneHnsa B KOHT POJ/IbHbIX
pacTBOpaxHe noMmeydyeHbl KaK T eanbl C
KOHT pPOJIbHbIMpPAacT BOPOM, CpeaAHMe BE/INYNHbDbI

MoryT OblITb HET OYHBLIMU.
. BbIBOAT CA Ha3KpPaH rakxkomeT pa

npv 0T CYTCTBUN T eKYLLUX COBLIT Wi UNn

A>eAHUX BENIMYUH 4151 NPOCMOT pa.

I O (HU3KMe)pe3y T TaTblonpeaeneHus
F/1I10KO3bl B KPOBU /151 BbIYMCAEHUS AKAHUX

BE/IMYUH NPUHUMAO T CApaBHbIMW 1,1 MMONb/n.

.H I (BbICOKME) PE3YNbT anbl ONpeaeneHuns
r/I10KO3bl B KPOBU [/151 BbIYNC/IEHUSI CPEAHUX

BE/IMYMH MPUHMMAKD T CApaBHbIMU 27 MM anb/n.



Glucose and Ketone Control Solutions

IMPORTANT: (continued)

A control solution test should be performed when you are not
sure of your results and want to confirm that your meter and . Do not add water or other liquid to control solution.
test strips are working properly. i
. Control solution results do not reflect your blood glucose.
. Contact Customer Care for information on how to obtain

control solution.

IMPORTANT: Performing a Control Solution Test

« Use only MediSense glucose and ketone control solutions

1. Open the foil test strip packet at the
notch and tear down to remove the test strip.

with the meter.
« Control solution results should fall within the control solution
range printed on the test strip instructions for use.

« Check thatthe LOT number printed on the test strip foil packet

and instructions for use match. 2. Insert the test strip until the meter turns on.
« Do not use control solution past its expiration date. Discard N.OtBeeséure to check thatyour meter screen is
control solution 3 months after opening or on the expiration Working properly each time you turn your

meter on. Ifyou see any white segments

in the black offscreen, orany black

open April 15, discard July 15; write the discard date on the segments in the white test screen, there

may be a problem with the meter. (See

Section 8, Getting to Know Your Meter, for

« The control solution range is a target range for control solution more details.)

» The meter turns off after 3 minutes of
inactivity. Remove and reinsert the

« Replace the cap securely on the bottle immediately after use. unused test Strip to restart the meter.

date printed on the bottle, whichever comes first. (Example:

side of the bottle.)

only, not for blood glucose levels.
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The ® blinks, indicating the meter is ready
for you to apply a sample to the test strip.

note: KET will appear on the screen if you

have inserted a purple blood ketone strip.

3. Press and hold the down arrow for 3
seconds to mark the test as a control

solution test. The R appears. The meter
is now ready for you to apply control solution
to the test strip.

IMPORTANT: The test result will be saved to memory as a
blood result if not marked as a control solution test. This may
affect your blood glucose averages.
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4. Apply control solution to the test strip.
Shake the control solution bottle to mix the
solution.

Apply a drop of control solution to the white
area at the end of the test strip in the area
shown. The control solution is drawn into the
test strip.

5. Hold the control solution to the test

strip until:

*You see 3 short lines on the meter screen.

This means you have applied enough control

solution and the meter is reading the control

solution.

Notes:

« Ifyou are testing with a blood glucose strip,
you will see a 5-second countdown. Ifyou
are testing with a blood ketone strip, you
will see a 10-second countdown.

» Do not remove the test strip from the meter
during the countdown.

« |fthe countdown does not start, remove
and discard the used test strip, turn off the
meter and try again with a new strip.



1 4 Transferring Meter Data to a Computer

Transferring meter data to a computer requires a compatible data

Examples: 6. View the result.
The testis complete (examples shown) when

management system. You will also need a micro USB cable to connect
your meter’s USB portto your computer.

the result appears on the meter screen. The For more information, please contact Customer Care.

result is stored in memory as a control

solution result.

Compare the control solution result to the WARNING: To avoid the possibility of electric shock, never perform a

range printed on the blood glucose or blood blood glucose test while the meter is connected to the computer.

ketone test strip instructions for use. The
result should fall within the range.

note: KET appears with the result if
performing a ketone control solution test

] Out of Range Control Solution Results:

Repeat the test if control solution results
are outside the range printed on the test
strip instructions for use.

Stop using the meter if control solution
results are consistently outside the range
printed on the test strip instructions for use.
Contact Customer Care.
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N

Error Messages

Message  What It Means

E- |

The temperature is
too hot or too cold

for the meter to work

properly

E_? Meter Error
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What To Do Message

1. Move the meter and test E '3
strips to a location where the
temperature is within the test
strip operating range. (See test
strip instructions for use for the
appropriate range.)

2. W ait for the meter and test
strips to adjustto the new
temperature.

3. Repeat the test using a new
test strip. E_L_I
4. If the error reappears,

contact Customer Care.

1. Turn off the meter.

2. Repeat the test using a new
test strip.

3. Ifthe error reappears,
contact Customer Care.

E-5

What It Means

Blood drop is too
small or
Incorrect test
procedure

or

There may be a

problem with the test

strip

The blood glucose
level may be too
high to be read by

the system

or
There may be a
problem with the test
strip

Blood was applied to
the test strip too
soon

What To Do

1. Turn off the meter.

2. Repeat the test using a new
test strip.

3. If the error reappears, contact
Customer Care.

1. Repeat the test using a new
test strip.

2. If the error reappears, contact
Customer Care.

1. Review the testing instructions.
2. Repeat the test using a new
test strip.

3. If the error reappears, contact
Customer Care.



Message | What It Means

E—E Meter error

E_l No coding required

or
Test strip may be
damaged, used, or
the meter does not
recognize it

E_3 Meter error
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What To Do

1. Check that you are using the
correct strip for this meter. (See
test strip instructions for use to
verify your strip is compatible
with this meter.)

2. Repeat the test using a test
strip for use with your meter.

3. If the error reappears, contact
Customer Care.

1. Check that you are using the
correct test strip for this meter.
(See test strip instructions for
use to verify your strip is
compatible with this meter.)

2. Repeat the test using a test
strip for use with your meter.

3. If the error reappears, contact
Customer Care.

1. Turn off the meter.

2. Repeat the test using a new
test strip.

3. Ifthe error reappears, contact

Taking Care of Your Meter

Changing the battery

You will see this screen when your batteries are
low.

Note: YOUr meter settings and logbook
information will be saved when you change the
batteries.

IMPORTANT: After you first see this warning, you
can perform approximately 28 tests before you need
to change the batteries.

WARNING: Batteries should be kept away from small children. If
swallowed, contact a healthcare professional immediately.

Step Action

1. Turn meter over and slide open the
battery door on the side as shown.



note: When you no longer need the meter, remove the batteries and

Steo Action dispose of batteries and meter in compliance with your local government
regulations.

2. Remove the old batteries.

The European Battery Directive requires separate
collection of spent batteries, aiming to facilitate recycling
and to protect the environment. The batteries in this
product should be removed and disposed in accordance
with local regulations for separate collection of spent
batteries.

3. install new batteries with (.) feeing up. Cleaning Your Meter

Note: The meter uses 2 replaceable CR Step Action
2032 coin cell batteries.

Clean the outside of the meter using a damp cloth and:
« Mild detergent/soap and water, or

«70% isopropyl alcohol, or

« A mixture of 1 part household bleach, 9 parts water

4. Slide the door back into place until it

clicks. Allow the meter to dry.

Note: The nexttimeyou turnyour meter IMPORTANT: Do not place the meter in water or other

on. itmay promptyou to reset the time liquids. Avoid getting dust, dirt, blood, control solution, water,
and date. (Referto Section 9, Setting Up or any other substance in the meter's test strip port and USB
the Meter). port.
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17 Troubleshooting

2. The test
does not
start after
applying
the blood
sample.

What It Means

Test strip is not inserted properly or fully into the

meter

No batteries are installed; Batteries installed
incorrectly

Dead batteries

Meter may be plugged into a computer (PC
appears on meter screen)

Problem with the test strip

Problem with the meter

Blood sample is too small

Sample applied after meter turns off

Problem with meter or test strip
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What To Do

1. With the contact bars (3 black lines) facing up, insert the test strip into
the meter until it stops. This turns on the meter.
2. If the meter still does not turn on. contact Customer Care.

Refer to Section 17, Taking Care of Your Meter, on how to properly install
batteries.

Dead batteries

Meter may be plugged into a computer (PC appears on meter screen)

Try a new test strip.

Contact Customer Care.

1. See test strip instructions for use for re-application instructions.
2. Repeat the test using a new test strip.
3. If the test still does not start, contact Customer Care.

1. Review the testing instructions.
2. Repeat the test using a new test strip.
3. If the test still does not start, contact Customer Care.

1. Repeat the test using a new test strip.
2. If the test still does not start, contact Customer Care.



Insulin Dose Logging

Introduction
This feature allows you to log insulin doses so they are recorded in the
. . 2. Choose t e of insulin dose.
logbook. You can enable this feature at any time. yp fnsufi
Using the chart below, press the button

Set Up for Insulin Dose Logging for the dose you want to log.

1. While on the Home screen, press morning Long-acting insulin
~ and hold for 3 seconds until the - evening Long-acting insulin
Nappears. Insulin Dose Logging is
now enabled. breakfast Meal insulin
Note: T0 turn off this feature, repeat lunch Meal insulin
this step.
dinner Mesal inciiilin
How to Use Insulin Dose Logging
For long-acting insulin and/or insulin for breakfast, lunch, or dinner.
3. Press or to enter the actual

dose amount.

1. While on the Home screen, press
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2. Press or to enter the actual
ress ™ to log dose.

4
}

4

/5 dose amount.

(v

means you took dose

How to Log Additional Rapid-Acting Insulin Doses
(e.g. snacks, bedtime correction, etc.) 3. Press to log dose.

1. While on the Home screen, press
RVZON
and hold ~ for 3 seconds until the means you took dose

screen changes.
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Meter Specifications

Assay method

Automatic
shutoff

Battery life

Measurement
range

Memory

Minimum
computer
requirements

Operating
relative
humidity

Operating
temperature

Amperometry

At least two minutes of inactivity

Up to 3000 tests

For blood glucose testing 1.1- 27.8 mmol/L
For blood ketone testing 0.0 - 8.0 mmol/L

Up to 1000 events, including blood glucose,
blood ketone, and control solution results, insulin
doses, and other meter information

System must only be used with EN60950-1 rated
computers. Use a USB certified cable

10% to 90% (non-condensing)

Meter: 10 °C to 50 °C (50 T to 122 T)
System: See test strip instructions for use
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Power source

Size

Storage
temperature

System altitude

Weight

Two CR 2032 lithium (coin cell) batteries

5.97 cm (w) X8.68 cm (I) x 0.87 cm (d)
235 in (W) X3 42 in (\) x 0 34 in /d»

-20 °C to 60 °C (-4 °F to 140 °F)

See test strip instructions for use

33 to 37 g (1.2 to 1.3 o0z.) including batteries

N ote: FOr test strip specifications, see test strip instructions for use.

Electromagnetic Compatibility (EMC): Freestyle Optium Neo meter has been tested
for both electrostatic discharge and radio frequency interference. Emissions are low
and unlikely to interfere with other nearby electronic equipment. To limit radio
frequency interference do not use the Freestyle Optium Neo meter near cellular or
cordless telephones, radio transmitters or other electrical or electronic equipment that
are sources of electromagnetic radiation, as these may interfere with the proper
operation of the meter. Avoid use of the device in very dry environments, as
electrostatic discharges from synthetic materials (e.g., carpets) could cause damage.



Housing - PC-ABC Carbotex

Black colorant - Carbon Black

Button - colorless PC-ABC Carbotex

Main spring - AISI 304

size 9.5cm 2/ 1.7 cm + 2 weight 10,0 g £2%
Mediated contract through patient’s arm skin

Principle of use of Freestyle lancing device Il together with Thin lancets.
Freestyle lancing device Il is intended for use with Thin lancets
Overview of the lancing device (refer to figures)

(A) Depth adjusting disk

(E) Lancet holder

(I) Transparent cap (for sampling from alternative sites)

(B) Depth indicator window

(F) Puncture device cap

(©) Puncture button

(G) Lancet cap

(D) Arming/triggering slider

(H) Lancet

Important!
This Freestyle lancing device Il is intended for use by a single patient only and it is not suitable for use by health care professionals on
multiple patients. Use of one device on multiple patients may result in infection and thus strictly prohibited.

Use of the Freestyle lancing device lI:

1. Remove cap from the lancing device (F) Break the cap off by bending it

2. Insert the lancet (H) into the lancet holder (E). Insert the new lancet into the blue holder cylinder tightly (this may result in arming the
device).

3. With a rotation movement, remove the lancet cap (G). Holding the puncture device firmly with one hand, unscrew the lancet cap with

another hand.
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4. Put on the puncture device cap (F)

Put the cap on so itfastened with a click. Take care not to touch the exposed needle of the lancet.

Note. Use dark cap for fingertip blood sampling and transparent cap for sampling from alternative sites.

5. Set the depth (A

Puncture device can be adjusted for 9 different options of depth (including intermediate ones). Level 1 is for minimal depth, and 5 is for
maximal depth. Minimal value is recommended for finger puncturing. For blood sampling from alternative sites, use transparent cap (l) with

fixed depth value.

6. Arm the slider (D)

Pull the grey slider back to click (the device may have been armed at stage 2 already).

Now, glucose level can be measured.

7. Choose an appropriate samling site

a. Fingertip

- Press the puncture device (with dark cap on) to the side surface of your fingertip.

- Press the puncture button (C).

- Ifnecessary, squeeze your finger to get a blood drop.

- More detailed info on analysis with use of your glucose level control system is given in the User's Manual.
b. Puncture in alternative sampling sites

More detailed info on alternative sampling sites (aside from fingertip) is given in the test strip instruction manual.
Warning!

Perform analysis with fingertip blood sample. Don't use alternative sampling sites in following cases:

- you suspect you have low glucose level (hypoglycemia) or low hypoglycemia insensitivity;

- you suspect that your glucose level changes quickly;

- results of analysis from samples taken from alternative sites don't match your well-being;

- less than two hours passed after meal, insulin administration or physical exercise.

If the set lacks transparent cap you need, contact the Customer Service.
- In order to make "fresh™ blood get closer to the skin surface at the sampling site, rub this spot intensively for few second until you feel the

warmth.

|
- Press the puncture device (with transparent cap on) tightly to the sampling site.
- Press the puricti-ire button =<O). Don't lift the device.
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- Keep pressing the device against your skin, gradually increasing the pressure strength, for few seconds before the blood drop appears.
- Carefully lift the puncture device, try not to blur the blood sample. Note. Avoid puncturing moles, spots above veins, bones and sinews.
Bruising may occur at the test site. Inthis case, consider choosing another sampling site.

8. Removing the lancet
- Remove the puncture device cap (F).
- Put the triggering slider down (D) to disconnect the lancet from the device.
- The lancet must be removed and disposed in according to local regulations on wastes disposal.
Taking Care of Your Meter
Clean the outside of the puncture device with an isopropyl (or soap water) alcohol cloth. If needed, the cap can be removed, washed with
warm water and thoroughly rinsed. Keep the puncture device in the carry case or clean dry place.
Important!
Do not place the housing with puncture device in water or other liquids.
Thin lancets: AISI 304 material, PC-ABC Carbotex coating, no colorant

= M Thin lancets are used together with Freestyle lancing device Il in accordance with the procedure given above.
I devices makes short contact with capillary blood and immediate contact with skin - at the moment of puncture (automatic
I UL activation)

N All finished products are non-toxic and comply with Regulation (EC) 1907/2006 by European Parliament and Council of Europe

dated December 18, 2008 on Registration, Evaluation and Authorization of Chemicals (REACH). Devices are composed of stainless steel
sharp and Polyethylene mold. Thin Lancets are irradiated for sterilization and the needle remains sterile until the plasticmolded seal of the
twist-off cap is broken.

Carry case
Polyethylene terephthalate canvas Density of the polyethylene terephthalate canvas;
125 +/_10g/m~
Mediated contract through patient's arm skin
All materials are non-toxic and comply with Regulation

(EC) 1907/2006 by European Parliament and Council of

Europe dated December 18, 2008 on Registration,
Evaluation and Authorization of Chemicals (REACH).
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Connecting cable

The USB cable is a yellow PVC and metal wire. All materials are non-toxic and comply with Regulation (EC) 1907/2006 by European
Parliament and Council of Europe dated December 18, 2008 on Registration, Evaluation and Authorization of Chemicals (REACH).

Information on product materials contacting with human body (material, brand)

Parts description
Top housing

Bottom housing

Battery door

Strip port

Back labels

Buttons
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Material

PC-ABS Plastic acrylonitrile butadiene styrene, impact resistant industrial thermoplastic commercial
resin based on acrylonitril copolymer with butadiene and styrene (name of the plastic is formed by first
letters of the monomer names) is non-toxic and complies with Regulation (EC) 1907/2006 by
European Parliament and Council of Europe dated December 18, 2008 on Registration, Evaluation
and Authorization of Chemicals (REACH). Device makes short contact with intact skin.

Housing - PC-A BC Carbotex black colorant - Carbon Black, impact resistant industrial thermoplastic
commercial resin based on acrylonitril copolymer with butadiene and styrene (hame of the plastic is
formed by first letters of the monomer names) is non-toxic and complies with Regulation (EC)
1907/2006 by European Parliament and Council of Europe dated December 18, 2008 on Registration,
Evaluation and Authorization of Chemicals (REACH). Device makes short contact with intact skin.
Housing - PC-A BC Carbotex black colorant - Carbon Black, impact resistant industrial thermoplastic
commercial resin based on acrylonitril copolymer with butadiene and styrene (name of the plastic is
formed by first letters of the monomer names) is non-toxic and complies with Regulation (EC)
1907/2006 by European Parliament and Council of Europe dated December 18, 2008 on Registration,
Evaluation and Authorization of Chemicals (REACH). Device makes short contact with intact skin.
PC-ABC Carbotex strip window. Used in medical devices, non-toxic and complies with Regulation
(EC) 1907/2006 by European Parliament and Council of Europe dated December 18, 2008 on
Registration, Evaluation and Authorization of Chemicals (REACH). Device makes short contact with
intact skin.

Thermo and Lexan (polycarbonate high-duty resign) is non-toxic and complies with Regulation (EC)
1907/2006 by European Parliament and Council of Europe dated December 18, 2008 on Registration,

Evaluation and Authorization Of Chemicals (REACH). Device makes short contact with intact skin.
PC-ABC Csrbotex colorless



Parts description

Display

Freestyle Lancing Device Il

Thin lancets

Carry case

Environmo="*j>»l Protection
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Material

Main spring -A151304

are non-toxic and comply with Regulation (EC) 1907/2006 by European Parliament and Council of
Europe dated December 18, 2008 on Registration, Evaluation and Authorization of Chemicals
(REACH). Device makes short contact with intact skin.

Display - Lexan polycarbonate matte film

E-paper display and e-ink are non-toxic and comply with Regulation (EC) 1907/2006 by European
Parliament and Council of Europe dated December 18, 2008 on Registration, Evaluation and
Authorization of Chemicals (REACH). Device makes short contact with intact skin.

Housing - PC-ABC Carbotex

Black colorant - Carbon Black

Button - colorless PC-ABC Carbotex

Main spring - AISI 304

size 9.5cm 2/ 1.7 cm = 2 weight 10,0 g £2%

Device makes short contact with capillary blood and mediated skin contact during puncturing
(automatic activation)

Thin lancets are made of AISI 304, covered with PC-ABC Carbotex, no colorant. All materials are
non-toxic and comply with Regulation (EC) 1907/2006 by European Parliament and Council of Europe
dated December 18, 2008 on Registration, Evaluation and Authorization of Chemicals (REACH). Thin
Lancets are irradiated for sterilization and the needle remains sterile until the plasticmolded seal of the
twist-off cap is broken.

Device makes short contact with capillary blood and mediated skin contact during puncturing
(automatic activation).

Polyethylene terephthalate canvas. Density of the polyethylene terephthalate canvas: 125 +/_ 10
g/m2

Mediated contract through patient’s arm skin



The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System complies with the EU Directive 2002/95/CE on Restriction of
Hazardous Substances in electrical and electronic equipment: lead (Pb), cadmium (Cd), mercury (Hg), hexavalent chromium (Cr V),
polybrominated biphenyls (PBB) and polybromodiphenylether (PBDE)

Freestyle Optium Blood Glucose Test Strips (10, 25, 50,100 pcs), UK, Registration certificate No. 2012/13309 (if required).
» Basis: thermoplastic film of Coveme polyester.
» Conductive electrodes layer: conductive carbonaceous paste C2130514 DIO for chemical system support.
* Insulation layer: operation ink Erson E6110-116
» Ferments layer (concentration per strip):
* Glucose dehydrogenase (pseudomonadaceae species GDH-NAD) > 0.03 units
*  NAD+ (as potassium salt) >0.1 pg
*  Phenanthroline quinone >0.02 pg
*  Nonreactive ingredients  16.3 pg
*  Upper ribbon:
. Transparent Mylan A (FLEXPET) polyester ribbon
. White Melinex (Dupont) polyester separator
*  Adhesive layer based on Aroset PS 5308 and PS 5307 acrylic polimer
. Colorant: black QLT4726Quartz Ultra C

Package: Thermally fixed PET 23-16 film, polyethylenterephtalate, continuous adhesive layer structure, with no spaces and breaches, no
adhesion defects. Glue layer (width) 3.0-5.0 mm Gluing strength (opening force) 40-80 N

When opening the package, the separation is continuous, uniform, homogenuous, no peeling effect.

No material ruptures.

There are no colorant spots under the sample.

Contact with damaged skin

Specifications
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Item Value

Calibration By plasma

Blood sample size 0.6 pi
Measurement time 5 seconds
Additional time for blood sample application 5 seconds
Sufficient volume confirmation signal Yes
Measurement range 1.1 to 27.8 mmol/l
Measurement method Amperometry
Hematocrit 30-60%

Storage temperature 4-30 °C

Shelf life 18 months

Performance characteristics
Performance characteristics of the Freestyle Optium Blood Glucose Test Strips were estimated during laboratory and clinical tests.

Analysis limits: 1.1-2.8 mmol/l (20-500 mg/dl)
Analysis time: 5 seconds

Calibration reference

Freestyle Optium Blood Glucose Test Strips were calibrated by glucose analyzier YSI (by YSI Incorporated)

Readings of the glucose levels in whole blood obtained from YSI analyzer are multiplied by 1.12 (plasma equivalent) to get glucose levels
equal to plasma for calibration of Freestyle Optium Blood Glucose Test Strips.

Repeatability
Repeatability tests demonstrated that results variability is within 3.0-4.4 %
See Table 1 and Table 2.

A ccuracy
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Measurements of the capillary blood glucose level, obtained by specially trained staff, were compared to the results obtained with YSI glucose
analyzer.

Accuracy of the system results obtained at glucose concentration <5.55 mmol/l (100 mg/dl) with the Freestyle Optium Neo Blood
Glucose and Ketone Monitoring System.
Within = 0.28 mmol/l (5 mg/dl) Within = 0.56 mmol/l (10 mg/dl) Within £ 0.83 mmol/l (15 mg/dl)

105/ 154(68.2%) 149/ 154(96.8%) 154/ 154(100.0%)

Accuracy of the system results obtained at glucose concentration > 5.55 mmol/l (100 mg/dl) with the Freestyle Optium Neo Blood
Glucose and Ketone Monitoring System.

Within + 5 % Within + 10 % Within £ 15 %
410/632(64.9%) 581 /632 (91.9%) 625 / 632 (98.9 %)

Accuracy of the system results obtained at glucose concentration from 1.51 mmol/l (29 mg/dl) to 24,3 mmol/l (438 mg/dl) with the
Freestyle Optium Neo Blood Glucose and Ketone Monitoring System.

Within = 0.83 mmoL/1 (15 mg/dl) or 15% 7797786 (99.1 %)

Study of the fingertip capillary blood glucose sample results from 165 patients demonstrated following results: 98%o of results were within £0.83
mmol/l (15 mg/dl) from reference values obtained from the YSI glucose analyzer, with glucose concentrations below 5.55 mmol/l (100 mg/dl),
and 98% of results were within +15 %from reference values obtained from the YSI glucose analyzer, with glucose concentrations below 5.55
mmol/l (100 mg/dlI).

Accuracy of the system results obtained at glucose concentration < 5.55 mmol/l (100 mg/dl) with the Freestyle Optium Neo Blood
Glucose and Ketone Monitoring System, with such meters as: Optium, Optium Xceed and Optium Easy.

Within £ 0.28 mmol/l (5 mg/dl) Within £ 0.56 mmol/l (10 mg/dl) Within £ 0.83 mmol/Il (15 mg/dl)
125/222(56.3 %) 194/222(87.4%) 219/222(98.6%)
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Accuracy of the system results obtained at glucose concentration > 5.55 mmol/l (100 mg/dl) with the Freestyle Optium Neo Blood
Glucose and Ketone Monitoring System, with such meters as: Optium, Optium Xceed and Optium Easy.

Within + 5 % Within + 10 % Within +15%
455 / 751 (60.6 %) 655/751 (87.2%) 730/751 (97.2%)

Accuracy of the system results obtained at glucose concentration from 1.8 mmol/l (33 mg/dl) to 27,4 mmol/l (494 mg/dl) with the
Freestyle Optium Neo Blood Glucose and Ketone Monitoring System, with such meters as: Optium, Optium Xceed and Optium Easy.

Within + 0.83 mmol/l (15 mg/dl) or 15% 949 /973 (97.5 %)

Study of the fingertip capillary blood glucose sample results from 120 patients demonstrated following results: 95% of results were within £15
from reference values obtained from the YSI glucose analyzer, with glucose concentrations below 5.55 mmol/l (100 mg/dl), and within +0.83
mmol/g (15 mg/dl) with glucose concentrations below 5.55 mmol/l (100 mg/dl). 100%6 of results were within £0.83 mmol/l (15 mg/dl) from
reference values obtained from the YSI glucose analyzer, with glucose concentrations below 5.55 mmol/I (100 mg/dl), and 94% of results were
within £15 from reference values obtained from the YSI glucose analyzer, with glucose concentrations below 5.55 mmol/I (100 mg/dl).

Table 1 - Result repeatability estimation

Low value Moderate low value Moderate high value High value
Mean value, mmol/I 2.63 (47.3) 4.82 (86.9) 8.09(145.8) 18.48 (332.9)
Standard deviation, mmol/l (mg/dl) 0.10(1.9) 0.15 (2.7) 0.25 (4.5) 0.55 (10.0)
Variation coefficient, % 4.0 3.1 3.1 3.0
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Variation coefficient, %o 4.4 3.6 31

Freestyle Optium Blood P-Ketone Test Strips (10, 25, 50,100 pcs). Registration certificate No. 2012/13309
Determination principle
When applying blood on the test strip, blood P-hydroxybutyrate reacts with test strip reagents, generating a weak
electric current. Current rate is measured, and the result is shown on the Freestyle Optium Neo Blood Glucose
and Ketone Monitoring System display. Current rate depends on amount of P-hydroxybutyrate in the blood
sample.

Measurement method Amperometry

Basis thermoplastic film of Coveme polyester.
Conductive electrodes layer: conductive carbonaceous paste C2130514 DIO for chemical system support
Insulation layer: operation ink Erson E6110-116
Ferments layer (concentration per strip):
P-oxybutyrate dehydrogenase (pyocyanic MIMW peptide) > 0.03 units
NAD (free acid form) > 1.67 pg
Phenanthroline quinone >0.29 pg
Non-reacting components > 19.51 pg
Upper ribbon:
Transparent Mylan A (FLEXPET) polyester ribbon
White Melinex (Dupont) polyester separator
Adhesive layer based on Aroset PS 5308 and PS 5307 acrylic polimer
Colorant: black QLT4726Quartz Ultra C
Package: Thermally fixed PET 23-16 film

Polyethylenterephtalate, continuous adhesive layer structure, with no spaces and breaches, no adhesion defects.

Glue layer (wmidth) 3.0-5.0 mm
Gluing strength (opening force) 40-80 N.
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When opening the package, the separation is continuous, uniform, homogenuous, no peeling effect. No material ruptures. There are no
colorant spots under the sample.
Contact with damaged skin

Determined values range: 0.0 - 8.0 mmol/l
Analysis time: 10 seconds
Additional time for blood sample application: 30 seconds

Results repeatability: With ketone concentration below 1.5 mM, results repeatability does not exceed 0.15 mM
With ketone concentration above 1.5 mM, results repeatability does not exceed 10% of the variation coefficient

Blood sample volume: 1.5 pi

Hematocrit value range 30-60%

Re-Application for the ketone level measurement; after 30 seconds
Calibration reference:

Freestyle Optium Blood (3-Ketone Test Strips are calibrated to show P-hydroxybutyrate concentration
in plasma with Randox analyzer (RBI 007).
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Accuracy determination revealed comparability of the results obtain by trained operators and users with no special skills. The accuracy was
studied in three clinics and four hospitals by comparing the whole blood [3-hydroxybutyrate level measurements with measurements obtained
from study of blood plasma in reference laboratory devices. See Table 2.

These studies demonstrated that data obtained with Freestyle Optium Neo, Freestyle Optium, Optium and Optium Xceed systems are
comparable enough with the results obtained by reference laboratory method.

At least 95% of the results are within A and B areas of the Natrass inaccuracy grid.

Table 1- Repeatability

Low Average High
Mean value, mmol/| 0.34 2.36 6.32
Standard deviation, 0.03 0.09 0.2
mmol/l
Variation coefficient, %o - 3.8 31
Table 2 - Accuracy
Samples quantity 288
Ketone concentration range, mmol/l 0.07-5.2
Slope 1.06
Ordinate axis crossing point, mmol/| 0.07
Correlation coefficient r 0.98

Conditions of Practical Application

Diabetes mellitus is a chronic disorder of glucose metabolism characterized by high bloodglucose levels. Clinically, it is associated with serious
long-term complications. Currently,diabetes is incurable and requires lifelong management including significant ongoing lifestyle changes, self
monitoring and the use of oral and injectable medication. There are two maintypes of diabetes mellitus: type 1 diabetes, characterized by a

complete inability of the body to produce insulin, and type 2 diabetes, caused by a combination of insulin resistance and relative insulin
deficiency.
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Based on evidence from landmark randomized clinical trials, the aim of modern diabetes management is to achieve tight glycemic control in
order to reduce the risk of serious long-term complications.

For patients with type 1 diabetes mellitus (T1DM), treatment involves self-monitoring of blood glucose (SMBG) and daily insulin administration.
Although the majority of patients with type 2 diabetes mellitus (T2DM) are managed with lifestyle changes and oral agents (OAs) many people
will require insulin at some stage. Diabetes has a significant impact on the patient, requiring lifetime management, regular healthcare
appointments and substantial lifestyle changes.

The monitoring of blood glucose concentrations has always been a valuable tool for use in thediagnosis, treatment, and control of diabetes
mellitus. Monitoring of blood glucose at home by patients with Type 1 and Type 2 diabetes (insulin dependent and non-insulin dependent
diabetes mellitus) has become a routine part of diabetes therapy. The Diabetes Control and Complications Trial (DCCT) 5 recommended that
Type 1 diabetics self test at least 3-4 times a day, while Type 2 diabetics should self-test at least once a day.

Blood Glucose Monitoring for Insulin dependent patients

For patients treated with insulin there is general agreement that self monitoring of blood glucose levels is a cornerstone of modern diabetes
care. Regular Self-monitoring of blood glucose (SMBG) provides the patient with a real-time measurement of their blood glucose level. This
information obtained at regular intervals can be used to:

To assess the patient’s current glycemic status

To determine the impact of changes in lifestyle and medical therapies

As an early warning system for the detection of low and high blood glucose levels
To confirm the diagnosis of hypoglycemia

To provide information to HCPs to optimize therapy (including basal insulin)

To calculate an appropriate rapid acting insulin dose

There is consensus that SMBG is an integral part of modern Intensive Insulin Therapy. Self-monitoring of blood glucose (SMBG) is widely
recognized as a core component of effective diabetes self-management particularly for patients using insulin. Ideally, the Freestyle Optium
Neo Blood Glucose and Ketone Monitoring System and test strips are chosen to suit individual needs.

According to International Guidelines, SMBG should be performed at least three times per day for patients using multiple daily injections.
However, the optimal frequency of self monitoring should depend on the characteristics of an individual’s blood glucose control, the insulin
treatment regimen and personal preferences, for example the desired lifestyle.

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



Ketone (P-oxybutyrate) testing provides an additional tool for good diabetes management. When the body cannot process glucose for energy
(this happens with diabetes) or ifthere is little or no glucose, it must get energy from another source. When this happens, the bodyprocesses
the fat from the fat stores (in the body) for energy. During this process, ketones form inthe blood. Blood ketones are another indicator that
helps patients and their healthcareprofessionals determine if the patient’s diabetes is out of control. Ketone testing is recommended.

. During illness (i.e., cold, flu or an infection)
. When blood glucose results are higher than the range set by the healthcare professional
. When patients are under a lot of stress

. During pregnancy

When a blood glucose result is 13.3 mmol/L (240 mg/dL) or higher, the meter will display “KET”. It is suggested that the user (or healthcare
professional) should then check the level of ketonesin the blood, and seek medical advice.

The Diabetes Monitoring System is also capable of measuring P-hydroxybutrate (P-OHB), which is the predominant ketone body in diabetic
ketoacidosis (DKA). The American Diabetes Association recommends that diabetics should test the level of p-OHB in the blood when blood
glucose levels are elevated (>240 mg/dL or >13.3 mmol/L). DKA is a serious complication of diabetes that requires immediate attention; any
delay in the diagnosis and treatment of DKA may lead to an increase in morbidity and mortality.

Insulin Therapy and challenges with insulin dose estimations. Insulin can only be administered by subcutaneous injection or infusion. There
are multiple different insulin preparations and regimens used in clinical practice. For patients who require insulin, accurate dosing is essential
to maintain glucose levels within their target range in order to prevent disease related complications. At the same time, inaccurate insulin
dosing can lead to problems with low blood glucose levels (hypoglycemia). For all patients with TIDM and an increasing proportion of patients
with T2DM, modern management involves the use Multiple Daily Injection (IMDI) therapy. This regimen requires patient education and
intensive self monitoring of blood glucose.

Blood Glucose Monitoring for Insulin dependent patients
For patients treated with insulin there is general agreement that self monitoring of blood glucose levels is a cornerstone of modern diabetes
care Regular Self-monitoring of blood glucose (SMBG) provides the patient with a real-time measurement of their blood glucose level. This

information obtained at regular intervals can be used to:
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To determine the impact of changes in lifestyle and medical therapies

As an early warning system for the detection of low and high blood glucose levels
To confirm the diagnosis of hypoglycemia

To provide information to HCPs to optimize therapy (including basal insulin)

To calculate an appropriate rapid acting insulin dose

There is consensus that SMBG is an integral part of modern Intensive Insulin Therapy. Self-monitoring of blood glucose (SMBG) is widely
recognized as a core component of effective diabetes self-management particularly for patients using insulin. Ideally, the FreeStyle Optium
Neo Blood Glucose and Ketone Monitoring System and test strips are chosen to suit individual needs.”™

According to International Guidelines, SMBG should be performed at least three times per day for patients using multiple daily injections.
However, the optimal frequency of self monitoring should depend on the characteristics of an individual’s blood glucose control, the insulin
treatment regimen and personal preferences, for example the desired lifestyle™.

Ketone (P-oxybutyrate) testing provides an additional tool for good diabetes management. When the body cannot process glucose for energy
(this happens with diabetes) or if there is little or no glucose, it must get energy from another source. When this happens, the body processes
the fat from the fat stores (in the body) for energy. During this process, ketones form in the blood. Blood ketones are another indicator that
helps patients and their healthcare professionals determine if the patient’s diabetes is out of control. Ketone testing is recommended”.

* During illness (i.e., cold, flu or an infection)

» When blood glucose results are higher than the range set by the healthcare professional
* When patients are under a lot of stress

* During pregnancy

When a blood glucose result is 13.3 mmol/L (240 mg/dL) or higher, the meter will display “KET”. It is suggested that the user (or healthcare
professional) should then check the level of ketonesin the blood, and seek medical advice.

The Diabetes Monitoring System is also capable of measuring P-hydroxybutrate (P-OHB), whichis the predominant ketone body in diabetic
ketoacidosis (DKA). The American Diabetes Association recommends that diabetics should test the level of p-OHB in the blood when blood

NICE, U.N. (2010) NICE Type 1-2010 update. Clinical Guideline 15 - Type 1 diabetes: diagnosis and management of type 1 diabetes in children, young people
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glucose levels are elevated (>240 mg/dL or >13.3 mmol/L). DKA is a serious complication of diabetes that requires immediate attention; any
delay in the diagnosis and treatment of DKA may lead to an increase in morbidity and nortality.™

Insulin Therapy and challenges with insulin dose estimations. Insulin can only be administered by subcutaneous injection or
infusion. There are multiple different insulin preparations and regimens used in clinical practice. For patients who require insulin,
accurate dosing is essential to maintain glucose levels within their target range in order to prevent disease related complications. At
the same time, inaccurate insulin dosing can lead to problems with low blood glucose levels (hypoglycemia). For all patients with
T1DM and an increasing proportion of patients with T2DM, modern management involves the use Multiple Daily Injection (MDI)
therapy. This regimen requires patient education and intensive self-monitoring of blood glucose.”

Methods and means of sterilization

Clean and sterilize measurement window and its cover after used and at least once a day.

Cotton buds, swabs or fabric cloth slightly dampen in disinfecting solution can be used for sterilization. Use mixture of propanol-1, propanol-2
and glutaric dialdehyde, also known in some countries as Bacillol plus. Wait until wiped surfaces dry completely. Be careful, so that no liquid
got into the device.

CAUTION!!! Never use organic solvents, don't spray the device, don't put it in disinfecting solutions.
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20  Package labeling

Symbol Meaning Symbol Meaning
Ea Refer to the A Warning
Instructions for Use
Temperature Limits Expiry date
/ Q
Manufacturer In-vitro diagnostics
IVD ) )
M J1 medical device
Lot code Catalog No.
LOT REF
For single use only For recycling
Manufacture date Serial No.
SN
Don’t drink J\ Radiation-sterilized

(lancets only)

C€ CE Symbol

&

Registration certificate No............... dated by ..

Don'tuse ifthe package is damaged.

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



An evaluation was completed to ensure the effect of short-term extreme temperature on the test strips which are contained within the
Freestyle Optium Neo Blood Glucose and Ketone Monitoring System was within specification. The results from the transit storage testing met
the acceptance criteria as shown in tables below, and therefore demonstrate acceptable performance of the G3cP test strips when exposed to
short term extremes of temperature. Therefore the acceptance criteriafor transit storage testing have been met.

Mean YSI Reference Mean Bias Difference from Control (22°C)  Stress Temperature (°C)

mmol/| mg/dI -20 40 60 -20 and 60

2.6 46 mmol/I 0.00 -0.08 -0.25 -0.24
mg/dl -0.1 -1.5 -4.5 -4.4

6.4 114 % -1.8 -2.5 -7.9 -8.5

22.4 405 % 0.0 -2.9 -8.6 -8.8

KEEP AWAY FROM CHILDREN!
Paramater Value

Storage temperature The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System; - 20°C to 60°C
Freestyle Optium Blood |3-Ketone Test Strips: 18 °C to 30 °C
Freestyle Optium Blood Glucose Test Strips: 15 °Cto 40 °C
Operating temperature The Freestyle Optium Neo Blood Glucose and Ketone Monitoring System - 10°C to 50°C
Freestyle Optium Blood (3-Ketone Test Strips: 4 °Cto 30 °C
Freestyle Optium Blood Glucose Test Strips: 4 °Cto 30 °C
Operating humidity 10 to 90 % (without condensing)
Pressure 50 hPa to 106 hPa
The storage temperature range of the Freestyle Optium Neo Blood Glucose and Ketone Monitoring System is 4 °C to 30 °C, for the set
includes FreeStyle Optium Blood Glucose Test Strips with limited shelf life.
Manufacturer's Warranties
Abbott Diabetes Care Inc. (“Abbott™) warrants that the the FreeStyle Optium Neo Blood Glucose and Ketone Monitoring System has no shelf
life provided that the recommendations by manufacturer on application and maintenance service (if required) are observed.
Limited Warranty
Abbott Diabetes Care Inc. (“Abbott™) warrants that the FreeStyle Optium Neo Blood Glucose and Ketone Monitoring System shall be free from

defects in material and workmanship for a period of two (2) years from the original date of purchase or delivery date, whichever is later.
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provided it is not modified, altered or misused. Under this Limited Warranty, if the Freestyle Optium Neo Blood Glucose and Ketone
Monitoring System is defective in material or workmanship, Abbott’s sole obligation is to replace the Freestyle Optium Neo Blood Glucose and
Ketone Monitoring System, free of charge, with a same or similar device as determined by Abbott in its sole discretion. Abbott warrants the
performance of the device in accordance with its specifications if it is used as directed and provided that the failure to perform or
misperformance of the device has not been caused in whole or in part by the use test strips that are not the test strips manufactured by Abbott.
This Limited Warranty covers only the Freestyle Optium Neo Blood Glucose and Ketone Monitoring System and shall not apply to auxiliary
equipment or disposable accessories, extends only to the original purchaser, and is not assignable or transferable. Please see the
User’sManual/Owner’s Setup Guide for Instructions for Use, distributor and manufacturer information. For warranty service, contact Customer
Care for assistance and/or instructions for obtaining a replacement device. See User’s Manual/Owner’s Setup Guide for your Customer Care
contact information. Abbott may require as a condition to obtaining warranty service that you return your Freestyle Optium Neo Blood Glucose
and Ketone Monitoring System, postage prepaid, to an address specified by Customer Care. To the extent possible under law, these are
Abbott’s complete express warranties for Freestyle Optium Neo Blood Glucose and Ketone Monitoring System and state your exclusive
remedies. Abbott make no other warranties, express or implied, and Abbott excludes and disclaims any other warranties including, but not
limited to the implied warranties of merchantability and fitness for a particular purpose and any other remedies including, but not limited to
compensations under contract or tort laws. Abbott does not warrant that operation of the Freestyle Optium Neo Blood Glucose and Ketone
Monitoring System will be uninterrupted or error free.

Limitation of Liability

To the extent possible under law, Abbott will not be liable for any incidental or consequential damages resulting directly or indirectly from use
of the Freestyle Optium Neo Blood Glucose and Ketone Monitoring System or its failure to perform in accordance with specifications. Some
jurisdictions do not allow the exclusion or limitation of other express or implied warranties or incidental or consequential damages, so the
above limitations or exclusions may not apply to you.

Service Center

Abbot Laboratories 000, 125171, Moscow, Leningradskoe shosse, 16A, bldg. 1

Tel/Fax: Tel/Fax: +7 (495) 258 42 80 www.abbottdiabetes.ru

Claim Department

Abbot Laboratories 000, 125171, Moscow, Leningradskoe shosse, 16A, bldg. 1

Tel/Fax: Tel/Fax: +7 (495) 258 42 80 www.abbottdiabetes.ru

Disposal Instructions for the Russian Federation
Disposal of the CR 2032 lithium batteries -

Spent batteries may not be disposed along with domestic waste.
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Disposal of the Freestyle Optium Neo Blood Glucose and Ketone Monitoring System, Freestyle lancing device Il within the
Russian Federation is performed in accordance with Sanitary Rules and Regulations 2.1.7.2790-10, medical devices fall within Hazard
Class A They pertain to epidemiologically safe waste close by composition to solid domestic waste and should be disposed by an
accredited organization in accordance with current Russian legislation.

Disposal of Freestyle Optium Blood Glucose Test Strips, Freestyle Optium Blood P-Ketone Test Strips, Thin lancets in the Russian
Federation is performed in accordance with Sanitary Rules and Regulations 2.1.7.2790-10, these medical devices fall within Hazard
Class B. They pertain to epidemiologically hazardous waste (infected and potentially infected waste).

Authorized representative of the manufacturer in the Russian Federation: Abbot Laboratories 000, 125171, Moscow,
Leningradskoe shosse, 16A, bldg. 1 Tel/Fax; +7 (495) 258 42 80 www.abbottdiabetes.ru
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/TepeBof C aHIMMIACKONO A3blKa Ha PyCCKMIA A3bIK/
YAOOCTOBEPUTENBbHAA HALMNCb HOTAPUYCA

OJOBOXY no BCEOBLWEINO CBEAEHUNA, uto 4, 3cmoHa Oxxedhdpn O>KOH [>KeHKUHC, Ong
MeiiHop BapH, LWopHkoT, KupeHnuectep, MpadctBo Mnoctepwnp, AHINA, BbICTYNas B Ka4ecTse
LOMKHBIM  06pa3oM  YMOJSIHOMOYEHHOro rocyfapcTBeHHOro Hotapuyca, HACTOALWNM
YOOCTOBEPARO, yto:

1. npuwnaraemblil  [OKYMeHT npeAcTaBnseT cob0iM OpuUruHan [OKYMEHTa, KOTOpbli
npefoctaBuna MHe u nognucana Knapa [nsguc 3660TT, cTapwuii  cneyuanuct
HOpPMaTUBHO-MPaBOBOro otgena «d3660TT Aariabutus Kae Nlumuten» (Abbott Diabetes
Care Limited) c npaBoM noanucy oT UMEHN KOMNaHUK, NpoXuBatoLas no agpecy 22 ong
Ckyn Knoys, Kasepcoung, bucectep, Mpadpctso Okcpopaiunp, 0X27 8TW, NMUHOCTL eé
YCTaHOB/IEHA Ha OCHOBaHUW npnaHackoro nacnoprta Homep PC3375506 1 BOAUTENLCKOTO
yAocToBepeHua BennkobputaHum Homep ABBOT852250CG9AE 36.

MNOAMMCAHO 1 ckpenneHo neyvatbto 06 okTA6psa 2017 roga B HOTapuanbHOM KOHTOpe baMnToH
No 3n3nMu Conucutepc Mapket CkBeap, bamnToH, MpathcTBo OKCchopawmnp, AHIUS.

/nognuce/
AcmoHg Dxkeddpn AXOH [XKEHKUHC

rocyfapCTBEHHbI HOTapuyc
AHMIMN 1 Yansca
MpoTokon Ne 17-482

/TucHeHas neyaTb HoOTapuyca/
/wTamn/:
acmoHg K. K. [XeHKUHC
rocyfapCTBEHHbI HOTapuyc
MnaHgung Xayc,
Mapket CkBeap
BamnToH,
OkchopaLmp
0X18 2JJ
Ten: 01993 852222
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AHIrNMNCKNin A3bik Bepcna ART36195-001

PYKOBOACTBO MO SKCMNAYATALUNN
Cucrtema Aansi KOHTPOAS YPOBHS [/1HOKO3bl M KETOHOB B KPOBWU

Freestyle Optium Neo ¢ npuHagNexHoCTAMU

KomnaHua npounsBoaunTerb:
3BBOTT JAVABTUZ K3E JMIMUTEL, BennkobpuTaHms
(ABBOTT DIABETES CARE LIMITED, UK).

OpraHnsaunmn-n3roToBUTENN:

1. Abbott Diabetes Care Ltd, RANGE ROAD WITNEY OXON 0X29 Ovl, UK

2. Abbott Diabetes Care Inc., 1360 South Loop Road, Alameda, CA 94502, USA

3. Asahi Polyslider Co., Ltd, Nakanoshima Mitsui Building 3-3-3, Nakanoshima Kita- ku,
Osaka 533-0005, Japan

4. RR Donnelley Global Turnkey Solution Sp.z o.ul. Zakladowa 90/92 92-402 Lodz Poland

5. Owen Mumford Ltd., Brook Hil, Woodstock, 0X20 ITU, UK

6. Flextronics Technology (Shenzhen) Co., Ltd. Building 1, Yusheng Industrial Park, 467
Xixiang Section, National Highway 107, Xixiang, Baoan District, 518126 Shenzhen,
Guangdong, PEOPLE'S REPUBLIC OF CHINA

7. Facet Technologies, LLC, 101 Liberty Industrial Parkway, McDonough, GA, 30253, USA.
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1. HasBaHne meguUMHCKOro nsaenns
Cuctema gna KOHTPOS YPOBHSA T/IHOKO3bl M KETOHOB B KpoBW Freestyle Optium Neo ¢ npuHanieXXHOCTAMN:

|l Cuctema 419 KOHTPO/A YPOBHSA T/HOKO3bI U KETOHOB B KpoBUM Freestyle Optium Neo B cocTaBe:
1. Cuctema 411 KOHTPOS YPOBHS T/OKO3bI M KETOHOB B KpoBW Freestyle Optium Neo.
2. Tect-nonockn Freestyle Optium Blood Glucose Test Strips ans onpegeneHNs ypoBHS rHoKo3bl B kposu (10, 25, 50, 100 wir.),
npounseoacTea «3J660TT danabutms Kae Slumunten», Benmkobputanns, PY Ne 2012/13309 (npy HEO6X0AMMOCTH).
3. Tect-nonockun FreeStyle Optium Blood P-Ketone Test Strips 419 onpefesieHUs YpoBHSA P - KeToHOB B kposu (10, 25, 50, 100 wir.),
npounssoacTBa «3660TT danabutma Kae Jiumuten», Bennkobputanus,, PY Ne2012/13309 (npy HEO6X0AMMOCTHN).
4. AstonaHuet Il FreeStyle - 1 wim. (npy HeO6XoAMMOCTH).
5. NaHueTbl Thin lancets (10, 25,50,100 wr.) (Npy HEO6X0AMMOCTH).
6. PYKOBOACTBO MO/b30BaTeNs - 3 LUT.
7. Kabenb coegnHUTENbHbIN (NMPY HEO6XOAMMOCTMW).
Il. MprnHageXxHocTw:
Uexon (1 ).

2. Ha3HaueHwune

Cuctema [/ MOHWUTOPUHIa YPOBHSI [/IOKO3bl M KETOHOB B KpoBu FreeStyle Optium Neo npegHasHayeHa A/l CaMOCTOSITE/NILHOIO
MCMOMb30BaHUST MPM MPOBEAEHUN iN-Vitro AVArHOCTUKU MaLMEHTOM WM MEAMLMHCKMM MepCcoOHasIoM B KauyecTBe CPeACcTBa  KOHTPOSS
3a60neBaHus AnabeToM. Vcrnonb3yeTcsl 4718 M3MEPEHNS YPOBHSI T/IHOKO3bI B 00pa3LiaxX CBEXEB3ATOM LebHOM KPOBM U3 MasbLid, Mpearnsiedbs,
neya,

WM OCHOBaHMS 60/1bLLIONO MasbLa. [1s N3MEPEHNS YPOBHSI KETOHOB UCMO/b3YITe TOMbKO 06pasLibl CBEXEB3SATON KPoBU 13 MasibLa. CucTema
MOXET 6bITb MCMO/b30BaHA ANsi KOHTPO/S 3a60/1eBaHNA AMAa6eTOM, NMyTeM NPeAoCTaB/eHUs] MOMb30BATENIAM PEKOMeHAAUMI Mo J03VPOBKE
MHCYy/INHa Ha OCHOBaHUWN AaHHbIX, CO6paHHbIX MeOUUUNHCKNMM MNMepCcoHa/ioM.
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CucTeMa KOHTPO/IS YPOBHEN I/1H0K03bl U KETOHOB B KpoBW Freestyle Optium Neo npeaHasHaueHa /18 UCMO/b30BaHUSI TONbKO BHE
opraHu3ma yenoBeKa (418 AVarHOCTUKY in Vitro) ¢ LIeNblo CaMOCTOSTE/TbHOMO OMNPeaeneHnst Wi NPOogecCroHaIbHOr0 UCMO/b30BaHUS /1S
MOMOLLIN B BeJieHUW anabeTa.

Vcnonb3yeTcs 451 onpefeneHns FoKo3bl B CBEXMX NPobax LieTbHOM KPOBY, B3ATbIX U3 MasnbLia PyKY, Npeansedbs, naeva wim
OCHOBaHMS1 60/bLLIOr0 NasibLa PyKW. Vcnonb3yeTcst ANs M3MepeHnst YPoBHS KETOHOB ((3 -OKCcMbYTuUpaTa) B CBEXUX Npobax Lie/bHON KpPOoBY,
B3ATbIX TO/IbKO M3 NasbLEB PyK.

3Ty CUCTEMY MOXKHO TaKKe UCMO/b30BaTh /11 MOMOLLM B BeieHUM AnabeTa nyTeM Bbloadun Mosb30BaTeslio peKoMeHaauUuiA o
[03MPOBaHUNIO MHCY/IMHA Ha OCHOBAHUM JaHHbIX, BBEAEHHbIX MEAVILIMHCKAM PaGOTHMKOM.

2.2 TlMpoTnBoOnokKasaHUA K NPUMEHEHMUIO:

CucTeMa KOHTPONS YPOBHEN T/1H0KO3b! 1 KETOHOB B KpoBW Freestyle Optiuni Neo He npefiHasHaueHa NSt AMarHOCTUKW CaxapHOro anabeTa, a
[I0/HKHA UCMO/b30BaTLCA KaK BCMOMOraTe/IbHOE CPeACTBO /1 KOHTPOMA StitheKTUBHOCTU CXEM JIeUeHMs AnabeTa.

2.3 BO0O3MOXHble NO6OYHbIE AENCTBUA:
B MecTe TeCTMpoBaHMsI MOXKET BO3HUKHYTb KPOBOMOATEK. [Mp1 Ha/iMumMm KPOoBOMOATEKA Nyulle BbIOpaTb ApYyroe MeCTO.

3. MpuHuMN paboTbl MeAULMHCKOro n3genns, yHKLNOHMPOBaHNE N 0OCOBEHHOCTM
CucTeMa KOHTPONA YPOBHEl T/1H0K03bl U KETOHOB B KpoBu Freestyle Optium Neo BMeCTe ¢ COBMECTMMbIMM TECT-MO/IOCKAMU /151 M3MEPEHUS]
YPOBHS! [/10KO3b! WM KETOHOB PaboTaeT Mo NMPMHLMMY aMiepoMETPUYECKOTO aHauTn3a, NMprYeM YPOBEHb IHOKO3bl U3MEPSIETCS MO PeakLyn
[/IOKO3bl KPOBY C [IETUAPOreHasoit rmokosbl (GDH), a KoHLeHTpaLmst p-ruapokendyTrpata (P-OHB) Mo ero peakuuym ¢ AervaporeHasol
ruapokcnbyTuparta (FIBDFI) B npo6ax KpPoBY WM KOHTPO/bHBIX PACTBOPaX C MOMOLLHO 3/IEKTPUYECKOr0 TOKA. YCTPOCTBO M3MepSieT
3MEKTPUYECKIA TOK, CO3[aBaeMblii B pe3y/nbTaTe peakLyy Mexay F/IHOKO30i Wi KETOHaMK Y crieUmaribHbIM (hepMeHTOM, HaHeCeHHbIM Ha
TeCT-MO/0CKY, a 3aTeM NpeobpasyeT pesyNbTaTbl U3MEPEHMIA B KNMHUYECKUIA NMOKasaTe b, BenmumHa BbipabaTbiBaeMoro Toka npsivio
NPONopLMOHa/bHA COAEPYKaHMI0 aHa/IM3NPYeMOro BellecTBa (I/1OKO3bI WM KETOHOB) B 06pasLie KPoBM WM KOHTPO/ILHOrO pacTBopa.

4. TexXHUYecKue XxapakTepucTuku

Cnctema KOHTPO/A YPOBHEN r/1tOKO3bl U KETOHOB B KpoBU Freestyle Optium Neo pgosixHa cooTBeTCTBOBaTb craeAyloUWMM TpeboBaHUAM;
I napatmeT-pfai | FreeStvie Optium Neo |
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Bec
VICTOUHMK nUTaHuA

Bpems paboTbl OT akKyMy/isiTopa
MNavsaTb

CoBMECTVMble TeCT-MOIOCKU A/151
OnNpe/eneHNst YPOBHS I/THOKO3b

COBMECTUMbIE TECT-MOJIOCKU A/1s1
onpeaesieHNst YPOBHST KETOHOB

MeTop aHaIn3a

[AyanasoH pesynbTaToB KO/IMYECTBEHHOMO

aHanunsa
Bpems TecTa

Jnana3oH remaToKpuTa

Kannbposka
Tvin o6pasua

[unanas3oH TemnepaTyp XpaHeHUs
[nanasoH BNaXKHOCTU
BbicoTa Haj ypoBHeM Mops™™

Tun obpasuya
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Ot 33 10 37 r, BK/HOHasA aKKyMy/IATOPbI

[Be nuTreBbIX (KHOMOYHbIX) akkymyaTopa CR
2032

f0 3000 TecToB

[o 1000 cobbITUiA, BKMOYasA YPOBEHb
I/IOKO3bl, KETOHOB B KPOBW W KOHTPO/IbHOM
pacTBope, [03bl UHCYNHA, Apyras
NHopmaums

TecT-nonockn Freestyle Optium Blood
Glucose Test Strips 419 onpefeneHna ypoBHA
I/IOKO3b1 B KPOBU

TecTt-nosnockn FreeStyle Optium Blood (3
Ketone Test Strips 4N onpegeneHNsa ypoBHA
(3- KeTOHOB B KpOBU

AMMEepPOMETPUYECKASA 3MEKTPOXUMUA
Mmokosa 1.1-27.8 mmonb/n

KetoHb! 0,0-8,0 Mmosib/n

[ntokosa 5 cekyHA

KeToHb! 10 cekyHA

"mokosa 30%0-60%

KeToHbI 30%6-60%

YSI x 1,12(3kBUBaNIEHT M/ia3Mbl)-r/1H0K03a
"NoKO3a KanwIspHb I

KeToHbI KanWwNsipHbIA 1 BEHO3HbINA
Ot -20°C go 60°C (ot -4°T" o 140°T)
10%-90%

"mokosa 7200 dyTos (2195 m)
KeToHbl 7200 chyToB (2195 ™)

FrNowKkosa - KanUNNApHasA KPOBbH
Keto b - keI Iku~Ttp>bia®lu Bemoama» kp>oedk



MecTo B3sTMA 06pasLa [/110K03a - KOHU/KM MasibLIEB, OCHOBaHUS
60/1bLLIOr0 NasibLa, Npearniedbe 1 nieyo
KETOHb! - KOHUYMK/ NasibLEB (KanvisipHbIA
obpaseL,) WM BeHO3Has KpoBb (B YC/I0BUSIX
cTaLvoHapa MeALMHCKMN paboTHKaMM)

O6bem obpasua >0,6 MK - I71H0K03a
1,5 MK - KETOHOB
[NoBTOpPHOE 1CMNO/Ib30BaHWE [ NtoKo3a - 5 CeKyHA

KeToHb! -10 cekyHf,

* TecT Ha cogep)XaHune rKo3bl Obl/1 YCNELWHO NpoaeH Ans roKosbl B gnana3oHe 15-65%, ogHAKO N3roToOBUTE/Ib COXPaHsieT

rapaHTuio gna 6onee yskoro guanasoHa 30-60%.
** TecT ObIN1 yCcrewHo npoigeH Ha BbicoTe 10000 dyTtoB (3148 M) Hag YPOBHEM MOPS, O4HAKO M3FOTOBUTENb COXPAaHSET rapaHTuIo

ONs MeHbLel BbicoTbl 7200 chyToB (2195 m).

5. CBefgeHuA 06 OMOPMNEHUUM U KOHCTPYKUUU (KOHCTPYKLUUSA, OCHOBHbIE XapaKTepPUCTUKU W
MaTepuasibl, NICNOJIb3yeMble A1 KOMMIEKTYIOLWNX MeAULUHCKOIO U3aenus)

OkHO oNnA TeCcT-nosiocoK

Kopryc

ancnnen
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Martepuan: Kopnyc - PC-ABC Carbotex

KpacuTeb YepHbii - Carbon Black

Oucnnent - neHka noMkapboHaTHas MatoBasi Lexan
OkHo ana TecTt-nonocok PC-ABC Carbotex

Pasmep - 6,0/ 8,6 + 5% cm.

Macca ¢ akoMyniiTopom He 60n1ee37 rp.£5%
Jwnanorosoe okHo 4,1/4,3 £1% cm.

OnocpefoBaHHbIA KOHTaKT, Yepe3 KoXy PyK nauyeHTa

Bce maTepuanbl He ABNSAIOTCA TOKCUYHLIMM 1 COOTBETCTBYHOT TpeboBaHnsaM [MoctaHoBneHnsa (EC) Ne 1907/2006 EBporielickoro
napnameHTa 1 Coeta EBporbl 0T 18 aekabps 2008 roga B OTHOLLEHUN PerucTpaumu, OLUeHKW, CaHKUMOHMPOBAHNS 1 OrpaHNYeHNs
MNCM0Mb30BaHNA XMMMYecKnx BellecTs (REACH).

6. KOMIMJ/IEKTHOCTb MOCTaBKW:
CucTema NSt KOHTPO/IS YPOBHS T/1HOKO3bI 1 KETOHOB B KpoBM Freestyle Optium Neo ¢ npuHaaieXKHoCTSMU:

I CucTema /11 KOHTPO/S YPOBHS T/IHOKO3bI M KETOHOB B KpoBu Freestyle Optium Neo B cocTase:

1. Cuctema A1 KOHTPO/S1 YPOBHSA I/1HOKO3bl 1 KETOHOB B KpoBW FreeStyle Optium Neo.

2. Tect-nonockn FreeStyle Optium Blood Glucose Test Strips ons onpeaeneHus ypoBHA [/HOKO3bl B KpoBk (10, 25, 50, 100 i),
npoun3BoAcTBa «3660TT Aaabuntni Kae Jinmnteny», BenmkobputaHus, PY Ne 2012/13309 (npy HEO6X0AMMOCTH).

3. Tect-nonockn FreeStyle Optium Blood |3-Ketone Test Strips  4nA onpegeneHNs YPoBHA P - KeToHoB B kposu (10, 25, 50, 100 wir.),
Npon3BoAcTBa «3660TT Aanabuntni Kse Jinmnten», BenmkobputaHus, PY Ne 2012/13309 (npy Heo6XoANUMOCTW).

4. AstonaHuet Il FreeStyle - 1 wr. (Npy He06XOAMMOCTW).

5. NaHueTbl Thin lancets (10, 25,50,100 wit.) (Npy HEO6XOAMMOCTW).

6. PYKOBOACTBO Mo/b30BaTeNs - 3 L.

7. Kabenb coegnHnUTeNbHbLIN (NpU HEOBXO4MMOCTHN).
«-te>cc3J~i "
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TecT-nosiockn
Freestyle Optium
Blood Glucose
Test Strips gns
onpegeneHust

YPOBHSI [/1H0KO3bI

Cuctema ans
KOHTPO/S1 YPOBHS
N110KO3bl 1
KETOHOB B KPOBU
Freestyle Optium
Neo

TecT-nosiIocKkm
Freestyle Optiuoi
Blood P-Ketone
Test Strips  ans
onpegeneHuns
YPOBHS p -
KETOHOB B KPOBU



KpaTkunin 0630p Freestyle Optium Neo

OKHO guncnnes

>{naBHbL I 3KPaH Qyicries
rroKkoMeTpa (MokasaH 30eck]

1 OTOOp2A@ET pesy/bTarbl
onpengerieHniA Nopyryto
Ba>KHYHO IHCDOpMALIKO

MopT USB

>BcraBsTe ctqaa Kabesb 41
riepesaym AaHHbIX Mpn
3arpysKe pesy/ibTaros
onpenerieHNi B KOMMbHITED
(Tpebyetcs craema
yrNpaBieHVs AaHHbIMN)

KHonka co

CTpesikoii BHU3

XypHan

- KHonka co

cTpenkoii BBepx

KHONKa BblK/lOYeHNA

nntaHuna

* BkntoyaeT v BblK/toyaeT
rNoKoMeTp,

BO3BpALLpET Ha
/1aBHb A 3KpaH

[He3[0 ANA TEeCT-NOSTOCKU

=Cqia BaaB/ISIeTCA TECT-MNOQ/I0CKA

TecT-nonocka

CuvBOn I

IS

CumBONbI

3HaueHne

XypHan

NtoKoMeTp roToB K HaHECEeHUo

npoo6bl

Pe3ynbTat uccnegosaHua

KOHTPOJIbHOIO pacTeopa

EAUHULBI MHCYTMHA

NHCynuH

YTpeHHASA f03a MHCY/IUHA

ONNTENBHOTO AeiicTBUSA

BeuepHsisi f03a UHCY/IUHA

ONNTENBHOTO AeiicTBUSA

CuviBon

yC
ItL,

3HaueHve

[lo3a nHCcynunHa, BBOAMMAas BO

BpemMsa 3aBTpaka

[lo3a UHCyNuHa, BBOAMMAs BO

Bpemsa obepa

[lo3a nHcynunHa, BBOoAgMMAas BO

BpeMsi yXuHa

Tea HaTOowak

KeTOHbI

BaTtapes paspsaxeHa

CoefjMHEH C KOMMbIOTEPOM

Pa6ouyas 30Ha =BcragbTe Tea-Nosocky B IHOKOMETD HacTpoiika fo3bl MHCYuHa o * Pexum HacTpoiiku
>HaHecuTe KPOBb W/ KOHTPO/TbHbIV paaBop Ha
Gertyto paBoHyHO 30HY Ha KOHLIE Tea-MoJ/1ocku HWU3KUIi ypoBeHb UAN Npotusb BbicOkuii ypoBeHb UK npounsb
YPOBHS [/1HO0KO3blI t YPOBHS [NOKO3bI
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wrid W i wn
rMHOKO3bl B KPOBU

1. [lo nnocne onpefeneHns BbIMoTe
BbICYLIUTE PYKM.

MpyMeyaHme: NpoBepbTe CPOKKOHOCT U
Tearn-nosoat.

N

BcTaBbTe TECT-MOJIOCKY.

3. Cpenaiite NpoKoa KOXKW B MecTe
TECTUPOBAHUA U HAHECUTE KPOBb.

4. TMpouunTaiiTe pe3ynbrar.

[ononHnTtenbHasi MHpopmMaumna o nopagke

npoBefeHuns TecTa faHa B pasgene 9.
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BAXHbIE NMPUMEYAHNA:

Vicnonb3yiiTe TONbKO TecT-nonockn Freestyle Optium ana onpegeneHns ypoBHS
rN0KO3bl B KpOoBU 1 Freestyle Optium ans onpegeneHns ypoBHA P-KETOHOB B

KpOoBW. ipyrue TECT-NOJIOCKA MOTYT JaTb HETOUYHbIE PE3ynbTaThl.

Bonee nogpo6Hana nHopmaynsa o Bugax npod coaepxmTca B UHCTPYKLUN MO

NMPUMEHEHWUIO TECT-NOJZIOCOK.

MpouTUTE UHCTPYKLUMN B LAHHOM PYKOBOACTBE MO/b30BaTessi M0 HacTpoiike
npuéopa. Npu Heco6M0AeHUN NHCTPYKLUA MOXHO NOSyYUTh HenpaBuibHble
pesynbTaTbl. [lepeg NpYMeHeHWEM T/IIOKOMETpa NoTpeHupyiitecs B

BbINO/IHEHUM NpoLeyp TECTOB.

Mpu onpeaeneHN ypoBHEN FOKO3bl U KETOHOB B KPOBY BbINOJIHSIITE COBETHI,

Nnony4yeHHble OT MegULUNHCKON3 paboTHUKaA.

Co6ntofaliTe 0a0POXHOCTL MPY UCMONb30BaHUN B NPUCYTCTBUK AeTel. Menkue

KOMMNOHeUrbl Npn nonagaHn B AblXaTe/ibHble MYTU MOTYT NPUBECTU K yAYUW bIO.



MpoTnBOMNOKa3aHWs 3HaKoMaBO CI/1HOKOMETPOM

Bknro4yeHne v BblK/IlOUYEeHUE rnrKomMmeTpa
[na BKAOYEHUSA T/IlOKOMeTpa:

¢ HOXMUTEe 1| unm

* BCTaBbTe MOIOCKY
[na BbIKNOYEHNA F/lOKOMeTpa:

* HAXMUTE U yaepxmBaiite if BreueHne 3 CeKyHa unmn

* HUYEro He fienaliTe B TeYEHUE 2 MUHYT

MpoBepkKa aKpaHa rrKoMeTpa KaxXkblii pas nocsie ero BKAOUEHUS

JKpaH BbIK/IIOYEHHOTO FIlOKOMEeTpa  3Up3” BbIK/THOYEHHOTO [NFOKOMETPA JO/MKEH ObITb
COBEPLUEHHO YepHbIM. Mpy KaxXA0M BKIOYEHUN

rNIOKOMeTpa Ha gucnneli B TeueHve 1cekyHapl

BbIBOAUTCS 6esblii TeaoBblii aKpaH 3anycka.

Ecnv Ha 4epHOM 3KpaHe BbIK/IFOYEHHOro rtoKoMeTpa
3ameTHbI OB/TbIE cermerThI MK Ha 6eslom TecT-3KpaHe
3aMeTHbl YepHbIle CErMeHTbl, [/TIOKOMETP MOXeT

6bITb HencnpasBHbIM. O6paTuTechb B 0TAeN paboTbl C

KneHTamu.

[MpyiveYaHVie: MPHVBKOM 3apsiae 6aTCpei HaskpaHe
BbIKMHOHEHHOTO I/IIOK TETPa M TECTOBOMIKDaHe
3aryCKanosBMSETCIC U M B O 1 2-

TeaoBblii aKpaH 3anycka
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HacTpoiika

LLns noATBEPXAEHUS NPABUIBHOCTM yaaHOBKW AaTbl U BPEMEHU BbI/TO/HUTE OMUCAHHbIE HUXE Ae/CTBUS.

YcTaHOBKa BpeMeHun

1. BHavasnie paboTbl THOKOMETP BbIK/HOUYEH

(TecT-nonocka He BCTaB/IEHa) I a h
e Haxmute V  [Ins BKIKOYEHUS INIOKOMETPa (Hanpumep,
123 PM)

ry h

[Hanpumep, 13:23)

2. HaxmuTe nygepxusaiite Bpems (11:50) Ha | 1=50
3KpaHe B TeueHue 3 cekyH/ 10 U3MEHeHWs!
aKpaHa Wbl
MUHYTbI

| 1hSQ

I 1-50:
0/(\/ /

bl

U'sOc MUHYThI
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. YaaHoButechopmatBpeMeHun(12-yacoBoi wim

24-4yacoBoi)
« Haxmute UNn >>e AN USMEHEHUSA

* 1na npofonxXxeHna HaxmuTte V

MpuvievanyB:MTTOMETPMOXKET OTOOPEHATD
BpemsiB 12-4acosoM (1:23 PM) wn24- yacosom
(13:23) dhopviaTe. Mareebibopa 12-4acosoro
thopmaTaHe BoBOITTS «AlVb, My TaHoBKe

BPeMEHMIMOCSIE NOMyaHA MPodo KO TEHIATVE
NOSAB/EHWA Ha3KpaHe «PIVh.

. YaaHoBKa 4aca

e Yac muraet. Haxnmaiite mnm ans

YCTaHOBKM 4Yaca

« ns npofos/mkeHusi Haxmute V

. YaaHoBKa MUHYT

¢ MUHYTbI MUraloT. HaxumainTe nnu pAa

yaaHOBKU MUHYT

* 1nA NpoAo/IKEHNA HaxXmuTe V



YcTaHOBKa AaThbl

\ o
3cC-3;

AeHb

ML,

*/
:??€3

OeHb

MecsiL,
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. YcTaHoBKa mecaua

* MecAy muraet. HaxumaiTte «v*' unan
yCTaHOBKM MecsiLa

o 1na npogosixeHnsa Haxmute V

. YctaHoska JHA

+ leHb Muraet. HaxnmaiTte nnm

ycTaHoBku [HA

« lns npofonxeHuss HaxmuTte ||r

. YcTaHOBKa roga

pAa

pAa



OnpeaeneHne ypoBHS raloKo3bl UM KETOHOB B KPOBM

1. BwpoiiTe nakeTuK N3 hoNbIM C TECT-NOMNOLION Y 3. NonpuTe Npo6y KPOBMU.
BbIPE3KM 1 Pa30pPBUTE €ro, YTOGbI 13B/EYb TECT-MOJOCKY. [11 NoNyYeHns NpoGb! KPOBU BOCTIONL3YIHTECH
NPOKas1bIBaoLLMM YCTPONCTBOM.
(OononHuTenbHas MHOPMaLWs COAEPXUTCS B UHCTPYKLMM

Mo NPUMEHEHUIO NPOKasILIBAIOLLErO yapoiiaBa.)

2. BcTaBbTe TeCcT-Nos100Cy B IMIOKOMETP A0 ynopa. Mpun aTom
4. HaHecuTe KpOBb Ha TECT-M0OJ100CY.

FMTIOKOMETP BK/IHOUUTCA.

MpymBYTYISA:

« MVLLLLIBMBKIIOHEHVA TTIIOIOME TPaY6 T AaaTea
B TOM, YTOEroLL, T paboTae T HopVarbHO. Eom

Ha YLLPHOVBKAHE Bb KTOHEHHOOTHOKOVE TP
3aMETHbIB?nw CELLEHTBIWIN Ha6EI'UVITeT-3KpaHe

MepeHecuTe kanako KpoBU Ha pabouyto 30HY 6e/0ro ugeTa Ha
KOHLe Tea-Nnos10Cckn. KpoBb BCOCETCA B TECT-MOJOCKY.
YpaepxuBanTe Tea-nonocky B KOHTaKTe C KPOBbIO, NMoka

He yBUAMTE 3 KOPOTKME NINHNM Ha 3KpaHe rtokomeTpa. OHn

O3Ha4aroT 4YTO HaHeCeHO A0CTaTO4YHOe KO/IMYeCTBO KpOoBW.

38VETHbI YePHHE CENVEHTb, [THOKOME TPMIET Ob b [Mpvvevianis:
HevicripaeHbM. (MapoGHOCTVB paKee 7 «3HaKOMCTBOC » MvorpeeneHYPOBHA ITHOKOBL1B KB/ HalaKpaHe Oy e T
[THOKOMETION.} MPOVCXQIUTH OGP THB i oTcueTa BPEMEHINS CeyHEL, M
on 7 HS1 KETOHOBB KPOBU
« MMOOVETPBKIOHATTANOCE 3 MAHY T OTCTY TCTBAA peﬂﬁfﬂj Po8 HPOROypET TPELLEKYT
00paTHLIAOTCHET BpeveHn W oekyH,
aKTVBHOCTU. AT TC HOT nyskar/ o TVE Tpa e .
y yaanuwe UBHOBb BCTaB5 TEHRVOTIONE30BaHHYI0 TECT- * PEYIRVITE TECT-TON0CKY VB ITHOKOMETPABO BpEMA
00paTHOMO OTCHETA
| o« | NOocky. ©
N * KMODaTHBLIAOTCYT HeHAMHAETTS, BOBMIDKHD, UTD
” MwuraeT cumBon , YKa3biBas Ha roTOBHOCTb [JTOKOMeTpa K UJHaHchJHeAOTaTOqu|V| 061 oML I[Bl "‘ﬁT&T'na”OCI l I
npuemy uccnefyemoli Npo6Gbl Ha TECT-MNOMOCKY. oM v CTPYKLVOTIO MOVIVEHEHVH0 TECT-TONO00K YTOObI
MprvieuaHme: «LL» (KETOHbI) NCBUTTHAs hoke, ETMBbI Y3HATb, KBKTOB TOPHOHOHOLLIT MPOGY. Ceno OOPATHbIA
BCTaBVTE (VONETOL YOrQ/IOCKY Y51 ONPEIENEHy posHst OTCHET ONTbHEHAYHE TS, VBRMBKUTTEMCTIONb TaHH
KETOHCHOBKOBM. TECT-IONOCKY W /I Te 66 B OTXQbIH YIHKALLYM

06pasom. HalLrmreHoBoe ML TeCHOMILLIT-noscLuO.
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5. MpouuTaliTe pe3ynbTar.

Tecr3aBdaLLEH, KORA PesyrbTar BbBeaeH Ha akoeH
THOKOMETPA (MPVIVEPL | NOKERaHb 1 CEB), NB bTar
COXOaHAETCA B MAVATAL
MpunvaHvB:CUMBEN 'Y . OLIALLIT, YTOrALLIOT TP
Movep pesyrsTara MDHETTIPESTLUTHHOBYO to y MPAHIAVOMBHT LLICY TVia.
ORI 1A HeoGpaLLp/ITeHaHee BH/AVBHAVA, ECLLI BbIHE T TOBb
— MV/HATH MLLY MIBBEC TV A03YTNPBHAVIGALLIOTO VHOY/V/HA,

Morvep pssyrsTara
OMPefe/EH/A KETOHOB
B KooB/

6. Hoxwirenypegpreaie V , YTobsIBbKH-UTb
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NHTepnpeTauus 3HaYeHnii u npoduneii peybTaToB ONpeaeneHns YpoBHS rH0KO3bl B KPOBU

Rzt amaii: o ¢ 33 =Y

i ' U 4 _ BES D CREOMERRE

AN T TSSO/

Hu3skue pesynbTaTbl ONpeAesieHnNs rNoKo3bl B KPOBU BbiCcOkMe pe3ynibTaTbl onpeAeneHns roKo3bl B KPOBU

EcrmHa ayicriiee nosiBNsAeTCA. . . Yro genartb Ecv Ha ayicririee NosiBAsieTCS. Yro gesiatb

TNEESECSEC/M pesynibTar Hike ZEMMonb/n EBNDREFSaXDERATRIGN
W1 MENeeoro ypoBHs, yaaHOB/IEHHOTO B NEHIAGEOOEOT HEY THIYEES
miOKOMeipe MeANLNHCKUM pabOTHUKOM. HIB@O\YOEBSH HECR-IH{ OB 1

MNOBFTHERA | NI RO Y EHTYEES
NN ET TP AR Xof 1 HSAOOBH/RECR-B {1
Sheeqeas/EeEL ST IRK ECHBHH
VIO XD T GpFDAAERTP R
Muratowast TREDESEVEINAEETNES T
Kpaoiaa ctpenka
22520 VT 2N Sov e 2 ) A ERIrE Oy A NN
I_O ALY OGOy S/ > . iICETI
Meresemas/ o ens INnod 1 EB DI HaBLi), HRGEIER RO IR .LU3
NGEIIAGXDXY SN/

MpUT 4T UK ecnn Npu6op Bbl 4atH coobuyeHme 06 ownbke E-3 unn E-4, 06poTUT ech Kasaeny <CQRIDERPSTEOL GHaxe 3T aropykoBOACT Ba
nonb3oBaT ene no HaanpoOke npuéopa.
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HTepnpeTaunsa pe3ynstatoB onpeaeneHns *0BHA KETOHOB B KPOBY

TNOKOMETP BbIBOAWT Ha AWCT/IeN pesy ibTaTbl onpeaenieHrst KETOHOB B MMOsb/n o1 0,0 Ao

8,0 Mmmonb/n. EAvHMLA n3mMepeHns yctaHoB/eHa 3apaHee. Bbl He MOXeTe N3MEHUTb 3Ty

HaCTpPOIiKy.

12 MpocMoTp XypHana

YKypHas r1toKOMEeTpa MOXeT XpaHWTb A0 1000 cobbITUiA, BKItOUasi pe3y/ibTaTbl onpeaeneHus

NHOKO3b! 1 KETOHOB B KPOBW, TECTOB C KOHTPO/IbHbIMW pacTBoOpamu, A03bl MHCYNHA, a

Takxe ApYyryro MHhopMaLmIo rIHOKOMeTpa.

MpoonoTp cob6bITUiA, 3aperucTPUPOBAHHBIX B XypHane

Mpumepsbl:

onpeaeneHust rHKo3bl

B KPOBU

1.
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1. Ha rnaBHOM aKpaHe HaxMuTe ~  ans

NpoCMOTpa CoBbITUIA B XXypHana.

2. HaxunmaliTenns NpoKpyTKU CoBbITU

XypHasia Ha aKpaHe.

ne

BbiBegeHoO Ha gucnnei 3HaueHune
PesynbTart B MHTepBasne BbCC}O117IypOBeHb KETOHOB BbInonHsiite MHapyKuumn
0,6-1,5 MMOAb/A. B KPOBW. MeANLMHCKOro paboTHMKA.

Pe3ynb”

1,5 Mm

MosiBn)

Bbiwe |

Bo3MmoxHa npo6ema,
TpebytoLLian MeguLMHaoi

nomoLLu.

V U1« IMINT

PesynkTar onpefeneHysi HaToLLaK

Pe3ynbTar Teaa ¢ KOHTPOSIbHbIM

paaBopom

MpOCMOTP CPeAHUX 3HAUYEHUI1 YPOBHSA FNI0KO3bl B KPOBY

1. Ha rnasHom akpaHe Haxmute TS s oTkpbus
XypHana.
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Bawa cpeAHss BennunHa

Yucno tecTos, no
KOTOPbIM BblUMC/IEHA ara
CpeAHss BenMunHa

Haxumaiite nnm

A ONS NPOKPYTKM 7-,

14- 1 30-4HeBHbIX CpeaHnX
3HaUEHUIA.
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2. Borjoa B>RypHan, BJH00e Bpevk Haokware S

UTO0bL1YB/NETH 7-HEBHYIOCREH OB VH/HY.

[>dfly 1

eHopruwie  YToOLIYB/OETL 14-4HEBHt0
gemraos vy, [14-dRy]
eHoiwie  YTOOLIYB/OETL 300HEBHIO
gemraoB My, [30-YAY]
=Hnwire ™ s BOsBRETa K 0o0L /M
XpHara.

MprivesaHmA

. Pe3yanaTbI onpeaeneHnsa rNioKosbl B
KOHT PO/bHbIXpacT B(MaxHey4yTeHbl Npu
BblYNC/IEHUN CpEAHNXBET YNH.

* EcT pe3ynbTaTbl ONpefesieHns B T T POJ/ibHbIX
pacTBOpaxHe NOMe4YeHbl KaKTeCThbIC
KOHT POJIbHbIM pacTBOPOM, CpeaHne BE/TNYNHDbI
MOoryT 6bITb HET OYHbLIMMU.

. BbIBOAUT CAHA LW, >aH rNoKoMeT pa
Npv 0T CYyTCTBUM T EKYLLNX COObITUAN T

CPEeAHVX BENTMYUMH ANSi NPOCMOT pa.

L O (vmaskue)pesynbTaTbl OnpesesneHns

rN1I0KO3bl B KPOBU /151 BbIYNCEHNS qﬁ'i‘UX

BEJINYUH L, T MM ato NKsi paBHbIMu 7,7 MMOJIb/N.

H | (BbICOKME) pe3yNbTaT bl ONpeaeneHns
FNTIOKO3bl B KDOBU A/14 BblYNCNEHNA CpeaHNX

BE/IMYMH MPUHMMCKOT CA PaBHbIMN 27 ,8MMONb/N.



KOHTPO/IbHbIE PaCcTBOpPbI A4/14 ONpeaeneHus rniKosbl U KETOHOB

BAXHbIE MPUMEUAHMSA: (MPOLOMKEHVE)
Ecnu Bbl COMHeBaeTeChb B NOJTyYEHHbIX pe3y/ibTarax u Xxoture y6e,q|/|Tbm,

4YTO Ball THOKOMETP M TECT-NOMIOCKN paboTaloT Hapexallnm o6pa3om, * He po6aBnsiite K KOHTPO/ILHOMY PacTBOPY BOAY WM APYTYHO XN AKOAb.
BbIMOJIHUTE TECT C KOHTPOJ/IbHLIM PACTBOPOM. ¢ Pe3ysbTaTtbl, NOMyYEHHbIE C KOHTPO/IbHLIM PACTBOPOM, HE OTpaXatT YpOBEHb

r/11OKO3bl B Ballei KpOBMU.

* 3a MHopmaLmeil o nopsiake NPUOBPETEHNSI KOHTPOJILHOIO pacTBopa

obpalaiitecb B oTAeN paboTbl C KNIMEHTaMW.

BAXHbIE MPUMEYAHNA: BbinonHeHMe TecTta C KOHTPOJ/IbHbIM pacTBOPOM

* Vcnonb3yiiTe C3TUM I/TIOKOMETPOM TOJIbKO KOHTPO/IbHbIe PacTBOPbI [/1HOKO3bl
. 1. BckpoliTe nakeTuUK n3 oosibrm cTecT-NoNI0CKON y
1 KeToHoB MediSense.

BbIPE3KM U Pa3opBuUTE ero, YTo6bl N3B/1eYb TECT-MNOJIOCKY.

Pe3ynbTaTtbl TECTOB C KOHTPOJ/IbHBIM PACTBOPOM [O/MKHbI HAXOAUTHCSA B
npegenax gmanasoHa KOHTPOJIbHOIO PacTBOpa, OTNeYaTaHHOro B UHCTPYKLUK

no NPUMEeHEeHUK0 TeCT-NOJ1I0CKA.

Y6eanTech B COOTBETCTBUM HOMepOoB napTuii (LOT) Ha ¢hosibre ynakoBKM TecT-
MOJIOCKM U MHCTPYKUMM MO NPUMEHEHMIO. 2, BcTaBbTe TecT-noJsioay Ha ry6uHy, foaaTouHyo A7t

BK/1HOYEHUA TIOKOMeTpa.

He MCMo/b3yiiTe KOHTPOJ/IbHLIM PACTBOP MOC/E AaTbl UCTEUeHUs1 CpoKa

rofHOCTU. YAansinTe KOHTPO/IbHbIE paaBopPbl B OTXOA4b! MO UCTEeYEeHUN I_IpI/IMGl-IaHI/If-I:

3 MecsiLeB Nnocsie BCKPbITUSE dolakoHa Wav Nnocne Aatbl UcTedeHns poka . rh/Im)KCpVIBKﬂIO‘-ILIJI/I FﬂTOMETpay@)l@VITBQ:B
rogHOCTK, OTNnevYaTaHHoM Ha dpriakoHe (B 3aBUCMMOCTU OT TOTO, YTO HacCTynuT TOM, YTO€eroLw, T paﬁOTaE‘THO/LIJﬂbHa E’J'I/IHa‘-Ep-UVI
paHbLue). (Hanpumep: BCKpbITO 15 anpens, yaanutb B 0TXo4bl 15 vons; )imI-EBbIKﬂI-(}IGHI-DFOFﬂIOKOMGTpaﬁNIQWbI@ﬂbE
3anucatb AaTy yaasieHUsi B 0TXoAbl Ha GOKOBOW NOBEPXHOCTU o/1akoHa.) CENVEHTbILLLLIHA6E/IOM TECT-31AaHe3aNETI-|bI‘-I€prE

O&VEHTb|, FTKOMETP MHET ObIThHeviCrpasHbIM. (Qvi
CHPOGTCTUB pasaee 7 «3HaKOMC TBOC/IHOKCMETPOM.)
« [MOTVETPBLKIOWATCAT 1€ SMHY TOTCY TCTTH
AI0TBHOOMLLL [ N0 T LLOronyCKar TOTLUNpayACUMLL
VIBHOBb BArLLBb IMe HeVICTI0/530B3HHYH0 TECT-TIQ/IOCKY.

« MNpefesnbl KOHTPOILHOTO PacTBOpa ABAAIOTCS AMana30HOM LENEBbIX 3HAYEHWA

TO/IbKO [151 TAXKTPO/IbHOTO paaBopa, U He OTHOCSTCS K YPOBHSIM [/1H0KO3bl B KPOBY.

« HemeANeHHO NOC/IE UCNO/Ib30BaHUSI HAAEXHO 3aKPOWTE (PNAKOH KPbILLKOWA.
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Muraet cumBon ” |, yKkasblBas Ha rOTOBHOCTb K HAHECEHUIO

Yy npo6bl Ha Tea-No0CKY.

NMpumevaHune: «<KET» (KeT OHbI) MW UT CSA Ha 3KPaHe, eC/in Bbl

BCTaBuTe C*)VIOI'IeTOByK) NMONOCKY And onpeaenew s KeT oHOB

B KPOBMU.

HaxxmuTe Ha KHOMKY CO CTpesikoli BHU3 1 yaepxuBaiiTe
ee B TeyveHUe 3 CekyH/, YTOObl OTMETUTL Te a Kak
BbIMOJ/IHEHHbIi CKOHTPO/IbHLIM PacTBOPOM.
Mossutca S '. Tenepb rMIOKOMETP roTOB MPUHATL

KOHTPO/bHbI PacTBOP Ha TECT-MOIOCKY.

BAXXHBIE MPVIMEYAHWA: ecnv pesynbTar He NOMeYeH Kak NoslyyeHHbIli B TecTe ¢

KOHTPO/IbHLIM PACTBOPOM, OH BY/IET COXPaHEH B MaMsTU KaK pe3y/ibTar UCCneioBaHms

KPOBU. 3TO MOXET NOBMUATL HA CPeAHNE 3HAYEHUSI YPOBHEN /1H0K03bl B KPOBU.
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4.

HaHecute KOHTpOI’IbeII7I pacTBOp Ha TECT-MOJIOCKY.

BcTpsixHUTE h1akoH € KOHTPO/IbHbIM PaCTBOPOM, YTOGbI
ero nepemeluatb. HaHecuTe Karn/to KOHTPO/IbHOTO
pacTBopa Ha 6es1yto 30HY Ha KOHLe TECT-MOJIOCKN B
YKa3aHHOW 30He. KOHTPO/IbHbIV pacTBOp BNWUTAeTCs B

TECT-NOJIOCKY.

YaepxuBaiTe TECT-NOIOCKY B KOHTaKTe C

KOHTPO/IbHbIM PacTBOPOM, Noka:

« Ha gucrnee He NosBATCA 3 KOPOTKUE IMHUN. 3TO O3Ha4aeT
4YTO Bbl HAHEC/IM A0CTAaTO4YHOE KO/INYEeCTBO KOHTPOJ/IbHOIo

pacTBopa v rMOKOMETP BbIMNOHAET U3MEPEHME.

MpumeyvaHusa:

* MpuucnonblW T UKN TECT-NOMOCKN A5 onpeAeneHnn
YPOBHS I/1I0KO3bl B KDOBU Ha 3KpaHe byaeT
NPoOUCXoANT b 06pPaTHLI OTCYHeT BpeMeHN 5 CekyHA,.
Mpu ncnonb3oBaHUM T eCcT-NOJIOCKN ANS onpeAeneHnn
YPOBHS KETOHOB B KPOBU 6yAe T NPOBOAUT b

06paTHbINOTCYET BpemMeHU 10 cekyHn.

HeypanaiiTe TecT-N0N0OCKYW3 rNtoKOMeT paBo

BpeMsio6paT HOe oTcYeTa.

Ecnmo6paTHbIi OTCYET HE HAYMHAET CA, U3BNIEKUT e
nalw Nb30BaHHYI NOMoaynyaanuTe ee B OTXOAbI,
BbIKNOUYNTETrNTOMET P MNOBTOPUTENONLITKYC

HOBOII T ean-nosIoCKoW.



6. MpouuTaiiTe pesynbTaTTeaa.

MNpumepsbl:
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Tea 3aBepLUeH (CM. NpUMepbl), KOraa pesy/bTaT BblBeeH
Ha 3KpaH r1toKoMeTpa. Pe3ynbTaT coxpaHsieTcs B NaMsTi

Kak pesynbTaTt UccriefoBaHNs KOHTPO/ILHOTO pacTBopa.

CpaBHUTE pe3y/bTaT UCCef0BaHNS KOHTPO/IbHOrO
pacTBopa c Arana3oHoM, HarneyaTaHHbIM B MHAPYKL MUK Mo
NPUMEHEHUNIOTEA-NONOCKN P A ONPeSEeNeHUs [/THKO3bI
WM KETOHOB B KPOBW. Pe3ynbTar O/MKeH HaXOAUTLCS B

yKasaHHOM AuanasoHe.

NMpumeuvaHune: «KET» (Ke T OHbl) BbIBOAUT CSl Ha AnCnNei
BMecTecCpe3ynbTaTOMNpPU BbINO/IHEHNN TecTac

KOHT PO/IbHbIM PacCTBOPOM KET OHOB.

TecT CKOHTPO/IbHBIM PaaBOPOM fan pesynbTaT BHe
yKa3aHHOro inana3soHa:

« MoBTOPUTETECT, EC/NM PE3Y/IbTAT USMEPEHNUS B
KOHTPO/NIbHOM paaBope BbINajaeT 3a npesenbl
AManasoHa, 0TneYaTaHHOro B UHCTPYKLUUK No

NMPMMEeHEHUIO TeCT-MOJI0CKN.

« MpekpaTuTe UCMOMIb30BaHWe [/TOKOMETPA, eCv
pe3ynbTaTbl U3MEPEHUS1 B KOHTPOJSIbLHOM paaBope
NOCTOSIHHO BbINagatoT 3a npejesnbl pana3oHa,
0TrneyaTaHHOro B MHCTPYKLMMW N0 NPYMEHeHMIo Tea-

nonocku. O6paruTech B 0TAeN PaboTbl C KIMEHTAMU.

MNepeaaya AaHHbIX U3 IIFIOKOMETPa B KOMMNbIOTEP

[Ana nepefayn faHHbIX MTFOKOMETPa B KOMMNbIOTEP HY)XHa COBMeCTMMas cuctema
ynpaBneHusa gaHHbiMn. Bam notpebyetcsa kabenb Mnkpo-USB p a1 coeagnHeHusn nopta USB

INIIOKOMETPA C KOMIMBIOTEPOM.

3a fononHuTeNbHOW nHopMaLmeit obpalwiaiiTechb B OTAEN PaboThbl C KANEHTAMU.

MPEAOCTEPEXEHWE: BO n3bexaHne aneKkTpoTpaBMbl HUKOTAa He BbINOJIHsAlTe

onpegeneHne rMoKo3bl B KPOBU, KOTAa MHOKOMETP COEAVHEH C KOMMbIOTEPOM.
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CoobuieHne 3HaueHune

E - 5 OwwmnbkKa TIoKOMeTpa

E - 1 HeT Heob6xoanmocTu B

KoAupoBaHUN
nnm

BO3MOXHO, YTO TecT-
nonocka 6bina noBpexaeHa,
paHee ncnosb3oBaHa Un He

pacrnosHaHa rloKoMeTpoM

E - e OwnbKa raKomMeTpa
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Yrto penatb

1. MNpoBepbTe, UCMO/b3YETe /N Bbl TECT-
noJsiocky, NpeaHasHayeHHyo 415
3TOro r/toKoMeTpa. ([1a NpoBepku
COBMECTUMOCTH C [1l0KOMETPOM
06paTUTeECh K MHCTPYKLMM NO NPUMEHEHUIO

TecT-NosI0CoK.)

2. MoBTOPUTE aHa/IN3 C TECT-MOTOCKON,

COOTBETCTBYIOLLEN BaLleMy [/IHOKOMETpY.

3. Ec/m olin6Ka BHOBb BO3HUKHET,

obpaTtutech B 0TAe/ PaboTbl C K/TMEHTAMMU.

=

MNpoBepbTe, UCMOSb3YyEeTe NN Bbl TECT-
nosiocky, nNpegHasHauyeHHy 415

3TOro r/tokoMeTpa. (A9 NpoBepKn
COBMECTVMATM C [MIOKOMETPOM
o6paTuTECh K MHCTPYKLUM NO NPUMEHEHUIO

TeCT-M0JI0COK.)

2. MoBTOpPUTE aHaIN3 CTECT-MOJIOCKON,

COOTBETCTBYHOLLEN BaLLEMY [IFOKOMETPY.

3. Ec/rv olunbkKa BHOBb BO3HUKHET,

o6patuTech B OTAEN PaboTbl C KIIMEHTaMW.

=

BbIktounTe raloKkomeTp.

2. NMoBTOPUTE aHa/IN3 C HOBOIA TECT-MNO/IOCKOMA.

3. Ec/v oluMGKa BHOBb BO3HUKHET,

o6patuTech B 0TAEe/N paboThbl CKINEHTaMW.

¥Yxop, 3a rnMtoKOMeTpPoMm

CmeHa 6aTtapeii

3TOT aKpaH 6yfieT BbIBEAEH Ha AUCNIIeli NPy HU3KOM 3apsje

Gartapeii.

[MpyiveYaHVe: MpYcvieHe GaTapeliHaC TPOKV IIOKOMETPa
vHAopVILYS BX>K /Naue Gyay T COLLIHEH.

BAXHOE NMPMEYAHMVE: nkne nepBoro nosiBfieHns atoro
npefocTepeXxeHns Bbl MOXeTe BbINOMHUTL NPUMEPHO 28

TecTOB 10 BO3HMKHOBEHNSI HEOGXOAMMOCTU B CMeHe GaTapeil.

NMPEAOCTEPEXEHWE: 6aTapen cnegyeT aepxaTb B MeCTax, HeAOCTYMNHbIX AeTAM paHHero
Bo3pacTa. Bcnyuae npornarbisaHua 6atapen HemeaneHHO obpaTtuTech K MeULHCKOMY

PaboTHUKY.

HAenctBne

1. MepeBepHUTE I/TIOKOMETP U BbITAHWUTE ABepLy
6aTapeliHOro oTceka, HaxoAsLlytcs c6oKy, Kak

NnoKasaHo Ha PUCYHKe.
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AeiicTtBne

2. Ypanute ctapble 6aTapen.

3. YETaHOBTe HOBble 6aTapen MeTKO (+) BBEPX.

MprMeYaHyie: B IIHOKOMETPe CToNb3yta Tes!
CMEHHb e IIOCKVEKDYITbie BaTapen CR2032.

4. BaBuHbTe ABepLy 06paTHO B kKopnyc npuéopa ao

wenyka.

[MpyMEeYaHME: MY CIEYKLLIEM BKFOHEHW
[THOKOMETPAMOKET BbIMThBbIBEAEHO HANOTHaHMe
0 MOB TOPHOIAYC TaHOBKEBPEMEHN U A THI (OVL

pazpen 8, «HacTpoKaroKoOMETPaY).

MpymeyaHvie: ECmoKoMe TP 6oree He NOTPEGYE TS, VBBMEKTE GaTapen UyfarATe X
VITHOKOMETP B OTXO/b1B COU TBETC TBUM CMEC THBIMMXCY0C TBEHHbIVIY HOPMATVBHBIMMA

[LOKyMBCTaMA.

TpeboBaHneM EBponeiickoli AMPeKTUBbI 0 GaTapesix AB/SIeTCA pas3fenbHbli cod
oTpaboTaHHbIX GaTapeii C Le/bo yNpoLLeHNs BTOPUYHOL NepepaboTkun 1 3anTbi
OKpyXxatoLLeli cpeapl. MaBneuenme n yaganent” B omk)ly3parapeii, Haxogsiumxcs
BaHHOM M34ennn, A0/MKHO OCYLLEeCTBASATLCA B COOTBETCTBUM C MECTHBIMU

HOPMaTUBHbLIMU aKTaMu Mo pasfeibHOMY c60py 0TpaboTaHHbIX GaTapeii.

Unmaka nnokomeTtpa
JevictBue

BbINOHANTE UNCTKY HaPYXXHbIX MOBEPXHOCTEN TIOKOMeTpa CasipeTKoi,

CMOUYEHHOIA:
¢ cniabblM BOAHbLIM PaaBOpPOM fieTepreHTa uin Mbina;
* 70 % pacTBOpPOM M30MPONUIOBOro CNMpTa;

* CMeCbH OiHOI YaCTUN XT3ACTBEHHOrO OTOENMBATENS U AEBSTU YacTeli BOAbl.
BbICyLUMTE FNIOKOMETP Ha BO3AYyXe.

BAXHbIE MPUMEYAHWNSA: He norpyxaiTe roKOMETP B BOAY UK
Apyrvie xugkocTu. He gonyckaiTe nonagaHns nbinu, 3arpA3HeHnin, KpoBHY,
KOHTPOJIbHOTO pacTBopa, BoAbl UK Kakoli-nn6o Apyroi XnaAKocTH B NoprT,

npegHasHaueHHbI AN TECT-MOMOCKM 1 nopT US6.



3HayeHune

1. TecT-nosnocka TecT-nosiocka HernpasW/IbHO UK HE NOJTHOCTLIO BBe/EeHa B 1. YaepxunBas TeCT-NOMOCKY Tak, YTOObl KOHTAKTHbIE MOMOCKM (3 YepHble NMHUN) GblIn o6paLleHbl
BBEJEHa B rNIIOKOMETP BBEpPX, BBEAMTE ee B THOKOMeTp A0 ynopa. [1pn 3TOM r/1l0KOMeTp BK/IHOUNTCS.
nopTTecT- 2. Ec/v rnioKoMeTp He BK/IKOHaeTcs, 06paTuTeck B 0TAe/ paboThbl C KNNEHTaMU.
MOJIOCKUr
HO peakuus Bartapen He yCTaHOB/IEHbI UMW YCTAHOBJIEHbI HEM|:»BUMBHO O6paTUTKb K pa3,qe/9 16 «YK<8381'I1LIJOMBTp0M», e onucaHa npaBubHas ycTaHOBKa 6atapeii.

TIOKOMETpa
OTCYTCTBYET. Batapen paspsikeHbl CwmeHuTe 6atapeun. Ecnv Heo6xoAnmo, nepeycraHoBuTe Aaty U Bpems.

BO3MOXHO, [TTIOKOMETP MOAK/TOUEH K KOMMNbIOoTepy (Ha aKpaHe
OTcoefaHuNTe rIOKOMETP OT KOMMNblOTepa.
rNIOKoMeTpa NosiBNseTcs cMMBos «PO»)

HewncnpaBHOCTb, CBA3aHHAs! CTECT-MOJI0CKOM Monpo6yiiTe NPUMEHUTL HOBYHO TECT-MOJIKKY .
HencnpaBHOCTb, CBAI3aHHAsA C NTIOKOMETPOM O6parutech B 0TAeN paboTbl C KIMEHTaMu.
CNULLKOM MasieHbkuii 06beM Npobbl KPOBM 1 VHCTpYyKuMs Mo NOBTOPHOMY HaHECEHMIO flaHa B UHCTPYKLUMMW MO MPUMEHEHUIO Tea-NMOOCKN.

2. OnpepeneHuve
2. MNoBTOpUTE aHa/IN3 C HOBOI TECT-NOTOCKOIA.

He Ha4unHaeTcA
3. EC/M TIOKOMETP He 3anyckaeTcsl, 06paTuTech B 0TAes paboThbl C KMeHTaMu.

nocne

HaHeceHUA
Mpob6a HaHeceHa Nocse BbIKOYEHNA TIOKOMeTpa 1. MpoYTUTE NHCTPYKLUIO NO BbIMOJIHEHNIO TECTa.

npo6bl KPOBMU. . o
2. |_|OBTOpI/ITe aHas/in3 C HOBOW TeCT-MOJ/TI0CKOW.

3. Ecv THOKOMETP He 3anyckaeTcsi, 06paTuTecb B OTAeN PaboTbl C KNIMEHTaAMMU.

HewncnpaBHOCTb, CBA3aHHasi C TOKOMETPOM Wi TeCT-NosI0CKoi 1. NosTOpPUTE @aHaNN3 C HOBOI4 TECT-NOTOCKOA.

2. EC/M TIOKOMETP He 3anyckaeTcsl, 06paTuTech B 0TAe/ paboTbl CKANeHTamu.
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18  3anuck gosbi uHeynuHa

BeepgeHue
OTa (pyHKUMA NO3BOJISET BaM 3anncbiBaTb [03bl MHCY/IMHA MYTEM 3anncu B XypHasie. Bbl 2. Bbl6epVITe BWA 003bl UHCY/INHA.

MoXxeTe B Nto6oe Bpems akTUBMPOBaTb 3Ty (DYHKLNIO. B COOTBETCTBUM C PUCYHKOM HUMIO HAXMUTE
o
Haapom Ka 3anmcum ,U,O3 |/|Hcyf||/|Ha KHOMKY [,03bl, KOTOPYO BblXe/aeTe 3anucarb.
1. Haxopacb Ha riaBHOM 3KpaHe, HaxXmMuTe u yTpo VHCY/IVH Iy MTenbHOro fieliasus
yAepxuBaiTe E? B TeueHue 3 CeKkyHA 0
nosiBsieHNsA cnMmBoOia l—I—Tenepb 3anncb 03 Beyep MHcynMHmMTeanorop'el/lasmﬂ
VHCY/IMHa aKTBMpPOBaHa.

3aBTpak [MpaHananbHbIN UHCYIMH

MPUMBHAHT : [711BbIKTFOHEHIA CyHKLA
noBTopTe T 0 AeCars/e. ob6en, MpaHayanbHbIA VHCYIMH

YXUH MpaHayanbHbIi MHCYMH

Kak 1crorb30Barh 3anichb 403 MHCY/HA
[N HCyNVHa 4/ INTENBbHOTO AENCTBUS 1 (WNK) MHCY/IMHA, BBOAYIMOTO Mepes, 3aBTPaKoM, 06erHA WK Y)KMHOM. 3 HaxwmmTe W V', UTOBbI BBECTY

eiiaBUTENbKYH BEUYMHY A03bI.
1 Haxofsicb Ha rnaBHOM 3KpaHe, HanwuTe y- A y YA
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4. Haxmute O ang3anucu 4o3bl. 2. Haxmute mnu 4TOObLI BBECTU

[eliCTBUTENbHYO BEIMUYUHY [03bl.

N %

| !g ! t 03Ha4aerT, uTo LW eBen Aoy

%

Kak 3anucbiBaTb 4OMOJ/IHUTE IbHbIE 4,03bl MUHCY/INHA 6bICTpOFO ,CI'GVICTBI/IH 3. Haxmunte Q AnsA 3anucu gosbl.

(HanpumMep: BO BpeMsi NePEKYCOB, A1 KOPPEKL MM NEPES CHOM U T.4.)

1. Haxogsicb Ha rnaBHOM 3KpaHe, HaXMUTe 1

yaepxuainte Y B TeuveHue 3ceigfHfl go

N3MEHEeHMA 3KpaHa. | (5" 1 o03Hayaert, 4TO Bbl BBE/IN [O3Y

\ ?

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



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

MeTopg aHanusa

ABTOMaTnyeckoe

oTK/OYEHMe Npubopa

Cpok cnyx6bl 6aTtapen

Lvana3oH nsmepeHui

MamaTtb

MuWHUManbHble
TpeboBaHNA K

KOMNblOTEpPY

Pa6ounii gnanasoH

QIS O CTHRN TTTIOKOMETPaA

AmMnepomeTpus

He MeHee ABYX MUHYT OTCYTCTBUS aKTUBHOCTU

Jo 3000 Teaos

Ll onpefeneHyist ypoBHS T10KO3bl B KPCBU: OT 1,1 A0

Ana onpeneneHvst ypoBHA KeTOHX B Kposu: oT 0,0 Ac

[0 1000 co6bITuiA, BK/IOUas pe3ynbTarbl onpenenn
1 KETOHOB B KPOBW, Teabl CHOHTPOJ/IbHbIMWU PacTBO

MHCY/NHA, a TaKXe APYTyio MH(OPMAaLMIO [/TloKoMe

CucTeMa MOXET 6bITb MCMO/Mb30BaHa Tosbko ¢ 1Ml
cooTBeTcTBYOWNMM EN60950-1. Vicnonbayiite

cepTMdULNPOBaHHbI kabenb USB

OTHOCUTE/IbHOW OT 10 % A0 90 % (6e3 KoHAeHcaaoun)

B/TaXXHOCTW

Pabouas nokomeTp: ot 10 °C go 50 X (oT50T po 122 T)

TemnepaTypa Cunaema: CM. UHCTPYKLMIO MO NPUMEHEHUIO Ten-no
ABTOMNaHuex Il Freestyle

NCTOYHUK NUTAHMUA

[Be nntnes

N



r

MpuHunnbl ncnonb3oBaHua ABToslaHueTa Il Freestyle coBmecTHO c naHueTtamu Thin lancets.

ABTonaHueT Il Freestyle npegHasHayeHo 4719 NPUMEHEHNUSA C gaHueTamn Thin lancets.
KpaTkuin 0630p NPOKa/ibIBAOLLEro YCTPOMCTBA (CM. WTKOCTPALIMN)

(A) OnCcK ycTaHOBKW TTyOMHbI

(E) Oeprxatenb naHueta

(I) Mpo3payHbIin Konna4vok (ans B3ATMA Npob (B)

OKHO MHAMKATOPA YCTaHOBKN KPOBU U3 a/lbTEPHATUBHBIX MECT) r/lyOuHbI

(F) Konnayok NpoKasibIBatoLLEro YCTPoCTBa

(©) KHonka npoKasibiBaHus

(G) KpbiwKa naHueTa

(D) MonsyHok B3BOAa/crnycka

(H) NaHuet
BaxHo!

HaHHbIi aBTOnaHUET Il Freestyle npeaHa3HaueHO VCKMIOUMTENBHO AN MPUMEHEHWST Y OHOTO YesloBEKa M He MoaxXoauT 1S UCMO/b30BaHNSA
MEAVLHCKUMW  paboTHUKAMN NS ApYrxX MauWeHToB. VIcrosib3oBaHMe OfIHOFO YCTPOWMCTBA Y HECKO/bKMX UYefloBEK MOXKET MPUBECTU K

MNH(MLMPOBAHNIO 1 KaTeropuyecku 3amnpeLLeHo.

Mcnonb3oBaHne aBTonaHueta Il Freestyle:
1. CHAMMTE KOMMaYoK NpoKasbiBatoLLero yctponctea (F) OT/IOMUTE KOMMayoK MpoKasibIBAKOLLIEr0 YCTPOCTBA, HAK/IOHUB ero roj yr/iom.

2. Beeaute naHuet (H) B gepxatenb naHueta (E) MnoTHO BBeAUTE HOBbIA NAHLET B CUHUIA LMAMHAP AepyKaTens nadueta. (B pesynbTate

3TOro YCTPOICTBO MOXKET ObITb B3BeEHO.)
3. BpalatenbHbIM ABWKEHEM CHUMMTE KPbILLKY flaHueTa (G) Kpenko yaep)kuBasi NpoKasibIBatoLLEe YCTPOMNCTBO OAHOM PYKOW, APYToi pyKoi

OTBUHTUTE KPbILLKY S1IaHLIETA.

4. HlageHbTe KOMMa4YoK NpoKa/bIBaroLLEro ycTponctaa (F)
HapgeBaTe KonMMayoK Tak, 4UTOObl OH 3allenKHyscs Ha Mecte. CobrogaiiTe OCTOPOXKHOCTb, UTOObI M36EXaTb KacaHWs OTKPbITOA WUM/bl

naHueTa.
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MpumeyaHne. KCNosb3yinTe TeMHbIA KOMMAYoK 1S B3ATUS MPO6 KPOBU M3 MasibLa WM Mpo3payvHbliA  KOMadoK 418 B3ATUA Npob u3
a/lbTepHaTUBHbIX MECT.

5. YctaHoBuUTE 1youHY (A)

Ha npokasbiBaloWeM YCTPOMCTBE MOXHO HacTpoUTb 9 pasMuHbIX BapuvaHTOB [yOMHbI (BK/OYasA MPOMEXYTOYHbIE). YpoBeHb 1
COOTBETCTBYET MVHUMa/IbHOM [/lyOUHE, @ YpOBeHb 5 — MakcMMasibHOW. /19 NpoKasibiBaHUS Nasibla PEKOMEHAYETCS WCMo/b30BaTb
MUHUMa/TbHOE 3HadeHve. 19 B3ATUSA NPo6 KpPOBUM U3 a/lbTEPHATUBHBIX MECT WCMOMb3yinTe Mnpo3padHblii konmadok (I) ¢ mKcMpoBaHHbLIM
3HaYeHWEeM [/yOUHbI.

6. B3segute nonsyHok (D)

OTTAHWTe Ha3af Cepblii MO/3YHOK 0 Lenyka. (Bo3MoXKHO, UTO YCTPOMCTBO Y)Ke 6bl10 B3BEAEHO Ha aTare 2.)

Tenepb MOXHO BbINO/HATL OMpefesieHne YPOBHA T/OKO3bl B KPOBM.

7. BblbepuTe npeanoyTUTesIbHOE MECTO TECTUPOBaHUSA

a. MNpokanbiBaHVe nasibLa

- MpwKvnTe NpoKanblBatoLLee YCTPOMCTBO (C TEMHbIM KO/MaYykoM) KOOKOBOM MOBEPXHOCTUN KOHUMKA NasibLg.

- HaxkxmunTe kHOMKy npokasbiBaHuA (C).

- Mpn HEOBXOAVMMOCTY COXMUTE Masiel, 40 (POPMMPOBAHNS Karyi1 KpPOBMW.

- bonee nogpobHan MHgopMaums Mo MpPoBeAeHUI0 aHa/IM3a C MCMOJIb30BaHMEM MMEIOLLIENCA Y Bac CUCTEMbl KOHTPOMS YPOBHS T/OKO3bI B
KPOBM MPUBOAUTCA B PYKOBOACTBE Mo/b3oBaTens. b

npOKaﬂbIBaHl/Ie B a/IbTEPHATUBHbLIX MeCTax TECTUPOBaHUA

Bonee nogpobHadA MHMopMauUMa OTHOCUTENIbHO APYrMX MeCT TeCTUPOBaHUA (MOMMMO KOH4Y/KA MNasibuad) MPUBOAUTCA B WHCTPYKUMKU MO
MPUMEHEHMIO TECT-TOJIOCKW.

MpepocTepexeHune!

MpoBoanTe aHaM3 ¢ NPO60 KPoBKW, NOTyHEHHOM 13 NasbLa. He ncnonb3yinTe anlbTepHaTUBHbIE MECTA, EC/IN:

Bbl cY4mntaeTe, 4HTO y Bac HU3KWIA YPOBE€Hb I/ KO3bl (rI/IHOI'ﬂVIKeMI/IFI) mnm mmeetTcda HEUYYBCTBUTENbHOCTb K ITunornumkKkemumnu,
tu— 1 umrlmw luTr- — — * — Frrntlwmmsan|unnwmnmmnnnnnnn N NN | ANNNINNIN ANN|[

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



- pe3ynbTaTbl aHaNM3a NpPob, B3STbIX U3 aNlbTePHATMBHbLIX MECT, He COOTBETCTBYHOT BalLieMy CaMO4yBCTBUIO;
- elle He MPOLLYIO ABYX YacoB MOc/e npvemMa NuLLY, BBEAEHUSI MHCY/IMHA WM (IU3MYECKON Harpy3Ku.

Ecnn B Habope HET HY»XHOIo BaM MPO3PayHOro Konnayka, 06paTuUTeCk B OTAEN PaboThbl C KIMEHTaMI.

- YT06b1 066CNEeUNTb MOCTYMN/IEHMNE «CBEXEN» KPOBU O/IMKE KMOBEPXHOCTU KON B MECTE TECTUPOBAHUS,, MHTEHCUBHO Pa3oTpUTe 3TO MECTO B
TeYeHNE HECKO/IbKUX CeKYHA 40 MOSABIEHUSA OLLYLLIEHUSA Tenna.

- MNoTHO NpPYKMMTE NPOKa/bIBatOLLIEE YCTPOMCTBO (C NPOo3payHbIM KOMMayYKoM) KMeCTY TECTUPOBaHKSI.

- Haxxmute kHOMKy npokasnbiBaHus (C). He nogHMmaiiTe yCTPOMUCTBO.

- MpogomkainTe NPMXMMAaTb YCTPOMCTBO K KOXKE, MOCTENMEHHO YCUMBas JaB/ieHNe B TeYEHME HECKOIbKUX CEKYH[ A0 (POPMUPOBaAHNSA Karvm
KIDOBW.

- AKKypaTHO MOAHMMUTE MPOKa/ibIBatoLLIee YCTPOMCTBO, CTapasicb He cmasaTb npoby Kposw. [MpumMedaHve. W3beraiiTe Npokosna POANHOK,
YYaCTKOB HaJ BeHaMW, KOCTAMU U CyXOXunnaMU. B MecTe TeCTUPOBaHMA MOXET MOABUTLCA KPOBOMOATEK. B 3TOM cCny4dae MOXKET
noTpeboBaTbCs BbIGOP APYroro MecTa.

8. M3BneueHue naHueTa

- CHAMMTE KOMMaYoK MpoKasibIBatoLLEero ycrpouncTtsea (F).

- MpoBeanTe BHM3 NMon3yHoK criycka (D) Ans oTcoeAnMHEHNS naHLUeTa OT YCTPOUCTBA.

- J1aHUET cnefyeT M3B/eKaTb N yaansTb B OTX0Abl B COOTBETCTBMM C MECTHLIMU MOSIOXKEHMSIMI M0 06PALLEHNIO C OTXO4aMMW.

Yxop 3a yCTpOMCTBOM

[MpoTrpainTe BHELLHIOK MOBEPXHOCTb MPOKa/bIBAKOLLIEr0 YCTPOMCTBA Cani)eTKOM, CMOYEHHOM M30MPON/IOBLIM CIIMPTOM WM MbUTbHO BOAOIA.
[pn YKeNnaHUM MOXXHO CHATb KO/MAYOoK, BbIMbITb €0 TEM/10M BOAOW W XOPOLLO OMOJSIOCHYTb. XpaHUTe MpoKa/blBatoLLee YCTPOUCTBO B PyTAsSIpe
WM YACTOM CyXOM MecCTe

BaxHo!

He norpyxaiiTe Kopnyc ¢ NnpoKkanbl Bal W WM yCTPONCTBOM B BOAY UNN ApPYyrue XNALKOCTH.
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NaHuyeTtbl Thin lancets
NaHueTbl Thin lancets npumeHsitoTes ¢ ABTonaHueToM Il Freestyle B COOTBETCTBUM C MPUBEAEHHON BblLLIE CXEMON.

N3penma KpaTKoBPeMEHHO KOHTaKTUPYHOLLEE C KarWIAPHOA KPOBbLIO, @ TaK XKe HernoCPeACTBEHHbI KOHTAKT C KOXXEN - B MOMEHT
( MPOKa/bIBaHWA (aBTOMaTU4YeCKas aKT1BaLys)
Bcs KOHeYHas MPOAYKUMA He SIBNSIETCA TOKCUYHON M COOTBETCTBYET TpeboBaHnsaM PernameHTta (EC) Ne 1907/2006 EBponeiickoro
napnameHTa 1 CoeTa EBporbl 0T 18 aekabps 2008 roga B OTHOLLEHUWN PErvcTpaumm, OLUEeHKM, CaHKLMOHMPOBaHMSA Y OrpaHNYeHrs
MCMONb30BaHNA XMnYeckmx BelecTB (REACH). CocToAT 13 3aTOHEHHON HEpPYKaBeOLLIEN CTa/v U MO/INITUIEHOBbLIX OT/IMBOK. TOHKWME
NAaHUETbI MOoABepPratoT 06/1yHeHUIO C LieSbio CTEPUIV3aLK, U Ura OCTaeTCs CTEPU/IbHON [0 TeX Mop, MoKa rn/iaCTUKOBbIA KOMMavoK He OyaeT

CKPYYeH C HapyLLUEHVEM FEPMETUYHOCTM.

Uexon
Bce maTepuasibl He SIBNSKOTCA TOKCUYHBbIMM M COOTBETCTBYHOT TpeboBaHUAM IMoctaHoBneHna (EC) Ne 1907/2006 EBponeiickoro rnapnameHTa

n CoseTa EBponbl oT 18 pgekabpss 2008 roga B OTHOLLEHWMM PErMCTpaLMK, OLEHKM,
CaHKUMOHMPOBaHUA 1 OrpaHnUYeHns UCMosb3oBaHMS Xummndeckimx Bellects (REACH).
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Kabenb coegnHUTENbHbIN

Kabenb USB He KnaccumumpyeTcst Kak n3genne MeauuUMHCKOro HasHaueHUst U He MMeeT MeALIMHCKOIO HazHaueHus!.

Kabenb USB npeacTtaBnsieT co60iM METa/I/IMHECKMIA MPOBOL, C NONMMBUHWUIXIOPUAOBLIM MOKPBLITVEM XENTOro LgeTa. Bce matepvasibl He
ABMAOTCS TOKCUYHBIMX 1 COOTBETCTBYIOT TpeboBaHMsIM MocTaHoBneHMs (EC) Ne 1907/2006 EBponeiickoro napnameHta 1 CoseTta EBporibI OT
18 nekabpsi 2008 roga B OTHOLLEHUW PErncTpaLmm, OLEHKM, CAHKLMOHUPOBaHMS 1 OrpPaHNYeHMSt NCMOb30BaHNS XMMUYECKMX BELLIECTB

(REACH).

CBeaeHnst 0 matepuanax npoaykumm, B3amMmogencTBYOWMX C Ye/IOBEYECKUM Te/loM (MaTepuas, Mapka)

OnucaHve feTanen MaTtepuas

Bepx koprnyca MC-ABC n/iacTvK akpuiIoHUTPUIOYTaaMEHCTUPOS, YAaPONpPoYHas TeEXHUYecKas
TepMoniacTUyeckasl CMoJ/la Ha OCHOBE CMecy COoMnosiMMepa akpunoMnuTpuia c
OyTagueHOM M CTUPeHOM (Ha3BaHMe M/iacTyka 06pasytoT nepBble OyKBbI
HaVIMEHOBaHWIA MOHOMEPOB) He AB/IAETCA TOKCUYHBIM U COOTBETCTBYET
TpeboBaHmsM PernameHTa (EC) Ne 1907/2006 EBponeiickoro napnamMeHTa n
CoseTta EBponbl 0T 18 fekabps 2008 roga B OTHOLLEHUN PerncTpauyn, OLEHKN,
CaHKUMOHNPOBAHUA U OrpaHNYeHnst UCrosib30BaHNA XMMUYECKUX BELLIECTB
(REACH). N3penre KpaTKOBPeMEHHO KOHTaKTUPYET C HEMOBPEXXAEHHON KOXEN
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OnncaHve geTanei
Hu3 kopnyca

OTaeneHve Ana 6atapeu

MNopT ANa nonocku
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MaTtepuan

Kopnyc - PC-A BC Carbotex KpacuTesb YepHbiii - Carbon Black, yaaponpoyHast
TEXHMYecKas TepMorn/1acTUYecKas CMo/ia Ha OCHOBE CMecu ComnosinMepa
aKpunoMmTpuna ¢ yTagmeHoM M CTUPEHOM (HasBaHue ryiacTuka obpasyroT
nepBble OyKBblI HAMMEHOBaHWI MOHOMEPOB) He ABMSETCA TOKCUYHBIM U
COOTBETCTBYET TpeboBaHNsAM PernameHTta (EC) Ne 1907/2006 EBponeickoro
napnameHTa 1 CoBeTa EBponbl 0T 18 fekabpsa 2008 roga B OTHOLLEHUN
perncTpauun, oLeHKY, CaHKUMOHNPOBAHUA Y OrpaHUYeHNs UCMo/b30BaHUA
xvmmndeckux Bellects (REACH). MN3genve KpaTKoBpeMeHHO KOHTaKTUPYeT C
HEMOBPEXAEHHOW KOXel

Kopnyc - PC-A BC Carbotex kpacuTesb YepHbiii - Carbon Black, yaaponpouHas
TEXHUYECKas TepMorsiacTuyeckasi CMoJsia Ha OCHOBE CMECcK cornosimmepa
aKpunommTpuia ¢ bytagmeHom M CTUPEHOM (Ha3BaHMe MnyacTuka o6pasyroT
nepBble GyKBbl HAVMEHOBaHNIA MOHOMEPOB) He ABMSAETCS TOKCUYHBLIM U
COOTBETCTBYET TpeboBaHNAM PernameHta (EC) Ne 1907/2006 EBponeiickoro
napnameHTa 1 CoeTa EBponbI 0T 18 aekabpst 2008 roga B OTHOLLEHUN
perncTpaumu, OLeHKW, CAHKUMOHMPOBaHWA U OrPaHNYeHNs UCMOosIb30BaHNSA
xmmmyecknx BellecTB (REACH). U3genve KpaTKOBPEMEHHO KOHTaKTUPYET C
HEMOBPEXAEHHON KOXEN

OkHo an1a TecT-nonocok PC-ABC Carbotex KVcnosnb3yeTcsa B MeAUUUHCKNX
N30eNnAX, He ABMSAETCS TOKCUYHBIM 1 COOTBETCTBYET TpeboBaHMAM PernameHTa
(EC) Ne 1907/2006 EBponeiickoro napsameHTa 1 CoeTta EBponbl 0T 18 fekabps

2008 rofa B OTHOWEHUN perncTpaymn, OLEHKN, CAHKLUUOHNPOBAHNA 1"



OnwucaHvie getanen

JTUKETKM Ha 060poTe

KHorku

[vicnnei
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MaTtepuan

OrpaHVYeHNs UCMosb3oBaHMA xMmnyeckimx BellecTs (REACH). U3genne
KPaTKOBPEMEHHO KOHTAKTUPYET C HEMOBPEXKAEHHOW KOXel

Tepmo 1 JlekcaH (NoMKapboHaTHasi BbICOKOMPOUYHas CM0/1a) He SBNSHTCA
TOKCUYHBIMW 1 COOTBETCTBYHOT TpeboBaHMsIM PernameHTa (EC) Ne 1907/2006
EBponeiickoro napnameHTa v Coeeta EBponbl 0T 18 gekabpsi 2008 roga B
OTHOLLIEHUWN PEerncTpaLmn, OLEHKM, CaHKLIMIOHMPOBaHUA U OrpaHNYeHus
ncrnonb3oBaHNA xummndeckux BewlecTs (REACH). 3aenne KpaTKoBpemMeHHO
KOHTaKTUPYET C HEMOBPEXAEHHOWN KOXel

PC-ABC Carbotex 6ecLBeTHbIi

Cnyckosas npy>kuHa -Al1S1304

He ABMIAOTCA TOKCUYHBbIMA 1 COOTBETCTBYIOT TpeboBaHnAM PernameHTta (EC) Ne
1907/2006 EBponeiickoro napnameHTa n Coseta EBporbl 0T 18 aexkabpsi 2008
roga B OTHOLLIEHUW PerucTpaumn, OLEHKN, CAHKUMOHMPOBaHMA W OrpaHNYeHNs
ncnonb3oBaHNA Xummndeckmx Bellects (REACH). U3genve KpaTkoBpeMeHHO
KOHTaKTUPYET C HEMOBPEXKAEHHOW KOXeN

AOucnnein- MneHka novkap6oHaTHasi MaToBast Lexan

ucnnein ""aneKTpoHHas dyMara'™ 1 afIeKTPOHHbIE YepHWMIa He SIBMIAKOTCS
TOKCUYHBIMX M COOTBETCTBYHOT TpeboBaHmaM PernameHTta (EC) Ne 1907/2006
EBponeiickoro napnameHta n CoeTta EBponbl 0T 18 aekabpsi 2008 roga B
OTHOLLIEHUWN PerucTpaLmu, OLUeHKN, CaHKLMOHNPOBaHNS U OrpaHnyeHns
MCMosb3oBaHNA xmmmyeckmx BewecTs (REACH). MN3genve KpaTkoBpeMeHHO

KOHTaKTMpyeT C HeMmoBpexXAeHHOo Koxeli



OnucaHue geTaneii

ABTOMaTMYeCKMin NaHUeT Freestyle I

TOHKVe CKapUMKaTophbl

Yexon

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

MaTepuan

Kopriyc - PC-ABC Carbotex

KpacuTesib YepHbIi - Carbon Black

KHonka- PC-ABC Carbotex 6ecLBeTHbIiA

CnyckoBasa npy>kuHa - AISI 304

pasmep 9,5 cm 2 /1,7 cm + 2 macca 10,0 mp. £2%

M3pennst KpaTKoBpeMeHHO KOHTaKTUPYHOLLEE C KanwlIsapHOM KpPOBbIO, a TaK e
HEMOCPEACTBEHHbIN  KOHTAKT C KOXeld - B MOMEHT  MPOKa/iblBaHUS
(aBTOMaTMYECKaA aKTMBaLyA)

ToHKMe cKapumKaTopbl BbInosHeHbl 13 Matepuan AlSI 304, nokpbimre PC-ABC

Carbotex KpacuTesb OTCYTCTBYeT. Bce mMaTepumasibl He ABNSAKOTCA TOKCUYHBbIMA U
COOTBETCTBYHOT TpeboBaHUsAM PernameHTa (EC) Ne 1907/2006 EBponeickoro
napnamveHTa 1 CoseTa EBponbl 0T 18 fexkabpsa 2008 roga B OTHOLLEHWN
perncTpauun, oLUeHKY, CaHKUMOHNPOBAHUA 1 OrpaHNYeHNs UCMO/b30BaHWS
xvmmndeckux Belllects (REACH). Ctepunmsaums CKapuiuKaTopos
OCYLLLECTBNSAETCA M0 MeToAy 06/1ydeHUsA. ria ocTaeTcs CTepu/ibHOM, MokKa
N/1aCTUKOBas MeyvaTtb-Crainka OTBUHYMBAIOLLIEr0CA Ko/nadka Ha MecTe.

N30enmns KpaTKOBPEMEHHO KOHTaKTUPYHOLLIEE C KanWINSPHOM KPOBbLIO, a TaK »Ke
HEeNnocpPeACTBEHHbI KOHTAKT C KOXeEN - B MOMEHT MPOKaslbIBaHNS
(aBTOMaTHYECKaAA aKTVBaLS)

JlaBcaHOBOe Mo/10THO [M/10THOCTL /1aBCAHOBOMO MosI0THa coctaBnsAeT 125 +/ 10
v

OnocpefoBaHHbIA KOHTAKT, Yepe3 KoKy pyK nauveHTa



OxpaHa okpyxatouie cpegbl
CuctemMa A5l KOHTPO/S YPOBHS T/OKO3bl U KETOHOB B KpoBW FreeStyle Optium Neo cooTBeTCTBYET AupekTuse EBponelickoro Cotosza

2002/95/CE B OTHOLLEHMM OFpaHNYeHnst COAepXKaHNs BPeAHbIX BELLIECTB B 3/IEKTPUYECKOM W 3/IeKTPOHHOM 060pyaoBaHUN: cBuHeL, (Pb),
kagmuia (Cd), ptytb (Ha), wectnBaneHTHbIM Xpom (Cr V), nonmépomMuHaTHble 6udeHnnbl (PBB) 1 nonnbpomandeHnnagmpsl (PBDE)

TecT-nonockn FreeStyle Optium Blood Glucose Test Strips gna onpegeneHnsa ypoBHA 10Ko3bl B Kposu (10, 25, 50, 100 wr.),
PY Ne 2012/13309:
e OcHoBa - TepMorIacTu4HaA r/ieHKa 13 nosinacTepa Mapku Coveme.

e Cnoin 13 NpoBOAALUMX 3/1IEKTPOOB: NPoBoAsLLast yriepoamcTast nacta C2130514 D10 anst NoanepyKKM XUMNYECKOW

CUCTEMBI.
e Cnoi n3onaumn: padoumve YepHunia Erson E6110-116

* Cnoin hepMeHTOB (KOHUEHTpaLMs Ha MOSIOCKY):
"noko3ogerngporeHasa (Buapl-ncesgomoHaabl GDH-HAL) > 0,03 eg
«  HAL+ (kak conn Kamms) >0,1 pr

e ®eHaHTpO/MHa XnHOH > 0,02 pr
*  HepeakTuBHbIE MHIpPeaneHTbI > 16,3 pr

BepxHsasa neHTa:
. MNpo3payHas neHTa u3 nonvactepa Mylan A (FLEXPET)
. Pasgenutens u3 6enoro nonvactepa Melinex (Dupont)

Knesto wmunuit cnoi Ha ocCHOBe akpunosoro nonmmepa Aroset PS 5308 and PS 5307

- Kpacka: mepiviesi Ql__TAa-72GQuartz Ultra C
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YraKoBKa: TEPMUYECKU CKper/ieHHast nyieHka PET 23-16, MonmnatuneHTepedTanar, CTPYKTypa aire3uBHOIO /1051 HeMnpepbIBHas, 6e3
MPOMYCKOB U1 Pa3pbIBOB, AeeKTbI CKIEMBaHNS OTCYTCTBYHOT. KneeBoi cnoin (LumpwuHa) 3,0-5,0 MM MpoYHOCTb CKemBaHUs (ycunme Ha
OTKpbIBaHue) 40-80 H

[py OTKPbIBaHWW YNAaKOBKW, pacc/ianBaHue HenpepbIBHO, paBHOMEPHO, 04HOPOAHO, 3deKT  AeNaMUHUPOBAHUSA OTCYTCTBYET.
PaspbiBa maTepuana Her.

Mog 06pasuoM MATeH KpacuTessa HeT.

KOHTaKT C NOBpPeXXAeHHbIM KOXHbIM MOKPOBOM

TexHMUYecKkme XxapaKTepUCTUKN:

XapaKkTepuctuka 3HayeHue
Kannéposka o nnasme
Pa3mep npobbl KpoBu 0,6 MK
Bpems nsmepeHus S CEKYHA

Llon. Bpems 4518 HaHeCeHUSA NMPobbl KPoBU 5 CeKyH[,
MoaBepska,. cUrHan o AocTaTtovHoM obbeme [la

[rana3oH n3mepeHuns Or 11 go 27,8 mmonb/n
MeTopg n3smepeHns AMMepomeTpus
"emaTokpuUT 30-60%

Temnepatypa XpaHeHUs 4-30 °C

CpoK rogHoctun 18 mecAues

Paboune xapakTepucTuKku
Pabouue xapakTepucTnkn TecT-nonocok Freestyle Optium Blood Glucose Test Strips ans onpefeneHNs YpoBHS HOKO3bI B KPOBY
OLeHMBaUTM B X0/ 1abopaTopHbIX N KIIMHUYECKMX UCCIef0BaHNNA.
Mpeaensl aHanusa: 1,1-27,8 mmons/n (20-500 mr/an)

MpoAo/IXNUTENBHOCTL onpeaeneHns: 5 CeKyH[

3TanoH KanubpoBKMU
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TecT-nonocku Freestyle Optium Blood Glucose Test Strips Ana onpefeneHns ypoBHS I/HOK03bl B KPOBU KasibpoBaHa Mo aHa/ImsaTopy

rmokosbl YSI (kopnopaums YSI).
Pe3ynbTaTbl OnpeaenieHNst YPOBHA T/IHOKO3bl B Lie/TbHOM KPOBW, MOJTyYeHHble Ha aHanmn3atope YSI, yMHOXeHbI Ha 1,12 (3KBUBaSIEHT MN/1asmbl),

YTOObI MOMYYNTb IKBMBA/IEHTHbIE M/1a3Me YPOBHW T/IHOKO3bl /151 Ka/IMOPOBKM TECT-MOMOCOK /19 ONpeaesieHnst YPOBHS T/1H0KO3bl B KPOBY
Freestyle Optium.

BocnpounssognmocTb
VcnbiraHnst BOCMPOM3BOAMMOCTM MOKasa/in, YTO BapnabenlbHOCTb Pe3y/ibTaToB 06bIMHO He rnpeBbiwwaeT 3,0-4,4 %

Cm. Tabnuuy 1 v tabnuuy 2.

TOYHOCTb
Pe3ynbTaTbl onpeaesieHNs YPOBHSA T/HOKO3bI B KaI'II/Iﬂl'IFlpHOI7I KpOBW, NOJTyYeHHbIe cneuasibHO 06yl-|eHHb|M nepcoHasiomM, cpaBHUBa/IN C

pesy/ibTaTamy, NoslyvYeHHbIMU Ha aHasM3aTope HoKosbl YSI.

TOYHOCTb pe3y/ibTaTOB CUCTEMbI, MOSTYHEHHbIX MPU KOHUEHTpauun rnrkosbl < 5,55 mmonb/n (100 mr/an) Ha Cucteme o1 KOHTPOS

YPOBHS T/1I0KO3bl U KETOHOB B KpoBU Freestyle Optium Neo.

Bapdrkd1x+ 1,2BMvibrina 1m(vvrianl 056mvivis™a Bnpeg«lax+0s] vivanu/A
evr/m) (Kowvr/sm) {sm/0A
LLI /1 54(96,1% 1547154(10¢/1)%)

TOYHOCTb pe3y/ibTaTOB CUCTEMbI, MOJTYHEHHbIX MPU KOHLEHTpauun rakosbl > 5,55 mmosnb/n (100 mr/an) Ha Cucteme 419 KOHTPOSA

YPOBHS [/1I0KO3bl U KETOHOB B KpoBU Freestyle Optium Neo.

Blpep«lakt5% Brnpsganakx10% Bnpol/ABsaak+15%
410/ (64,9%) 581/612 (91,9%) 625/632(98,9%)
TOYHOCTb pe3y/ibTaToOB CUCTEMBbI, MOJIYYEHHbIX NPU KOHUEHTpauun rnwkKkosbl oT 1,61 mmons/n (29 mr/gn) po 24,3 mmonb/n (438

*o*m Ci G ~r& o B<<I>»-e~i~i30 X-19 vy OB 1IT m-0K03b>@ B kB-ToBOB B acl|z3oBu F r~eeS-fcyls B M B O .
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B|p«amaxx 0 MMMili (15 ur/gn}||nn 1S% 779/ 786(99,1 %)
iccnenoBaHme Mo OLEHKe Pe3y/ibTaToB OnpeesieHns YPOBHS I/1H0K03bI B NMPo6ax KanwNSPHOM KPOBM M3 KOHUMKA MasbLa, MoyYeHHbIX 165

nauveHTamm, nokasaso CrefytoLLee:
98 % pe3ynbTaToB Haxoaunucb B npegenax +0,83 MMornb/n (15 Mr/an) ot peepeHCHbIX 3HAYEHWIA, MOMYyYeHHbIX Ha aHaIM3aTope /oKO3bI

YSI, Npy KOHUEHTpaUUSAX /OKo3bl HWke 5,55 mmosnb/n (100 mr/an), 198 % pe3ynbTaTtoB Haxoannmeb B npegesniax £15 %0t peepeHCHbIX

3HAYeHWUI, NO/TyYeHHbIX Ha aHa/IM3aTope HoKo3bl YSI, NpK KOHUEHTpaUWSX I/IHoKo3bl He MeHee 5,55 mmonb/n (100 mr/an).
TOYHOCTb pe3y/ibTaToOB CUCTEMbI, MNOJSTYYEHHbIX MPUN KOHLEHTpauuu rokKo3sbl < 5,55 mmosnb/n (100 mr/gn) Ha Cucteme gNnsa KOHTPOSA

YPOBHS I/1H0KO3bl U KETOHOB B KpoBU FreeStyle Optium Neo, rntokomeTpax: Optium, Optium Xceed n Optium Easy.

Bip«qM « t nuiM ifii Bnpegenax+ 0,56 mmMosAb/n Bapexeiax +0,B3 unon»/n

(5UT/ALL) (lIomr/im) (15UT/0%)

125/ 222 (56,3%) 194/222(82,4%) 219/ 222 (98°%)

TOYHOCTb pe3y/nibTaToB CUCTEMbI, MOJTYYEHHbIX MPU KOHUEHTpauuu rako3bl > 5,55 mmonbs/n (100 mr/gn) Ha Cucteme anis KOHTPOSIA

YPOBHS NMHOKO3bl U KETOHOB B KpoBU FreeStyle Optium Neo, rntokomeTpax: Optium, Optium Xceed v Optium Easy.

blpeasnax+5% B mpcaeHax+11% Bipt/|ifiaxx1S%

455/751 (60,6%) 655/751 (67,2%) 730/ 751 (97,2%)
TOYHOCTb pe3ynNbTaTOB CUCTEMbI, MOJTYYEHHbIX MPU KOHUEHTpauuu rokosbl oT 1,8 mmonb/n (33 mr/gn) po 27,4 mvonos/n (494
Mr/gn) Ha Cnucteme 419 KOHTPO/IA YPOBHSA [/1HI0KO3bl U KETOHOB B KpoBU FreeStyle Optium Neo, rntwokomeTpax: Optium, Optium

X ceed n O ptium Easy.
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| np§f0lax+ 0/83 Mwwmab/l4  mr/p} TWIS% 949/LL1(97"%}

ViccnepgoBaHme Mo OLEHKe Pe3y/ibTaToB OMpefeieHNs YPOBHA /HOKO3bl B NPo6ax KaruIapHOM KPoBU U3 KOHYMKA Nasiblg, NosyyeHHbIX 120
naupeHTamMK, NoKasasio CreaytoLLee:

95 % pe3y/IbTaTOB HaxoAWNCb B Npegenax 15 %0t peepeHCHbIX 3HAYeHWI, MOMyYeHHbIX Ha aHasIM3aTope koKasbl YSI, npu
KOHLIEHTpauUMsX r/ioKo3bl He MeHee 5,55 mmonk/n (100 mr/gn) n B npegenax + 0,83 mmonb/n (15 Mr/ga) npy KOHUEHTPaUMSX MOKO3bI

HKe 5,55 Mmornb/n (100 mr/gn). 100 % pe3ynbTaTtoB Haxoaunmucb B npegenax 30,83 mmonb/n (15 mr/an) oT pediepeHCHbIX 3HAYEHWIA,
Nosy4YeHHbIX Ha aHasm3aTope rkoko3bl YSI, MpY KOHLEHTPaUMSX MoKo3bl HKe 5,55 mmonb/n (100 mr/an), n 94 % pesynbtatoB
Haxoaunncb B Npefenax +15 % 0T pediepeHCHbIX 3HaYeHWIA, NOyYeHHbIX Ha aHanu3aTope r/oKosbl YSI, MpK KOHUEHTPaUMSX [/IH0KO3bl He
MeHee 5,55 mmosb/n (100 mr/gn).

Tabnuuya 1 — OueHka BOCNPOU3BOAMMOCTU pe3y/bTaToB

Tliamuyl>-Ouyena nH3W# YMEpeHHO BblCOKOe
Hio KeexaueHHe Bblcowe 3HayeHune

BoalukNe mn4lioam ["pnatos weéwT 3MRHEHNS
CpepaHee sHIHeHXk ,Muarbin10 w/pl 2w T T T 8YMP45[ 1648 ps3ap

00,MMm (Mb/n IfKIfflj 075 (49 075£10yit)

Ko3th "n HrHr BapmaHT, % 439 Vv v

Tabnuuya 2 — BHyTpunabdopartopHasd BOCNPOU3BOANMOCTb

Tabswa2— .

BByTpemaboparropHas HIfiMTS  ran” ;qeapH.H.;f Bhicokoe

BOC/IPO bl PEMHKTL] #RIFl

CpogHoe adamenNe,Mm(3Ne,41 (Mr/an) 2,«(431) 53P 1 161C2BA

W ,mHoN™ N as) 0a1 (1.9) TT TT
BapuauyL, % 4.4 3,6 31
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TecT-nonocku FreeStyle Optium Blood p-Ketone Test Strips An1a onpeneneHns yYpoBHA P - KETOHOB B
KpoBu (10, 25, 50,100 wr.), PY Ne 2012/13309

MpuHUMN onpeaeneHuns

[Mpn HaHeceHUM NPO6bI KPOBM Ha TECT-MOMNOCKY P-rmapoKcnbyTmpaT KpoBu BCTYMAET B PEAKLMIO C peakT1Bamim
TECT-NOMNOCKM, B pe3y/ibTaTe Yero BO3HUKAET C/1abblil 3NIEKTPUYECKUIA TOK. BeniMumnHa 3Toro Toka M3MepsieTcs u
pe3ynbTar oTobparkaeTca Ha aucnsee CUCTeMbI 419 KOHTPO/IA YPOBHA T/HOKO3bl N KETOHOB B KpoBu FreeStyle
Optium Neo. BenmumnHa Toka 3aBUCUT OT KOMMYECTBa P-rnapokcmbyTmpata B Npo6e KpoBw.

MeTopg namepenus AMMNEPOMETPUSA

OcHoBa- TepmonacTU4YHas rsieHKa 13 nonmnactepa mMapkn Coveme
Cnoin 13 NPOBOASILLMX 3M1eKTPOA0B:MNPoBOAsiLLAs yriepoancTas nacta C2130514 D ana noaaep>XKu XMMUYECKO CUCTEMBI
Cnoin nzonsaumm:paboune YepHunia Epson E6110-116
Cnoit hepMeHTOB (KOHLIEHTPaLUMsT Ha MO/IOCKY):

p-OkcnbyTupat-AernaporeHasbl (CuHerHomHon CI) > 0,03 eq
NAD (cBobofHas KucnoTHas goopma) > 1,67 MKr
PeHaHTPOMNMH XMHOH > 0,29 MK
HepearupytoLiyie KOMNOHeHTbI > 19,51 Mkr
BerHHFI J1IeHTa:
Mpo3payHan neHta u3 nonmactepa Mylan A (FLEXPET)
Pasgenntens u3 6enoro nonmactepa Melinex (Dupont)
KnesitoLpii cnoii Ha 0CHOBe aKpwnioBoro nonmvepa Aroset PS 5308 and PS 5307
Kpacka: yepHass QLT4726Quartz Ultra C
YnakoBKa: TepMUYeCKn CKpersieHHasn nneHka PET 23-16,

MonunatTnneHnteped Tanart, CTpYyKTypa ajfre3anBHOrNo cnos Henpepb BHasa, 6e3 NponNnyckoB W pa3pblBOB, Aed eKTb CKNneuBaHMA OTCYTCTBYIW T.
Kneesoii cnoin (mpuHa) 3,0-5,0 mm

MNpo4HOCTb CKenBaHUA (ycuive Ha OTKpbisaHue) 40-80 H

[py OTKPbIBaHMM YMAaKOBKW, pacc/ianBaHue HernpepbIBHO, PaBHOMEPHO, OAHOPOAHO, 3hPeKT AenaMMHUPOBaHUA OTCYTCTBYET. PaspbiBa
maTtepuana Het. INog 06pa3yom NSATeH KpacUTeNs HeT.

KOHTaKT C NOBPeXXAeHHbIM KOXXHbIM MOKPOBOM

3HaMeHMin: 0.0 - 8.0 mmonb/n
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Mpopgo/mkuTenbHOCTb onpeaeneHna: 10 CEKYH/,
JononHutenbHoe Bpemsa Xna HaHeceHue Npobbl KpoBu: 30 CEKYHA

BOCnpon3BoaMMOCTb pe3ynbTaTos: [Mpy KOHLIEHTPALMM KETOHOB HDKe 1,5 MM BOCMPOM3BOANMOCTL Pe3y/ibTaToB He MPeBbILLAeT 0,15 MM
M KOHLEHTPALIMM KETOHOB BbilLie 1,5 MM BOCMPOM3BOAMMOCTb Pe3y/IbTaToB He MPeBbILLAET 10 % KoaddurumeHTa BapuaLmn

O6bem npobbl kKpoBu: 1,5 MKN
[JnanasoH 3HavyeHu rematokputa 30-60%

MoBTOpHOE NpuYMeHeHne [N U3MEPEHUS YPOBHST KETOHOB; Yepes 30 CeKkyH[

OTaNoH KanmbpoBKU:
TecT-nosnockn FreeStyle Optium gns onpefeneHns ypoBHS |3-KETOHOB B KPOBU OTKa/IMOPOBaHbI A/151 OTPaXKeHUST KOHLEeHTpaummn (3

rMapoKcnbyTmnpara
nnasMbl C MOMOLLbIO aHa/IMTU4YecKoro Habopa Randox (RB1007).

Mpeun3smoHHOCTb
ViccnepoBaHMs nokasasn, YTO MOrPELLHOCTb U3MEPEHNsT HaxoanTces B npedenax 3,1-3,8%. Pe3ynbTaTbl ObUM MOYyYeHbl MyTeM

nabopaTopHOro
nccnefoBaHns NPo6 BEHO3HOM Le/bHOM KpoBW (N = 20 41 Kaxkaoro ypoBHs). Cwm. Tabnuuy 1

TOYHOCTb
OnpefeneHne TOYHOCTU BbIABWIO CPAaBHUMOCTb Pe3y/ibTaToB, MOTyYeHHbIX 06yl-|eHHb|M|/| onepatopamMn 1 Nosib30BaTeNIAMUN, HE UMEKOLLIMMA

cneuyasnbHbIX HaBbIKOB. TOUHOCTb Oblia MCCnefoBaHa B TPEX KMHUKaX N YeTbIpex 60/1bHMLAX MyTeM CpaBHEHWUST Pe3y/ibTaToB OnpegesieHns
YPOBHS P-rapoKcmbyTrpaTta B Lie/IbHOM KpoBY C pe3y/ibTaTamiy, NoyyYeHHbIMA NP UCCIEA0BaHNM N1a3Mbl KPOBU B 3Ta/TOHHbIX
nabopaTopHbIX npubopax. Cm. Tabnuuy 2.

3TV nccnefoBaHNA MnokKasasnv, YTo JaHHble, MoslyyYeHHbIe C UCNosb3oBaHueM cuctem FreeStyle Optium Neo, FreeStyle Optium, Optium n
Optium Xceed B 4oCcTaTOMHOM Mepe CornocTaBUMbI C pe3ysibTaTtamu, MoslyHeHHbIMU 3Ta/IOHHBIM /1a60paTOPHBLIM METOLO0M.
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Tabnuua 1- NoBTOPAEMOCTb

Huskoe CpefHee Bbicokoe
CpefHee 3HayeHue, 0,34 2,36 6,32
MMOSIL/N
CraHgapTHOe 0,03 0,09 0.2
OTKJ/IOHEHWE, MMOSB/N
KoathdmumeHT — 3,8 31
Bapuaumm, %
Ta6bnuua 2 - TOYHOCTb
Konnuectso npob 288
[nanasoH KOHLEHTpaUumn KETOHOB, MMOJIb/J 0,07-5,2
Hax/ioH 1,06
Touka nepeceveHNs € OCbIO OpAMHAT, MMOSB/N 0,07
KoathpmupneHT Koppenauun r 0,98

YcnoBus npakTUYeckoro npuMeHeHus

CaxapHblIli AnabeT NpeacTaBseT Co60i XPOHMUECKOE PAcCTPOCTBO MeTa6oMM3Ma [/HOKO3bl, KOTOPOE XapaKTepu3yeTCsi BbICOKUM YPOBHEM
[/IOKO3bl B KPOBU. B K/MHMYECKOM MNJiaHe 3TO 3a60/1eBaHNe CBA3AHO C CEPbE3HbIMM A0MTOCPOUHBLIMU OCMIOXKHEHUAMUW. B HacTosILLIee BPeMs
caxapHblIii 1MabeT HeM3NeUnM 1 TPeGYET MOXKU3HEHHOIO KOHTPO/ISA 3a TeYeHUEM 6OJIE3HM, BK/HOUas 3HAUMTE/TbHOE M3MEHEHVE 06pa3a YI3H,
CaMOKOHTPO/Tb 1 UCMOJIb30BaHNE OPa/IbHbIX M MHBEKLIMIOHHBIX /leKapcTB. CYLLECTBYIOT [1Ba OCHOBHbIX TUMa CaxapHOro AvadeTa: anabeT Tvna
1, XapaKTepu3yOLLMIACS MOSIHOM HECMOCOOHOCTLIO OpraHM3Ma BblpabaTbiBaTb MHCY/MH, U AMAa6eT 2 TUMNa, BbiBBaHHbLIA COUeTaHEM

MHCY/TUHOPE3NCTEHTHOCTN N OTHOCUTEJIbHOTO ,EI,ECbI/ILI,I/ITa MHCYJINHa.
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B COOTBETCTBUM C Pe3y/ibTaTamy OCHOBOMOAratoLLMX PaHAOMM3NPOBaHHBLIX KIMHUYECKUX UCCNEA0BAHWIA, COBPEMEHHAs Tepanms caxapHoro
AnabeTa cTaBuT nepes co6ol Liesb JOBUTHCS YECTKOMO KOHTPO/ISA 3a F/IMKEMMEN C TeM, YTOObI CHU3UTL PUCK CEPbE3HBLIX A0MTOCPOYHbIX

OCJTIOXKHEHUM | .

[ns nauueHToB ¢ caxapHbiM avabeToM 1 Tuna (CA1) 06si3aTeNbHble NPOLIEAYPbI BKMOYAOT B Ce6s1 CAMOCTOATE/IbHbIV KOHTPO/Tb YPOBHS
[/IOKO3bl B KPOBU U ©XKeAHEBHbI MPUEM WHCYIMHA. XOTS 60MbLUMHCTBO 60/1bHbIX CaxapHbIM AnabeTom 2 Tvna (CO2) yaoBNeTBOPUTENIbHO
PeLLatoT CBOM MPo6/ieMbl M3MeHeHVEM 06pasa XXV3HW U NpreMoM MnepopasibHbIX npenapatos (M), MHOrMM 13 HX Ha onpeaesieHHOM 3Tarne
noTpebyeTcs NMpYeM MHCY/MHA , . [nabeT OKasbIBaeT 3HAUMTE/IbHOE BO3AECTBME Ha MaLMeHTa, TPebyst Mep Mo KOHTPO/IO 3a60/1eBaHNS B
TeUeHMe BCEl XU3HW, PEry/siPHbIX BUSUTOB KBpaYy U CYLLIECTBEHHbIX U3MEHEHUIA B 06Pa3e K3H.

MOHUTOPMHI KOHLIEHTPALW T/1HOKO03bI B KPOBY BCerAa b1 BaXHbIM MHCTPYMEHTOM MY AMArHOCTMKe, Tepanum 1 KOHTPO/E CaxapHOro
anabeta. OcyLLECTBNSIEMbI B JOMALLHNX YCIOBMSIX MOHUTOPVHI YPOBHS I/IHOKO3bl B KPOBW G0/bHbIX CaxapHbIM AnabeTom Tvna 1 v Tvna 2
(VIHCYNMHO3aBUCUMbIA 1 UHCY/IMH-HE3aBUCUMbI CaxapHblii AnabeT) cTan NpMBbIMHONM YacTbio Tepanum caxapHoro anabeta. DCCT
(MccnegoBaHWe Mo KOHTPOSIO AnabeTa W ero 0cfoXKHeHNA)5 pekoMeHayeT 6oMbHbIM AnabeToM 1 Tvna NpoBOAUTL CAMOCTOSITE/IbHbIE TECTbI
Mo KpaiiHeit mepe 3-4 pasa B/ieHb, B TO BpeMsi Kak 60/1bHble AnabeToM 2 Tuna A0o/MKHbI NPOBOAWTL CAMOCTOATE/IbHbIE TECTbI MO KpaiiHel
Mepe OAVH pa3 B [eHb.

MOHUTOPVHI YPOBHS I/IFOKO3bI B KPOBU fIN1S1 UHCY/IMHO3aBUCUMbIX NMaLeHTOB

CyLLiecTBYeT 06LLIee cornacue Bpayeldi 0 TOM, YTO /151 NALMEHTOB, MOYyYatOLLX VHCY/IMH, CAMOKOHTPO b YPOBHS! T/THOKO3bI B KPOBU SIB/ISIETCS
Kpaeyro/ibHbIM KaMHeM COBPeMEHHON Tepanumn anabeTa . PerynsipHbIi CAMOKOHTPO/ b YPOBHS! I/1H0K03bl B KpoBy (CKIK) faeT nauyeHTy
[laHHble 06 YPOBHE F/10KO03bl B KPOBY, MOMYyYaeMble B PEXUME peasibHOro BpeMeHWU. Takue AaHHbIe, MoslydaemMble Yepes perynsipHble
NPOMEXYTKM BPEMEHW, MOTYT ObITb UCMO/Mb30BaHbI A1 CNEAYHOLLNX LIEei:

. NS OLEHKMN TEKYLLIETO TNIMKEMMYECKOrO COCTOSIHUS MaLyeHTa

Lns onpefdeneHns TOro, HACKONbKO M3MeHeHNS B ob6pase XU3HN NaymeHTa U MefMLMUHCKAA Tepannsas NOBAUSANU HAa TeyeHUe

3abosnieBaHuA

C/Z1 LWKOM BX1ooK/DK YP=OBpen TKOKO3b>»! B KpoBU
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. [na noaTBepXKAeHNA AMarHo3a runorMKeMimn

. [ns NpeaocTaB/ieHNs MeAMLIMHCKMM CrieLanncTam UHhopMaLmm, Nno3BossiiOLLE ONTUMM3MPOBATL Tepanmio (B TOM UKC/E O
6a3a/IbHOM WHCY/IMHE)

. [N BbIMUC/IEHVSI COOTBETCTBYHOLLMIA 103bl MHCY/IMHA KOPOTKOIO AeCTBIS

CyLlecTBYeT eANHOAYLLIHOe corniacue 0 ToM, uTo CKIK SiBNISIeTCS HEOTHEM/IEMOI YacTbiO COBPEMEHHO MHTEHCMBHOWM MHCYIMHOTEPaNn.
CaMOKOHTPO/b YPOBHS I/10K03bl B KpoBM (CKIK) LUMPOKO Npri3HaH B KauecTBe OCHOBHOMO KOMMOHEHTa 3hheKTMBHOIO CaMOCTOSATE/IbHOI0
KOHTPO/1S 3a60/1€BaHNS caxapHbIM AMabeToOM, 0COOEHHO AN MaLMEHTOB, UCMONL3YHOLUMX UHCYIMH. B naeane cuctema Ansi KOHTPO/S YPOBHS
[/HOKO3bl M KETOHOB B KpoBW Freestyle Optium Neo 1 nonockun cnefyeT BbloMpaThb Tak, YToObl OHW MO/THOCTBLIO YAOBNETBOPSN
NHAMBUAYa/IbHble NOTPEOHOCTM MauueHTa .

B cooTBETCTBUN C MEXAYHAPOAHbIMM pekoMeHaaumsamn, CKIK 1o/mKeH NpoBoanTLCS MO KpaliHeld Mepe Tpy pasa B AeHb, C/iM NauneHT
nenaeT B TeYeHWe AHS HECKO/IbKO MHBEKLMIA. TeM He MeHee, OMTUMa/IbHAs YacToTa CAMOKOHTPO/ISA A0/HKHA 3aBUCETb OT UHAVBUIYa/TbHbIX
XapaKTePUCTUK KOHTPO/S F/IHOKO3bI KPOBW, OT KOHKPETHOM CXeMbI MPUEMA UHCY/IMHA W /IMYHBLIX NPEANOYTEHNA 60/1bHOM0, HanpuMep,
YKENaeMoro obpasa >XU3HN?.

TecT Ha ypoBeHb KeTOHOB (P-OKCuOyTupaTa) NpeAcTaBnsieT coboi A0NOMHUTENbHBLIA UHCTPYMEHT AN 3P(eKTUBHOIO KOHTPONS 3a060/1eBaHUS
AnabeToM. Ecnm opraHvMaM He MOXET rnepepabaTbiBaTb [/IHOKO3Y A5t MOYYEHUST 3HEPTUN (4TO MOXET MMETb MECTO MW CaxapHOM AnabeTe),
WA eCIN T/IOKO3bI HET WX HEAOCTATOYHO, OPraHmn3M A0/MKEH MOTYYUTb SHEPIUKO M3 APYroro UCTOUMHMKA. B Takux criyyasix opraHiam
nepepadaTbIBaeT XUP U3 XXNPOBbIX 3aMacoB (CBOMX COOCTBEHHbLIX) A/1s1 NOYYeHUs1 3HePrun. Bo BpemMsl 3TOro NpoLecca B KpoBM 06pasytoTcs
KeTOHbI. KEeTOHbI KpOBN — €LLle 0AVH NOKa3aTe/lb, KOTOPbIii MOMOraeT 1 caMiMM NauyieHTaMm, 1 X Bpadam OMnpeaennTb, He BbILYIO M 13-Nof

KOHTPO/S 3a60/1eBaHWe naLyieHTa. PEKOMEHYETCS NPOBOAUTL TECT Ha COfepyKaHWe KETOHOB .

N B cnyyae 60ne3Hun (T.e., NPOCTY/bl, rpMnna WM NHMPEKLMOHHOIO 3a60/1eBaHNSA)
° KOF,ELa pe3y/ibTaTbl ITTHOKO3bI B KPOBW BbiLLE, YEM B Anara3oHe, yCTaHOB/IEHHOM MEAULMHCKUM CNELNa/INCTOM
. Korga mayueHT HaxoAuTcs nof 60MbWUM HanpshKeHuem
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Ecnm pesynbTaT M3MepeHust I/HoKo3bl B KpoBK cocTasnisieT 13,3 mmonb/n (240 mr/an) wwm Bbille, Npubop 6yaeT oTobpaxkaTb MeTKy KET. B
TaKoM C/lyyae N0/1b30BaTesto (WM CneLmanincTy-meanKy) PeKOMeHAYeTCA NPOoBepUTb YPOBEHb KETOHOB B KPOBWM MalMeHTa, Mocse Yero

06paTUTLCA 3a BPavebHOM MOMOLLIbHO.

CucteMa MOHUTOPUHIA AnabeTa Takke CrocobHbI M3MEPSITL codepXkaHne 3-rmapokembytupara (P-OHB) — MMEHHO 3TO KETOHOBOE TES0
ABNSETCA Npeob/afatolm B COCTOSIHAN AnabeTUYeCcKoro Ketoaumaosa (AKA). AMeprKaHCcKasa anabeTnyeckasi accoumaumsa peKoMeHayeT
cTpajalowmm anabeToM NpoBepsATb YpoeHb 3-OHB B KpoBY B Crlyyasix, Korja ypoBeHb /IHOKO3bl B KPOBY MOBbILLEH (> 240 mr/on wm > 13,3
MmMosb/). KA npefcTaBnsAeT coboi cepbe3HOoe OCNOKHEHME AuabeTa, TpebyroLee HEMeLIeHHOro BHUMaHWS; /llobast 3afiepXkka B
ANAarHoCTMKe 1 niedeHnn KA MOXKET NPUBECTU KYBE/TMYEHMIO 3a60/1€BAEMOCTM N CMEPTHOCTH .

MHcynnHoTepanusa 1 Npo6iemMbl ¢ OLIEHKOM A03UMPOBKM UHCY/TMHA VIHCYIMH MOXHO BBOAWUTL TOMbKO MyTeM MOAKOXKHON MHBEKLN W
NHAY3UN. B KIIMHNYECKOM NMPaKTUKE NCMOSb3YETCA HECKOMbKO Pa3/IMyHbIX NPEenapaToB UHCYIMHA U HECKO/IbKO Pas/iMyHbIX cXeM npuemMa. [ns
NaLUMEHTOB, HY)XKIAKOLLUMXCA B PEryNspHOM MPUEME MHCY/IMHA, KpaiHe BaXKHO TOUHOE A03MPOoBaHKMe rnpenapaTa, no3BoNsoLLee NoAepXaTb
YPOBeHb [/IHOKO3bI B Mpefenax CBOero LesIeBOro AmanasoHa 1 n3bexkaTb OC/IOXHEHWIA CBA3aHHbIX C 3a60/1eBaHMEM. B TO Xe Bpemsi HeTouHas
N03MPOBKa MHCY/IMHA MOXKET MPUBECTU K Npobiemam, 06yC/10B/IEHHbIM CIMLLIKOM HV3KUM YPOBHEM [/IOKO3bl B KPOBW (MMMOrIMKeMueit). Ans
BceX NaumeHToB ¢ CAL 1 pacTywlen aonuv naumeHToB ¢ C2 coBpeMeHHbIE MeTO/Abl KOHTPO/S 3a 3a60/1eBaHMEM MNpeanosiaraeT
MCMONb30BaHME TePanumn ¢ HECKOIbKUMN UHBEKLIMSIMU eXKeIHEBHO. 3TOT PEXUM TPebyeT crneuyasibHOro 06pasoBaHUs NnaumyeHTa v
MHTEHCMBHOIO MOHUTOPWUHIa COGCTBEHHOIO YPOBHSA I/1HOKO3bI B KPOBU .

MOHUTOPUHI YPOBHS [MHOKO3bl B KPOBU A1 MHCYJ/IMHO3aBUCUMbIX NaLWNEHTOB
CyLLiecTBYeT 06LLIee coracue Bpadeli 0 TOM, YTO NS NALWEHTOB, MOJyYatoLLMX MHCY/IMH, CAMOKOHTPO/b YPOBHSI F/1HOKO3bl B KPOBUM SIBNSIETCS
Kpaeyro/ibHbIM KaMHEM COBPeMEHHOM Tepanumn anabeTta” PerynsipHblii CAaMOKOHTPO/b YPOBHS T/110K03bI B KpoBM (CKITK) AaeT naumneHTy
[aHHble 00 YPOBHE I/HOKO3bI B KPOBW, MOJTyYaeMble B PEXUMe peasibHOro BpemeHW. TaKue AaHHble, Nnoslyyaemble Uepes3 perynsipHble
NPOMEXYTKM BPEMEHM, MOMYT ObITb MUCMO/b30BaHbI /15 CeAYHOLLIMX Lieneid:

Lna oueHKM TeKyl ero rMUKEMMUYECKOT0O COCTOAHMA naumenTa
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o [1na onpefenieHnst TOro, HaCKO/IbKO M3MEHEHNS B 06pase XM3HM NauyeHTa 1 MeauLMHCKas Tepannsi NOoBMNSIV Ha TeYeHne
3aboneBaHUs

» B KauecTBe cuUCTEMbI PaHHEro NpeaynpPeXaeHns Npy 06HAPYXXEHUN C/TMLLIKOM HU3KMX W CIIMLLIKOM BbICOKMX YPOBHE [/1HOKO03bl B KPOBY

e [1ns NoATBEPXXAEHMS AMArHo3a MUMOrIMKEMAN

e [1ns NpeaocTaBneHns MeAULIMHCKAM CrielpanmcTaMm MHGopMaLmin, no3BoNsOLLIEN ONTUMM3MPOBAaTb Tepanmto (B TOM YMCE O
6a3asibHOM WHCY/INHE)

» 151 BbIYMC/EHMST COOTBETCTBYIOLLMIA A03bl MHCY/IMHA KOPOTKOMO AeCTBMS

CyLLIECTBYET eAnHOAYLLIHOE corfacue o ToM, YTo CKIK SiBMISieTCA HeOTHEM/IEMON YaCTblo COBPEMEHHOM MHTEHCUBHOWN WHCY/IMHOTEparmun.
CaMOKOHTPO/b YPOBHS /110K03bI B KpoBW (CKIK) LLIMPOKO MpU3HaH B KauecTBe OCHOBHOMO KOMIMOHEHTA 3(hheKTUBHOI0 CaMOCTOSITe/TbHOMO
KOHTPO/1S 3a60/1eBaHMS caxapHbIM ANabeToM, 0COGEHHO 415 MALUMEHTOB, MCMOMb3YHOLMX UHCY/MH. B naeane cucTemy A1 KOHTPO/S YPOBHSI
[/IOKO3bI 1 KETOHOB B KpoBu FreeStyle Optium Neo v Nonocku crieyeT BbI6MpaTh Tak, YTo6bl OHM MOSTHOCTHIO Y/10BETBOPS/IN
NHAMBYAYa/bHbIe MOTPEGHOCTUN MauyieHTa,
B COOTBETCTBMM C MeXAyHApOAHbIMU pekoMeHaaumsimm, CKIK Ao/mKeH NpPoBOAUTLCS MO KpaiiHeli Mepe TpW pasa B [ieHb, C/IN MaLneHT
[enaeT B TeUeHMe AHS HECKO/IbKO MHBEKLMIA. TeM He MeHee, ONTUMa/IbHAs YacToTa CAMOKOHTPO/SA A0/KHA 3aBUCETb OT UHAVBMAYaIbHbIX
XapPaKTEPUCTUK KOHTPO/S F/IHOKO3bI KPOBY, OT KOHKPETHOW CXEMbI MpYieMa VHCY/IMHA M IMYHBIX MPeAnoYTeHNiA 60/1bHOr0, Hanpuvep,
)KEeNaeMoro obpasa MiBH,
TecT Ha YpoBeHb KETOHOB (3-0KCMBYTMpaTa) NpeAcTaBnsieT Co60i A0MNONHUTENbHBIA UHCTPYMEHT A1 3(hheKTUBHOIO KOHTPO/S 3a60/1eBaHMA
AnabeToM. ECnm opraHvsm He MOXET rnepepadaTbiBaTb [/IOKO3Y 151 MO/TyYeHUs! SHEPrn (UTO MOXKET MMETb MECTO Mpy caxapHoOM avabeTe),
WA eCNIA T/IHOKO3bl HET WM HEA0CTATOUHO, OPraHn3M [0/MKEH MOMYyYUTb SHEPIUKO U3 PYroro UCTOUHMKA. B TaKuXx crlyyasix opraHuam
nepepadaTbIBAET XKVP U3 XMPOBbIX 3aMacoB (CBOMX COGCTBEHHBIX) /151 MOMyYeHUs SHeprn. Bo BpeMsi 3TOro npoLecca B KpPoBM 06pasytoTces
KETOHbI. KETOHbI KpoB/ — elLle OAMH MoKasaTe/lb, KOTOPbIA MOMOraeT 1 camMMM NauyeHTaMm, 1 X Bpadam Onpeae/inTb, He BbILLIO /i U3-M0f
KOHTpONA 3a60/1eBaHNe nauyieHTa. PeKOMeHAyeTCsl NPOBOAUTL TECT Ha CoflepXKaHue KETOHOB.

e Bcnyyae 60ne3HK (T.e., NPOCTYAbI, rPUNMa WM MHAEKLMOHHOTO 3a60/1eBaHNs)

 Korpga pesynbTaTbl I/HOKO3bI B KPOBY BbilLie, YeM B AvanasoHe, YCTAaHOB/IEHHOM MeAVLIMHCKMM CMeLuaiucTom

« Korga nauyieHT HaxoauTcst Mog, 60/bLUMM HanpPsKeHVEM

« Bo Bpems 6epeMeHHOCTM

'"nice, U-N. (2010) IMICE Type 1-2010 update. Clinical Guideline 15 - Type 1 diabetes: diagnosis and management o f type 1 diabetes in children, young people and adults. London,

——mInstitute for Clinical Excellence
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Ecnm pesynbTaT M3MepeHust I7KOo3bl B KpoBK cocTaBnseT 13,3 mmonb/n (240 mr/on) wim BbllLe, Nprbop 6yaeT oTobpaxaTb MeTKy KET. B
TaKoM C/lyyae Mosib30BaTesito (WM CneLvasincTy-MeamKy) PeKOMeHAYeTCA NPOBEPUTL YPOBEHb KETOHOB B KPOBW MauyeHTa, Mocsie Yero
06paTUTLCA 3a BpavebHOM MOMOLLHO.

CucteMa MOHUTOPUHIra AnabeTa Takke CrocobHbI U3MepPsATb cofepXkaHune (3-rmapokenéytmparta (P-OHB) — MMEHHO 3TO KETOHOBOE TeJS10
ABNSETCS Npeob/1agatolmMm B COCTOSAHUN AnabeTUYecKoro Ketoaumaosa (AKA). AMeprKaHCKas AnabeTnyecKas accoumaumsa peKoMeHayeT
cTpagalowmm anabeTom npoBepsATb ypoBeHb P-OHB B KpoBM B C/ly4asiX, Koraa ypoBeHb [/1H0K03bl B KPOBM MOBbILLEH (> 240 mr/gn wwm > 13,3
Mmosb/). KA npefcTaBnseT cob0i cepbe3HOe 0C/I0KHEHWe AnabeTa, TpebytoLlee HeMea/IeHHOT0 BHUMAHWA; Ntobas 3afepXkka B
ANarHoCTMKe 1 niedeHnn KA MOXKET NPUBECTU KYBETMYEHMIO 3a60/1€BAEMOCTM 1 CMEPTHOCTU'™.

NHcynuHoTepanma n Nnpo6siemMbl C OLEHKOM A03UPOBKU UHCY/IMHA VIHCYIMH MOXHO BBOAUTb TOJIbKO NyTEM MOAKOXHOW NHBEKLUN
NN MHAY3UN. B KNIMHUYECKOW NpakTUKe MCNOJb3yeTCA HECKO/IbKO pas/IMUyHbIX NnpenapaTtoB UHCY/INHA U HECKOJIbKO pa3/inyHbIX
cxem npuema. [ns nauneHToB, HY)XAAKLWMXCA B PeryispHOM NpuemMe VMHCY/IMHA, KpaliHe BaXXHO TOYHOe 403MpoBaHue npenapara,
Nno3Bo/IAOWEee nogaepxarb YpoBeHb [/1H0KO3bl B npejesiax CBOero LesieBoro gnanasoHa n nsbexarb OC/TIOXHEHUN CBA3aHHbIX C
3aboneBaHneM. B To xxe BpemMsa HEeTOUHas A03UPOBKa MHCY/IMHA MOXET NpuUBECTU K Npobsiemam, 06yCNOB/IEHHBbIM C/IMWIKOM HU3KUM
YPOBHEM [/1HOKO3bl B KPOBU (runoravkemueit). Ana Bcex naymeHtoB ¢ CA1 n pactyuwen gonuv naymeHtoB ¢ CA2 coBpeMeHHble
MeTobl KOHTPOJIA 3a 3aboneBaHMeM npegnosiaraeT UCNosib30BaHMe Teparnnm ¢ HECKONIbKUMN NHBbEKUMNAMN eXxeaHEeBHO. ITOT
pexum TpebyeT cneymanbHOro obpasoBaHUA NauneHTa N UHTEHCMBHOIO MOHUTOPUHIa CO6CTBEHHOIO YPOBHS M/1HOKO3bl B KPOBU™.

MeToAbl 1 cpeacTBa Ae3nHGEeKLUN
[N YACTKM 1 Ae3NHDEKLIMM MOBEPXHOCTM KPbLLKU M3MEPUTENTbHOrO OKHA 1 M3MepPUTeNIbHOE OKHO MOC/E MCMO/b30BaHMS U He PexXke OfIHOro

pasa B [leHb.
[N [e3MHAEKLMN MPUrOAHBI CIErkKa YB1aXKHeHHbIE Ae3VHADULIMPYIOLLMM CPeACTBOM BaTHbIE MasioUKy, TaMMOHbI WM TKaHeBble CaneTKu.

cnonb3yiiTe cMecb M3 NponaHona-1, nponaHona-2 v ryTapo- Boro asibAernaa, U3BECTHOrO B HEKOTOPbIX CTpaHax Mof TOProBbIM
HaMMeHOBaHWeM «Bauyion naoc». MogoXKauTe [0 MOMHOIO BbiChIXaHWUS MPOTEPTLIX MOBEPXHOCTEN. CneauTe 3a TeM, UTo6bI BHYTPb Npuroopa

He nonavia XXNKoCTb.

etes A'ssociation.

"Ketoacido}sisb(DKA). Living Well with Diabetes.American Diabetes Association, 1701 North Beauregard Street, Alexandria, \VA22311 1-800-DIABETES Copyright 1995-2013,
1) tJ = i
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BH/YMAHME!!! Hukorga He 1UCMo/b3yiTe OpraHNYecKue pacTBopuTenn, He onpbicKMBaiTe Nprbop 1 He norpyxkanTe ero B

[E3VHMLMPYIOLLIVE PACTBOPbI.

MapKupoBKa ynakoBKU

CumBon 3HayeHune CumBon 3HaueHune
O6paTtntechb K NHCT]:AKMUKN No
m MpewnpexaeHne
npUMeHeHuo

AN

TemnepartypHble npegensl FopeH oo

MepuyuHckoe nsgenve ana
MNpownssoantens IVD

w1 AnarHocTukm/nwtro
LOT]| Kog naptnun REF Homep no katanory
He npuMeHsATb NOBTOPHO MoanexunT nepepaboTke
[atd h3roToBrieHNs SN CepuiiHblii HOMep

[— Crepunm3oBaHo 061yYeHnem

3anpewaeTca NUTb
(Tonbko naHueTbl)

NN 3Hak CE
He ncnonb3oBaTb NPV NOBPEXAEHHOW ynakoBKe
PerncrpaymoHHoe ygoctoeepeHue 1MVa........... OT coereerenenaes
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TpaHcnopTUpOBKa N XpaHeHne

Bbl10 NPoBeAeHO OLEHOYHOE UCC/efoBaHVe, NO3BONMBLLIEE NMOATBEPANTDL, UTO Pe3y/ibTaTbl KPATKOCPOUHOrO BO3AENCTBUS SKCTPEMasIbHbIX
TemnepaTyp Ha TeCT-MOMIOCKK, HAXOASLMECS BHYTPU CUCTEMbI MOHUTOPMHIA YPOBHS I/IHOKO3bI 1 KETOHOB B KpoBW Freestyle Optium Neo,
HaxoaaTCcs B Npeaenax cneunduKkaummn. Pe3ynbTaTbl TECTOB MNPy TPAH3UTHOM XPaHeHUM COOTBETCTBOBA/IN KPUTEPUSIM NMPUEM/IEMOCTH,
NoKasaHHbIM B TabNMLLAX HWKe, W, CNeaoBaTe/lbHO, AEMOHCTPUPYHOT NMprieM/ieMble CBOMCTBA /151 TECTOBbIX M0sI0coK G3cP nocne
KPaTKOCPOUHOr0 BO3AEVCTBUSA IKCTPEMa/IbHbIX TeMmepaTyp. Tak/M 06pas3om, KPUTEPUM NPUEMSIEMOCTU ANst UCTbITaHWA Ha TPaH3UTHOE

XPaHEHUE BbIMNO/THAKOTCA.

CpepHee cnpaBo4Hoe PasHocTb cpegHnx  CtpeccoBas Temnepatypa (° C)

3HauyeHue YSI OTKJIOHEHWI OT

MMO/Tb/N Mr/gn KoHTpos1A (22°C) -20 40

2,6 46 MMOJTb/N 0,00 -0,08
mr/gn -0,1 -1.5

6,4 114 % -1,8 -2,5

22,4 405 % 0,0 -2.9

XPAHEHVE OCYWECTBNAAETCA B HEAOCTYNHOM ANA AETEW MECTE!!

MNMapameTp 3Ha4yeHuVe

Temnepartypa XpaHeHUs Cuctema 111 KOHTPOSA YPOBHS I/IHOKO3bI U KETOHOB B
kpoBW Freestyle Optium Neo - 20°C go 60°C

TecTt-nonocku FreeStyle Optium gns onpegeneHns
yPoBHS (3-KeToHOB B Kposu 0T 18 °C go 30 °C

Tect-nonockn FreeStyle Optium Blood Glucose Test

Strips ana orpeaeneHnsa ypoBHA I1HOKO3bI B KPOBU
OT 15 °c [10 40 °c

faoomasn TensnepaTtypa
CunctemMa A1 KOHTPO/ZIA YPOBHSA F/1IlOKO3bl U KETOHOB B
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kpoeu Freestyle Optium Neo -10°C go 50°C

TecT-nonocku FreeStyle Optium ona onpeaeneHns
YpOoBHA (3-KeToHOB B Kposu 0T 4 °C go 30 °C

Tect-nonocku FreeStyle Optium Blood Glucose Test
Strips 4na onpeaeneHnsa YPOBHS /IHOKO3bl B KPOBU
ot4 °Cpo 30 °C

Pabo4yas BNaXkKHOCTb oT 10 o 90 % (6e3 KoHAeHcaumn)

JaBneHne Or50 rfago 106 rMha

Cuctema Ansi KOHTPO/ISA YPOBHS T/1HOKO3bl U KETOHOB B KpoBM FreeStyle Optium Neo MMeeT gnana3oH xpaHeHnsa 0T14°C po 30°C B cBA3U
C TeM, YTO KOMIIEKT COAEPXKMT TeCcT-nosiockn FreeStyle Optium Neo gns onpefenieHNsA YPoBHA /1OKO3bl B KPOBU C OrPaHNYeHHbIM CPOKOM
XpaHeHus.

MapaHTUK npoun3BoanTensa

3660TT Aainabuntn3 Kae VHK (3660TT) rapaHTUPYET, UTO CUCTEMA A1 KOHTPO/IA YPOBHS I/1H0KO3bl 1 KETOHOB B KpoBW FreeStyle Optium Neo
npv co6/0AEHNN PEKOMEHAALINIA NMPON3BOAUTENSA MO MPUMEHEHMIO U CEPBUCHOMY 06CTY>KMBaHMIO (Mpy HE06X0AMMOCTI) CPOKa roAHOCTU He
MMeeT.

OrpaHunyeHHaa rapaHTua

2660TT Aanabnutn3 Kae VHK (3660TT) rapaHTUPYET, UYTO CUCTEMA U1 KOHTPO/IA YPOBHS T/IHOKO3bl M KETOHOB B KpoBW FreeStyle Optium Neo
He MMeeT AedheKTOB MaTepuasioB M NPOM3BOACTBA, CPOKOM Ha 2 (aBa) rofa ¢ AaTbl MepBoHaYasibHOro NMpUoopeTeHNss WM AaTbl NOCTaBKK, B
3aBMCMMOCTM OT TOro, Kakad W3 3TUX [AaT HaCTynuUT Mo3xe, MpU YCNOBUM, 4YTO B M3OE/INE HE BHOCUMIOCb WM3MEHEHUI W OHO He W
MCMO/Mb30Ba/I0Ch HeHaleXXallmm 06pa3oM. B COOTBETCTBUM C [JaHHOW OrpaHWYEHHOW rapaHTUK, ec/ii 0BHapYXMTCH, 4YTO cUcTeMa [s
KOHTPO/S YPOBHA [/1HOKO3bl M KETOHOB B KpoBu Freestyle Optium Neo nmeeT feheKTbl MaTepuania WM U3rOTOB/IEHUHA, €4MHCTBEHHOe
0643aTeNbLCTBO, KOTOPOe NpUHUMaeT HA ce6s KOMMaHUS I660TT — GecnnaTHO 3aMEHUTb CUCTEMY AN KOHTPO/IA YPOBHA IJ1HOKO3bl 1 KETOHOB

rapaHtTupy'~rp~o Takum XK€ WIN nogo6Hbim U3AENNEM, kak 3TO 6yp,eT onpeaesieHo 3660TT o CBOEMY YCMOTPEHNUIO. 660TT

N ycnoBun, 41To OHO MUCNOJIb3yeTCcd MO Ha3Ha4YeHunrw, " Hepa6oqee
4+ lacTt/h no -rec-r-nonockally|]/l. M3roToBAEeHHbBIMU KaKUM-
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6o ApYyrMM U3roToBUTENEM, KPOMe D060TT. [JaHHasi rapaHTusl OTHOCMTCS TO/IbKO K CaMOMOW CUCTEME AN KOHTPOSSA YPOBHS [/1HOKO3bl U
KETOHOB B KpoBM Freestyle Optium Neo 1 He NMPUMEHSIETCS K BCOMOrarteslsHoMy 060pyA0BaHMO Wi 0AHOPa30BbIM MPUHALNEXHOCTSAM,
pacnpocTpaHseTca TOMbKO Ha MepBOHAYa/IbHOro MOKYMaTess M He MOXET ObITb nepedaHa TPeTbUM NvuaM. [oxanyiicTa, 03HAKOMbTECH C
PYKOBOACTBOM 0/1b30BaTe/Ns/PYKOBOACTBOM 0/1b30BaTENS] MO HACTPOVKe, rAe COAEPYKaTCsl WHCTPYKLUMM MO MCMO/Ib30BaHMKO YCTPOIACTBA,
NMHJopMaUus 0 AUCTPUOLIOTOPE W M3roToBUTENE. B cnyyae Heo6XOAUMOCTM FapaHTUAHOIO OOC/Y)XKMBaHUS 00paTUTECH B CYXOYy
06CNY)KMBAHUS K/IMEHTOB, YTOObI MO/TyYMTb MOMOLL WWIN MHCTPYKLUMX MO MO/TyYeHNO HOBOMO YCTPOWMCTBA Ha 3ameHy aedeKTHoMy. Cwm.
KOHTaKTHble [aHHble C/yXObl 06C/Ty»XMBaHMS KVEHTOB B PYKOBOACTBE MO/1b30BaTeNs/PyKOBOACTBE MO/b30BaTeNIs1 MO HACTPOMKe. D660TT
MOXET MOTPeboBaTb B KAUECTBE YC/I0BUSI FapaHTUIAHOMO 0OC/TY)KMBaHNSI BO3BPAT CUCTEMbI A/1s1 KOHTPO/S YPOBHS I/1OKO3bI M KETOHOB B KPOBY
Freestyle Optium Neo ¢ npefonayeHHON CTOMMOCTBHO JOCTAaBKW MO afipecy, YKa3aHHOMY C/Ty»K001 06Cy»KMBaHUST KMeHTOB. HI1acKonbko 3TO
BO3MOXHO BO3MOXHOCTM B COOTBETCTBMM C AEMCTBYHOLUMM 3aKOHOAATE/IbCTBOM, AaHHas rapaHTMs O660TT MO OTHOLLEHMIO K CUCTEME AS
KOHTPO/IS YPOBHS [/OKO3bl N KETOHOB B KpoBM Freestyle Optium Neo HOCUT SIBHbI M MCUEPMbIBAIOLLIMIA XapaKTep M MOSIHOCTLIO YKa3bIBaeT
BalLLN UCKMKOUMTENbHbIE CPeACTBA MPaBOBOM 3alLMTbL. D660TT He NPEeAOCTaBASIT HUKAKMX APYTX FrapaHTUi, SIBHbIX WM NoApa3yMeBaeMbIX,
N 3660TT OTKa3bIBAeTCS OT /IHOObIX APYrvX rapaHTWiA, BKMOYasl, HO He OrpaHMuYMBasiCb MepPeunC/IeHHbIM, MoApasyMeBaeMble rapaHTUN
TOBAPHOr0 COCTOSAHMS M MPUFOAHOCTU AN KOHKPETHOM LI, M NMobbIX APYrnX CPeACTB MPaBOBOM 3allMThbI, BK/KOYasi, HO He OrpaHN4MBasiCb
MepPeUnCNeHHbIM, KOMMEHCALWK, BbIM/lauBaeMble B COOTBETCTBMW C [IOFOBOPOM WM B COOTBETCTBMM C 3aKOHAMK O [e/MKTax. D600TT He
MOXET rapaHTMpOBaTb, YTO paboTa CUCTEMbl A/ KOHTPOSS YPOBHS [/IOKO3bl M KETOHOB B KpoBM Freestyle Optium Neo 6yget

6ecrnepeboHON W 6e30LLNBOYHOIA.

OrpaHI/Iqul/Ie OTBETCTBEHHOCTHU
B Toi Mepe, HaCKO/IbKO 3TO BO3MOXXHO B COOTBETCTBUA C AEVICTByPOLLI,I/IM 3aKoHOAaTe/NIbCTBOM, KOMIMaHnA 3660TT He HeCeT OTBETCTBEHHOCTYU

38 KaKoW-nmbo crydaliHbIi WM KOCBEHHbIA YLUEP6, CBS3aHHbIA HaNPsSIMyH) WM KOCBEHHO CBSi3aHHbIe C WUCMO/b30BAHWMEM CUCTEMbI A/1SA
KOHTPO/IA YPOBHSI T/HOKO3bl UM KETOHOB B KpoBM Freestyle Optium Neo, €é HeUCNpPaBHOCTbIO WA PabOTON, HEe COOTBETCTBYHOLLIEA
cneumbmnkaumam. B HEKOTOPbIX HOPUCANKLMSX HE [AOMYCKAeTCs WCK/OUEHME WM OrpaHuUYeHne apyrux MpsiMbiX WM MOApasyMeBaeMbIX
rapaHTWiA, CMy4yaiHOro W KOCBEHHOrO Yulepba, Mo3TOMY BbllleyKa3aHHble OFPaHMUeHUs WM UCKIOYEHUST MOMyT Ha Bac He

PACMPOCTPAHATHLCS.

CepBUCHbI LEHTP

JNa6opaTtopm3»125171. MockBa. JleHHrpaagckoe occe. .16 A. cTtp.1
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Ten/hakc; +7 (495) 258 42 80  www.abbott-russia.ru

OTaen peknamauyui

OO0 «3660TT J1abopaTopm3» 125171, MockBa, JTleHUHrpaacKoe Lwocce, 4.16 A, ctp.l
Ten/gpakc: +7 (495) 258 42 80  www.abbott-russia.ru
YTunmnsauyma gns Poccuiickon ®epgepauunmn

YTnnusaumsa nutneBbixX akkymynsatopos CR 2032 (batapewn) -

Vcnonb3oBaHHbIe 68.T8.p€|/| HENb3A yaaiATb BMECTE C ObITOBbIMM oTX04aMMW.

YTunusaymsa cuctembl 419 KOHTPOIS YPOBHS T1H0KO3bl M KETOHOB B KpoBK FreeStyle Optiuoi Neo, ABTonaHueta Il FreeStyle B
P® ocynpectBnsaetca cornacHo CaHlnH 2.1.7.2790-10, MegMUMHCKWE U3Aennsa OTHOCATCA K K/accy onacHocTu A AenaoTcA
ANNAEMUONOrNYECKN 6e30MacHbIMM 0TX0amMu, MPUOIKEHHBLIMA M0 COCTaBy KTBEPAbIM ObITOBbIM 0TXO0AaM W [A0/MKHbI ObITb
YTUIN3MPOBaHbI aKKPeAUTOBAHHOM OpraHu3aLuii, B COOTBETCTBUN C AeMCTBYIOLLIMM 3aKOHOAATe/IbCTBOM Pd.

Ytunusauunsa TecTt-nosiocok FreeStyle Optium Blood Glucose Test Strips, TecT-nonocok FreeStyle Optiunn Blood (3-Ketone Test Strips,
JNaHuetoB Thin lancets B P® ocyulectsnsieTca cornacHo CaHlMvH 2.1.7.2790-10, oTHocATcS KKiaccy onacHocTn b. ABnstores
ANUAEMMONOMMYECKM OMacHbIMU 0TX04aMN, NHUUMPOBaHHbIE 1 NOTEHUMAIbHO NH(MLMPOBaHHbIE O0TXOAbI

YMO/THOMOYEHHbI NpeacTaBUTeNlb NPOM3BOAMTENSA Ha TeppuTopun Poccuiickoii deaepaumm: OO0 «3660TT
NabopaTopms»125171, MockBa, JIeHMHrpaackoe Locce, 4.16 A, ctp.l Ten/thakc: +7 (495) 258 42 80  www.abbott-russia.ru

A.VKi™oit
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MepeBena c aHrIMIACKOTO 53blKa HA PYCCKUIM 3bIK
nepesofunk bosapeHkosa Hagexxaa BUKTOpoBHa

Poccuiickaa depepauyms

Mopog Mocksa

[eBaTHaaLaToro okTa6ps ABe TbiCAYM CEMHAALATOrO roga.

A, AsseeBa EneHa IBaHOBHa, BPEMEHHO UCMNOMHAOLWaA 0643aHHOCTY
HoTapuyca ropoga Mocksbl MakapeHKo Anekces Anekceesuya, CBULETENbCTBYIO
MOA/MHHOCTbL NOANMCK NepeBofUMKa BosipeHKOBON Hagexabl BUKTOPOBHGI.

Moanuce caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTb NOANUCABLUETO LOKYMEHT YyCTaHOB/EHaA.
3apeructpupoBaHo B peecTpe: Ne

B3biCKaHO rocyapCTBeHHOM NOWANHBI (N0 Tapuady);
YnnayeHo 3a OKas3aHue ycnyr npaBoBOro U TeXHM4Yec

cero npownTo, npo
N CKpensaeHo nevatb
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MwpakTtepa: 200 pyo6.

E.N. ABfeeBa

poBaHo
3 (cTo TpM) NucTa.

E.N. ABfeeBa



NOTARIAL CERTIFICATE ~*

IT KNOWN that 1, Esmond Geoffrey John Jenkins of Old Manor Barn,

Jrncote, Cirencester in the County of Gloucestershire, England, a duly authorised
iry Public, CERTIFY AS FOLLOWS:

That the paper writings annexed hereto is an original document produced to
me and signed by Archcna Sabananthan the UK Regulatory Project
Manager and duly authorised signatory of Abbott Diabetes Care Limited and
who is identified to me by Australian Passport number N7480193.

SIGNED and sealed Hampton Law LLP Solicitors Market Square, Bampton in the
Country of Oxfordshire, England on 7“*August 2017

Esmond Geoffrey John Jenkins

Notary Public
England and W"ales Protocol 17-389

Esmond G J Jenkins - Notary Public

[Old Manor Barn
Shorncote

Icirencester, County of Gloucestershire
IGL7 6DE, England
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In this Owner’s Guide only principles of use of Freestyle Lancing Device Il are specified.

(ID

Archana Sabananthan
Regulatory Project Manager
Abbott Diabetes Care Ltd

aABBOTT
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This Freestyle Lancing Device Il is intended for use
together with Freestyle lancets or Thin lancets. To get
additional information on your glucose monitoring system
and instruction for measuring blood glucose please refer
to the User's Manual.

Overview of the lancing device (refer to figures)

(A) Depth adjusting disk

(E) Lancet holder

() Transparent cap (for sampling from alternative sites)
(B) Depth indicator window

(F) Puncture device cap

(C) Puncture button

(G) Lancet cap

(D) Arming/triggering slider

(H) Lancet

Important!

This Freestyle Lancing Device Il is intended for use by a
single patient only and it is not suitable for use by health
care professionals on multiple patients. Use of one device
on multiple patients may result in infection and thus strictly
prohibited.

Use of the Freestyle Lancing Device Il

1. Remove cap from the lancing device (F). Break the cap
off by bending it.



2. Insert the lancet (H) into the lancet holder (E). Insert the new lancet into the blue holder cylinder
tightly (this may result in arming the device).

3. With a rotation movement, remove the lancet cap (G). Holding the puncture device firmly with one
hand, unscrew the lancet cap with another hand.

4. Put on the puncture device cap (F)
Put the cap on so it fastened with a click. Take care not to touch the exposed needle of the lancet.

Note. Use dark cap for fingertip blood sampling and transparent cap for sampling from
alternative sites.

5. Set the depth (A)

Puncture device can be adjusted for 9 different options of depth (including intermediate ones). Level

1is for minimal depth, and 5 is for maximal depth. Minimal value is recommended for finger

puncturing. For blood sampling from alternative sites, use transparent cap (I) with fixed depth value.

6. Arm the slider (D)

Pull the grey slider back to click (the device may have been armed at stage 2 already).

Now, glucose level can be measured.

7. Choose an appropriate sampling site

a. Fingertip

- Press the puncture device (with dark cap on) to the side surface of your fingertip.

- Press the puncture button (C).

- If necessary, squeeze your finger to get a blood drop.

MMoreIdetaiIed info on analysis with use of your glucose level control system is given in the User's
anual.

Puncture in alternative sampling sites

More detailed info on alternative sampling sites (aside from fingertip) is given in the test strip
instruction manual.

Warning!

Perform analysis with fingertip blood sample. Don't use alternative sampling sites in following cases:
- you suspect you have low glucose level (hypoglycemia) or low hypoglycemia insensitivity;

- you suspect that your glucose level changes quickly;

- results of analysis from samples taken from alternative sites don't match your well-being;

- less than two hours passed after meal, insulin administration or physical exercise.

If the set lacks transparent cap you need, contact the Customer Service.
- In order to make "fresh" blood get closer to the skin surface at the sampling site, rub this spot

intensively for few second until you feel the warmth.

- Press the puncture device (with transparent cap on) tightly to the sampling site.
- Press the puncture button (C). Don't lift the device.
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- Keep pressing the device against your skin, gradually increasing the pressure strength, for few
seconds before the blood drop appears.

- Carefully lift the puncture device, try not to blur the blood sample. Note. Avoid puncturing moles,
spots above veins, bones and sinews. Bruising may occur at the test site. In this case, consider
choosing another sampling site.

8. Removing the lancet

- Remove the puncture device cap (F).

- Put the triggering slider down (D) to disconnect the lancet from the device.
- The lancet must be removed and disposed in according to local regulations on wastes disposal.

Taking Care of Your Meter

Clean the outside of the puncture device with an isopropyl (or soap water) alcohol cloth. If needed,

the cap can be removed, washed with warm water and thoroughly rinsed. Keep the puncture device
in the carry case or clean dry place.

Important!

Do not place the housing with puncture device in water or other liquids.

n Mumfofd Ltd.
Product of UK BribliHill
ART24700-004 Rev. A 01/14 ©2012 Abbott ; gmﬁkugmd A b b (@) tt
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/MepeBog, C aHr NINCKOro A3blka Ha pyCCKui A3bIK/
YOOCTOBEPUTEJ/IbHAA HAAMNCb HOTAPUYCA

JOBOXY ,CI|O BCEOBLLEIMO CBEAEHWA, uTo A, 3cmoHg Dxeddpun A>xoH OxeHKuHc, Ong
MeliHop BapH, LLopHKoT, KupeHyecTep, MpacTBo nocteplump, AHIUSA, BbICTYNas B Ka4yecTBe
JO/MKHbIM  00pa3oM  YMOMHOMOYEHHOr0 rocyAapCTBEHHOro HoTapuyca, HACTOALLNM
YOAOCTOBEPARO, uTto:

1. npunaraemblii AOKYMEHT MpeAcTaBnsieT CO60M OpurvHan AO0KYMEHTa, KOTOpbIii
npegoctasusia MHe M nognucana ApyaHa CabaHaHTaH, MeHempkep HopmaTtuBHO-
npaesoBoro otgena no CoeanHéHHoMy KoponeBCTBY C MpaBOM MOAMUCUA OT WMEHU
KoMnaHum «3660TT fanaoutns Kae lumnteg» (Abbott Diabetes Care Limited), nMuHOCTb
yCTaHOB/IeHa Ha 0CHOBaHMM ABCTPa/IMIACKOro nacrnopta Homep N7480193.

NOANMNCAHO n ckpenneHo neyaTtbto 7 aBrycta 2017 roga B HOTapuasibHOM KOHTope BamnToH
J1o Sn32nlMn Conucutepc Mapket Ckseap, BamnToH, MpadcTeo OKcopaLLnp, AHIIUS.

/nognuce/
AcmoHg Dokedpn AXKOH IXKeHKUHC

["ocyfapCTBeHHbI HOTapuyc
AHI UM 1 Yanbca
MpoTokon Ne 17-389

/TucHeHas nevaTb HOTapuyca/
/wTamn/:
acmoHg k. k. OXEeHKNHC
MocyfapCTBEHHbIN HOTapuyc
Ong MeiiHop BapH
LLlopHKOT
KupeHuecTep
MpadcTBO MNocTepLump
GL7 6DE, AHrnna
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B jaHHOM CrpaBoOYHOM PYKOBOZCTBE NOKa3aHbl TONbKO MPUHLUUMBLI UCNO/b30BaHUS
NpoKanblBaoLWEero yctpoiictea Freestyle Lancing Device II.

MpokanbiBatollee ycTpoiictBo FreeStyle Lancing Device I
npegHasHayeHo ans MpYMeHeHs C  NaHuetamu
Freestyle wm Thin Lancet. [AnA nonyyeHWss  MOMHOWA
nHpopmaumm 06 WUMeloWencs y Bac CUCTEME KOHTPONS
YPOBHSA [/IIOKO3bl B KPOBM W WMHCTPYKUMA NO  NONAYyYEHWUHO
pe3ynbTaToB M3MEPEHNS YPOBHS [MHOKO3bl B KPOBU, 06paTUTECH
K pyKOBOACTBY NO/b30BaTENS.

KpaTkuii 0630p NpoKanbIBatoLEero ycTpoicTaa
(cm. mnnocTpaumm)

(A) Aunck ycTaHOBKW FNy6uWHBI
(E) Aepxatenb naHueta

(I) TMpo3spauHblii Konmavyok (And B3ATMA MPo6 KPOBU U3
aNbTEPHATUBHBIX MECT)

(B) OKHO MHAMKaTopa YCTaHOBKMW /TyOUHBI

(F) Konna4yok npokasibiBatoLLero ycTponcrea

(C) KHomnka npokanbiBaHus

(G) KpbilKa naHueTa

(D) Non3yHok B3Boga/cnycka
(H)

NaHuert

BaykHO!

[aHHOe  npokKanbiBawollee  YCTPOICTBO  MpefHa3HayeHo
NCKMKYNTENbHO AN NPUMEHEHUS Y OLHOMO YesoBeka W
He noaxognT  Ans NCNONb30BaHUS  MeAULUMHCKAMN
paboTHMKamKu.  Mcrnonb3oBaHWe  OfHOrO  YCcTpoicTBa Y
HECKO/IbKMX YeI0BEK MOXKET MPUBECTU K MHPULMPOBAHNIO.

/icnonb3oBaHMe NPOKa/bIBalLLEro ycTpoicTea

1. CHumUTE KONNAYoK MpOKasbiBalOLWEro ycTpoiictea (F).
OT/0MUTE  KOMMAYOK NPOKa/TbIBAKLLEr0 YCTPOMCTBa,
HaK/IOHWB ero nog yriom.

ApuaHa CabaHaHTaH

MeHemxep HopmatuBHO-NPaBoOBOro otaena
«2660TT Janabutns Kae inmntea»
/wTamn/: 9660T

/nognucaxHo/

07 asrycra 2017 roga
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r Ecnn B Habope HET HY>XXHOro Bam NPO3payHOro Kosnauyka, 06patnteck B 0TAeN paboThl C KAMEHTAMU.

Utobbl 0becneunTb MNOCTYM/IEHNE «CBEXEN» KPOBU OAMXKE K MOBEPXHOCTU KOXM B MeCTe
TECTUPOBAHUS, UHTEHCUBHO Pa30TpUTe 3TO MECTO B TEUEHWE HECKONbKUX CEKYH[, [0 MNOsBAeHUSs
oLLyLleHWs Tenna.

MI0THO nNpMXMMTE MNpPOKa/biBaKOWee YCTPOWCTBO (C  MPO3payHbIM  KOMAYKOM) K MecTy
TECTMPOBAHUS.

HaxxmuTe kHOMNKy npokanbiBaHus (C). He nogHumaliTe ycTpoiicTBO.

MpogomkainTe NpUXMMaTb YCTPOMCTBO K KOXE, MOCTENEHHO YCUMBas AaBfieHWEe B TeyeHue
HECKOJIbKMX CEKYH/ A0 (hOPMMPOBAHNS Karjn KPOBW.

AKKypaTHO MOAHMMWTE MPOKa/IbIBAKOLEE YCTPOICTBO, CTapascb He cMasaTb NpoGYy KpOBMW.
MpumeuaHne. M36eraiite Npokona POAMHOK, YYaCTKOB Haf BEHaMM, KOCTAMMW W CyXOXuInsmu. B
MeCTe TECTUPOBAHWSI MOXET MOSIBUTLCSA KPOBOMOATEK. B 3TOM criyyae MOXeET NoTpe6oBaThesi BbIGOP
LpYyroro mecra.

8. W3BneyeHue naHueTa
CHMMWTE KONNayoK NpoKanblBaroLlero ycrpoicTaa (F).
MpoBeamTe BHU3 NON3YHOK cnycka (D) 4ns oTcoeAMHEHNs naHLeTa 0T YCTPOKCTBa.
NaHueT cnepgyetr wu3Bnekatb W YTUAM3MPOBATb B COOTBETCTBUM C  MECTHLIMU
MOMIOXEHNAMYM MO 0OPALLEHUIO C OTXOAAMMU.

Yxop, 3a YyCTPOMNCTBOM

MpoTupaiiTe BHELUHIOK MOBEPXHOCTb  MPOKa/bIBAOWEro YCTPOWCTBA  Can)eTKON, CMOYEHHONA
M30MPONWMOBLIM CIMPTOM WM MbINIbHOW BOAON. Mpwn >XXenaHUuM, MOXHO CHSITb KO/NAYoK, BbIMbITb €0
Tennoi BOAOWN W XOPOLWO OMOJMIOCHYTb. XpaHWUTe MNpPOKasbiBalollee YCTPOWCTBO B (PYTAAPE WAM YMCTOM
CYXOM MecTe.

BaxkHo!
He norpy>kaiiTe Kopnyc ¢ NpoKanbiBaloLWMM YCTPONCTBOM B BOAY UK APYTUE XXUAKOCTMU.

Mpon3BoACTBO Bennko6putaHmm Owen Mumford Ltd. C€ EI

ART24700-004 U3a. A 01/14 ©2012 36607 Brook Hill Woodstock, Abbott

Oxford 0X20 ITU, UK
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MepeBena c aHMNACKOTO A3blKa Ha PYCCKUI A3bIK
nepesofunk bospeHkoBa Hagexxaa BUKTOpOBHa

Poccuiickaa ®egepauns
fopog Mocksa
MepBOro HOA6PA ABe ThiCAYM CEMHAALATOrO roga.

A1, ABneeBa EneHa MIBaHOBHa, BPEMEHHO UCNONHAOLLAA 0643aHHOCTH

HoTapuyca ropofa Mockebl MakapeHko Anekcest AfekceeBnya, CBUAETENbCTBYIO
NMOANMHHOCTL MOANMCK NepeBogYMKa bospeHkoBoli Hagexabl BUKTOPOBHBI.
Moanwuch caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NoANMcaBLIero™ W W eHT ycTaHOBNEHA.

3aperncTpMpoBaHo
B3bICKaHO rocy 0 Tapnagy); 10" 5
YM/1a4€H0 34 O TeXHUYECKORN,?M3*li«pa; 200 py6.

E.N. ABpeesa

Bcero npownTo, NPOHYMELITHO
N CKPeneHo nevyatbio 8 ("9cemb) NNCTOB.

E.N. ABfeeBa
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