USER’S MANUAL

SelfyCheck Regular Test Strips

produced by Taidoc Technology Corporation
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Before Use

Dear User of SelfyCheck Regular Test Strips!
Please read this User’s Manual carefully before using the product.

Pay special attention to all warnings and precautions that are marked with A sign.
All elements of the System are designed, tested and checked for compatibility in such a
way as to ensure accurate results of measurement of blood glucose level.

/K SelfyCheck Regular Test Strips use only as a part of the system with SelfyCheck
Regular Glucose Meter and SelfyCheck Regular Control Solutions.

Regular glycemic control allows you and your doctor to monitor the diabetes in a better
way. Due to the small size and simplicity of operation the System provides a possibility of self-
monitoring of the blood glucose level anywhere and at any time.

Many people, performing the blood analysis themselves, find it useful to start with
practising on the control solution (see Section “CHECK OF SYSTEM OPERATION USING
THE CONTROL SOLUTION").

Please contact the support ser\'ice or place of purchase regarding the issues related to the
use of this device.

1. MEDICAL DEVICE NAME
SelfyCheck Regular Test Strips (the “Device”, “Medical Device”, “Test Strips”).

2. MEDICAL DEVICE COMPOSITION

Medical Device SelfyCheck Regular Test Strips includes the following versions:

Version 1:
1. SelfyCheck Regular Test Strips (10 pcs. in a pack) - 1 pee.
2. User’s Manual - 1pee.

Version 2:
1. SelfyCheck Regular Test Strips (25 pcs. in a pack) - 1pee.
2. User’s Manual - 1 pee.

Version 3:
1. SelfyCheck Regular Test Strips (50 pcs. in a pack) - 1 pee.
2. User’s Manual - 1 pee.

Version 4:

1. SelfyCheck Regular Test Strips (100 pcs. in a pack) - 1pee.
2. User’s Manual - 1 pee
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3. INFOILWLWATION ON THE MANUFACTURER AND AUTHORIZED
REPRESENTATIVE OF MEDICAL DEVICE

Manufacturer: Taidoc Technology Corporation

M anufacturer’s address: B1-7F, N0.127, Wugong 2nd Rd., Wugu Dist., New Taipei City
24888. Taiwan, R.O.C. Tel. +886-2-6625-8188, E-mail: sales@ ,taidoc.com.

Manufacturing site: IF & 2F & 3F, No. 12, Lane 5, Sec. 2, Nanshan Rd., Lujhu
Township, 33852 Tao>'uan County, Taiwan.

Authorized Representative (complaint management organization):

NEXT Bio LLC

Address of the authorized representative: 5 Akademika Pavlova Street, lit. B, room 46-H,
197022 Saint Petersburg, Russia

Tel.: +7 (812) 703-79-75 (multiline), fax: +7 (812) 703-79-76

Hot Line: 8-800-333-43-76 (free throughout Russia)

4. PURPOSE
The medical device “SelfyCheck Regular Test Strips” is intended to quantify the level of

glucose for use as a support for monitoring glucose levels in fresh capillary whole blood (taken
from the finger, palm, forearm, upper arm) as a part of the SelfyCheck Regular Portable Blood
Glucose Monitoring System (Blood Glucose Meter) for self-testing by people with diabetes at

home and at stay in clinical settings.

5. TESTING PRINCIPLE

The device is intended for individual use.

The Test Strips are used as a part of SelfyCheck Regular Portable Blood Glucose Monitoring
System (Blood Glucose Meter). For check of system operation it is necessary to use SelfyCheck
Regular Control Solutions with low, normal and high concentration from the starting set
included in device components, or purchase them separately.

User’s Manual is supplied together with the device to ensure correct use of the device, self-study

and learning of skill of self-monitoring of blood glucose level.

Testing Principle

Determination of glucose in the blood sample is based on the measurement of electric current
induced by the reaction of glucose and enzyme on SelfyCheck Regular Test Strip.

After inserting the test strip into the blood glucose meter test port the System is brought to the
blood sample with the free end of the test strip. The blood is automatically drawn into the
absorption channel where the reaction takes place. The transient electric current is generated
during reaction. The system reads the current strength value obtained during the reaction
between the enzyme and glucose in the blood sample in the reaction cell ot the test strip and
calculates the concentration of blood glucose level using the pre-set equation of the software
built into the blood glucose meter. The current strength value depends on the blood glucose
concentration, batch of test strips, operating voltage and temperature. The result is shown on
display.

Sample of fresh capillary whole blood for measurement of blood glucose level can be obtained

not only from the fingertip, but also from other body parts.
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6. INDICATIONS

Main indications for usage ofthe medical device - diabetes mellitus type 1 and 2.

7. CONTRAINDICATIONS

There are no absolute contraindications. There are use limitations.

8. POSSIBLE SIDE EFFECTS
Not identified.

9. SCOPE

Medical Device “SelfyCheck Regular Test Strips” are used in the endocrinology.

10. POTENTIAL USERS

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

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

11. DEVICE USE LIMITATIONS

A The Test Strips are designed for external use only (for in vitro diagnostics).

A Test strips as a part of the System are not recommended to use in dry environment, especially
with synthetic materials (synthetic clothes, carpets, etc.). It can lead to the damage of the
System by static discharge and, therefore, to the erroneous results.

A ltis prohibited to use the test strips as a part ofthe System in close proximity to the sources of
strong electromagnetic radiation.

A If the System is used at home, the measurement is performed only on the samples of fresh
capillary whole blood; in the medical institutions the healthcare professionals ean use the
samples of fresh capillary whole blood.
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A The device is not intended for use by persons with special needs on their own (children under
18, disabled persons, the elderly). Their usage ofthe device requires assistance and help.

A The device shall not be applied to patients with severe infections, malignant neoplasms,
massive oedema.

A The device is not intended for diagnosis of diabetes mellitus.

A The device is not designed for measurement ofblood glucose level in the new”~-bom infants.

A Possible factors of impact on the results of analysis:

A The checked blood was squeezed out of finger by strong press and therefore contains the
interstitial fluid.

A Shelf life of test strips has expired (shelf life is 24 months from the date of manufacture or 6

months from the date of the vial opening).

A Test strips were stored at improper temperature (proper storage temperature: from +4°C to
+40°C, not more than 85% ofrelative humidity).

A Insufficient moisture protection oftest strips.

A Sanitizer, used in the preliminary disinfection of the point of blood sampling, not completely
vaporized from the skin.

A The measurement was performed with unw'ashed hands.

A After w'ashing the hands were not dry for further measurement ofblood sugar level.

A The excessively high blood pressure can lead to the distortion and erroneously low-
measurement results.

A Very high and very low hematocrit (lower than 30% or higher than 55%) can lead to the
incorrect results. Hematocrit value shall be within the range from 30% to 55%.

A The results can be inaccurate in case of the patients with very low arterial blood pressure or
those who are in shock.

A Endogenous substances, naturally present in the human body (bilirubin, uric acid, glutathione,
triglycerides, other medicamental chemical compounds), as well as medicinal products do not
have a significant impact on the results of blood glucose level measurement using a blood
glucose meter if normal concentrations are not exceeded or in case of standard therapeutic
doses. High concentration in blood can affect the analysis results. It is recommended to pay
special attention to the interpretation ofthese results.

A In case of patients with impaired peripheral blood circulation, itis not recommended to collect
the blood from alternative body parts, because the obtained readings can differ from actual
blood glucose level. Such non-conformities can be observed in the following cases: In case of
severe dehydration as a result of diabetic ketoacidosis, hyperglycaemia due to the stress,
hyperosmolar nonketotic com, shock, decompensated heart failure of class IV according to
NYHA scale or peripheral arterial occlusive disease. Measurement errors can lead to the
incorrect interpretations and thus to the serious health consequences.

12. APPLICATION CONDITIONS

The device is intended for application in hospitals, outpatient departments, medical institutions,
ambulance cars as w'ell as at home and in the field.
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13. APPLICATION PRFXAUTIONS

A The test strips shall be supplied and stored in the plastic container with tightly closed
cover. The container cover shall be tightly closed immediately after taking out one test
strip.

The test strips are for single-use, their re-use is forbidden and may cause cross infection.

> >

Antiseptic rules shall be followed when using the device. It is necessary to wash hands

with soap in warm water or use wet disinfecting wipe and let the skin dry before use.

A tis necessary to follow standard precautions when handling blood. All samples and
materials that came in contact with the patient are considered to be biohazardous, they
shall be handled as potential infection carriers.

A The device contains small details that may cause asphyxia and injuries in young children
in case of inhalation and swallowing. The device shall be kept out ofreach ofchildren!

A Do not remove the test strip from the test slot of the blood glucose meter during the
analysis.

A Self-measurement of blood glucose level does not replace the diagnosis by the doctor or

regular appointments. Self-testing of blood glucose level shall be used only after

receiving the detailed instructions for monitoring and treatment of diabetes from the

qualified medical specialist (endocrinologist).

14. DESCRIPTION AND SPECIFICATIONS
14.1 SelfyCheck Regular Test Strips

A The test strip consists ofthe following parts:
----- N 1. Absorbent Hole

Area of contact of test strip and blood sample. In case of contact the
blood is absorbed automatically.
2. Conlirmation Window
The filling of the window’ confirms that there is enough blood for
analysis.

ry 3. Test Strip Handle

IX I N Area for holding the test strip when inserting into the test slot.
4. Contact Bars
Area of contact of the test slot and test strip. W hen inserting the test
strip into the test slot, the blood glucose meter will switch on

automatically.
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A The test strip shall be insertedfirmly until it will go no further with front side facing
up.

A Ifcontact bars are notfully inserted into the blood glucose meter, the test result can
be incorrect.

A The test strips shall be used within 6 monthsfrom the date offirst opening ofthe vial
(but not later than 24 monthsfrom the date of manufacture). It is necessary to record the date of
first opening ofthe container on its label.

A The container shall be tightly closed immediately after taking out a test strip.

A Touch the test strip only with clean and dry hands. Use each test strip immediately
after taking it out ofthe container.

A Do not use the lest strip after expiration of the shelflife. It can lead to the incorrect
results.

A Do not bend, cut or alter the test strip.
Specifications

Model TD-4309
Chemical components Enzyme - Glucose oxidase 13%
Ferricyanide 39%

Potassium phosphate 6%

Carboxymethyl cellulose 42%
Dimensions of test strip: 7.5 x 36.06 x 0.5 (£0.2) mm
Dimensions of container: 53.0 (x0.5) mm, 0 30.46 (+£0.25) mm.
Weight of one test strip: 0.17(x 0.003)g.
Gross weight of container: - 10 pcs. in container: 178 g+ 10%
- 25 pcs. in container: 204 g+ 10%
- 50 pcs. in container: 24.8 g+ 10%
Sample size: 0.5 pi
Measurement units: mg/dl or mmol/1
Reaction time: 5s
Measurement range: from 1.1 to 33.3 mmol/l (from 20 to 600 mg/dl)
Analyte: Dextroglucose
Enzyme: GOD (glucose oxidase)
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Shelf life; 24 months from the date of manufacture or 6 months from the date of

container opening.
Hematocrit range: 30%-55%
Sample type; Fresh capillary whole blood

14.2 Brief Description of Devices Intended for Use in Combination with the Stated Medical
Devices.
14.2.1, SellyCheck Regular Blood Glucose Meter

. Front Panel

. Back Panel

. Battery Compartment Cover
. Display

. Main Button

. SET Button (Setting Button)
. Test Slot

. Data Port Cover

o N O UR W N

Model: TD-4287

Power source: CR2032 3 V Lithium battery
Display: LCD, no illumination

Memory; 150 measurements with date and time
External output: mini-USB cable
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Enzyme type
Analysis time:
Measurement units:
Measurement range:

Resolution (measurement interval):

Sample size:

Hematocrit level;

Consumed power:
Dimensions:

W eight (with battery):
Operating mode setting time:
Software Version

Additional functions:

14.2.2 SelfyCheck Regular Control Solutions

GOD (glucose oxidase)

5s.

mg/dl or mmol/

from 1.1 to 33.3 mmol/1 (from 20 to 600
mg/dl)

0.1 mmol/1 (1 mg/dl)

0.5 pi

30 % -55 %

14.12 MW

28.14 X 103.43 X 15.1(£0.3)mm

309g+x(15%)

5 sec

2011 0309 PM 02:08

Automatic detection of application of the
sample

Automatic detection of electrode insertion
Automatic countdown of reaction time
Automatic shutoff after 2 minutes with no
activity

W arning of violation of the temperature
conditions

SelfyCheck Regular Control Solution is intended for usage in combination with SelfyCheck

Regular Test Strips. SelfyCheck Regular

Control Solution is used for calibration of the

SelfyCheck Regular Portable Blood Glucose Monitoring System (Blood Glucose Meter). The

device is intended for in vitro diagnostics only.

Model

Nominal vial volume

Vial dimensions

SelfyCheck Regular Low Control Solution (Low)

SelfyCheck Regular Norm Control Solution (Norm)

SelfyCheck Regular High Control Solution (High)
4 ml

58.2(x0.6) mm 0 17.5 (0.35) mm

Weight 6.6 g+ 10%
Composition Level Low Norm
Dextroglucose ~ 0.05% 0.08%
(2.9 £0.5 mmol/1) (4.7 £0.7 mmol/1)
Normal saline 99.9% 99.87%
Amaranth 0.05% 0.05%

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

TD-4910
TD-4911
TD-4912

High

0.2%

(U .l £1.7 mmol/1)
99.75%

0.05%



Do not use control solution after the expiration date or 3 months after the initial opening of the
vial. Note the date of opening on the vial with the control solution and dispose of the remaining
solution after 3 months.

It is recommended to perform the control solution test at the temperature from 20°C to 25 C and
relative humidity from 30 % to 85 %. Make sure that the control solution, blood glucose meter
and test strips are within the specified temperature range before testing.

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

15. OPERATION

15.1 Check of System Operation Using the Control Solution

It is recommended to perform the independent check of the joint operation of the blood glucose
meter and test strip using SelfyCheck Regular Control Solution (supplied in the stating set or
purchased separately). The control solution is put into the vial with the seal cap.

The vial with “Low" marking is required for check and display ofthe low glucose level; the vial
with “Norm” marking is required for check and display of normal glucose level; the vial with
"High” marking is required for check and display of high glucose level.

The allowable range of results in the control solution analysis is indicated on the container with
test strips. To obtain accurate results, it is necessary to conduct such diagnostics regularly.

The control solution test shall be performed:

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

«ifyour blood glucose test results are not consistent with how you feel, or if you think the results
are not accurate;

e for practising the testing process;

e ifyou have dropped or think you may have damaged the device.

For performance of a control solution test you will need the blood glucose meter, test strips and
control solution.

1. Insert a test strip
Insert the test strip into the test slot with the contact bars end first and facing up. The blood

glucose meter will switch on automatically and display ‘4’ symbol.

2. Mark the test with the control solution
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Press the main button to mark the control solution test. The test results are not saved in
the memory if'Q C ’ symbol is displayed. If you do not want to perform the control solution test,
press the main button again and 'QC* symbol will disappear.

b zl
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A When performing the control solution test it is necessary to switch to 'QC mode to
ensure that the result is not saved in the device memory together with blood test results.
Otherwise, the results ofthe blood glucose test will be mixed in the device memory with
the results ofthe control solution test.

3. Apply the control solution

Turn the closed vial over several times (do not shake) before
opening. The drop of the control solution shall be applied to the clean vial
cap; then the test strip, inserted into the blood glucose meter, shall be
brought to the drop. Once the absorbent hole of the test strip touches the
drop ofthe control solution, the drop will be drawn in automatically.

To avoid contamination ofthe control solution, do not apply the control
solution onto the test strip directly.

4. Read and verify the result

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

If the result is outside the specified range

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

The range ofvaluesfor the test with the control solution, indicated on the container
oftest strips, is intended onlyfor evaluating the results of the test with the control solution. This
range is not a recommendationfor blood glucose.

15.2 Performance of Blood Sample Test
For performance ofthe test you will need:
1. SelfyCheck Regular Blood Glucose Meter.
2. SelfyCheck Regular Test Strips.
3. SelfyCheck Regular Control Solutions (Low, Norm, High).
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4. Lancing device (with a tip).
5. SelfyCheck Lancets.

Complete set ofthe System is specified on the package.

System components that can be purchased additionally:

1. SelfyCheck Regular Test Strips

To reduce the risk of infection:

A never share a lancet or the lancing device with other people;
always use a new sterile lancet. Lancets arefor single use only;

avoid getting lotions, oils, dirt and debris inside or on the lancets and the lancing device.

1. Setting up the Lancing Device for Blood Testing

1. Turn the lancing device cap and remove it 2. Insert the lancet into the lancet holder and
by pulling it up. press it in order to fix it firmly.

3. Remove the protective cap from the lancet. 4. Put the device cap back and turn it until
clicking sound to fix it (see figure).
The cap is fixed if the fixing indicator is in the
extreme right position.

Hold the device by the housing and
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5. Hold the cap and choose the puncture depth 6. Pull by the slope adjustment area until click.

turning the adjustable tip in any direction so W hen the device is ready for use the release
that the arrow on the cap points at the required button colour will be changed.
puncture depth. Ifyou did not hear the clickpossibly the device

jammed before the lancetfixation.

2. Insert the Test Strip into the Blood Glucose Meter to Switch It On

W ait for « msymbol to appear on the display.
3. Select the Suitable Measurement Mode

MODE CONDITIONS FOR USE

General any time ofday, without regard to timing of food ingestion
AC 8 hours before meals minimum
PC 2 hours after a meal
ocC diagnostics using the control solution

The switching between the modes is performed in the following way:
1. Insert the test strip into the switched off device to switch it on. The flashing symbol

m

Hmwill appear on the display.

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

>f fC

m-uu A
PC nr
i
HHAM lU-uU
4. Obtaining the Blood Sample
Preparation of the Puncture Site

Stimulating blood circulation has a significant impact on the quality ofthe obtained result
of blood glucose level measurement; to do so rub the puncture site before blood draw. The value
of the glucose level in the blood collected from the site that has not been rubbed preliminarily
differs essentially from the value of glucose level in the blood collected from the finger. Rubbing
the puncture site before the blood draw allows for significant reduction ofthis difference.
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Please follow the instructions below before collecting a drop of blood;
wash and dry your hands before starting the procedure:
A select the puncture site atfingertip or on otherpart ofthe body;
rub the puncture sitefor about 20 seconds before penetration;

clean the puncture site using disinfecting wipe and let the skin dry;
Blood Drawing from the Finger

1. Puncture the linger 2. Remove the device from the puncture site.
Press the lancing device tip to the bottom part After the puncture completion remove the first
ofthe finger pad tightly. blood drop using clean cotton.

In order to make puncture press the release Press to the puncture site carefully to collect
button. After the puncture completion the click another blood drop. Be careful in order not to
will sound. smear the blood sample. Apply the sample to

the test strip.

Choose a different spot each time you perform a test. Repeated punctures at the same
spot may cause painfeelings and calluses.

A Consult the doctor before collecting the bloodfrom the alternative sites.

It is recommended to discard the first drop of blood as it might contain tissue fluid,
which may affect the test result.
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5. Apply the Blood Sample

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

A do NOT REMOVE the finger until you hear the sound signal.
Do notpress the puncture site to the test strip and do not smear the blood.

z1Z Ifyou do not apply the blood sample to the test strip within 3 minutes, the device will
switch offautomatically. To start a new measurement remove and replace the test strip

A The blood shall completelyfill the confirmation window to start the count down. DO
NOT try to add more blood to the test strip after thefirst drop is absorbed. Remove the
used test strip and repeat the measurement using new test strip.

Ifyou have troublefilling the confirmation window, consult your doctor or support
service.

6. Reading of Result

The result of blood glucose test will be saved to the device memory autom atieally (100
mg/dl = 5.5 mmol/1).
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A Severe dehydration and excessive water loss can lead to the readings lower than the
actual values. Immediately contactyour doctor in case ofsuspicion ofsevere dehydration.

Ifthe blood glucose level readings are lower or higher than the normal value, and the
corresponding symptoms of the disease are absent, repeat the test first. Follow the
recommendations ofyour doctor in case ofsymptoms or if the repeated tests continue to show
the results lower or higher than the normal value.

A To measure the blood glucose level use onlyfresh whole blood samples. In case of use
ofother samples the results will be incorrect.

Ifyou have the symptoms that do not correspond to the test results and subject to
adherence to the instructions provided in this Manual.
The System allows obtaining a result equivalent to the value for blood plasma.
Range of normal values of blood plasma glucose level for
p60p|9without diabetes (mg7dl)
Fasting and before meal < 100 mg/dl (5.6 mmol/1)
2 hours after a meal < 140 mg/di (7.8 mmol/1)

Time of measurement

mr doctor to define the target range ofvalues appropriatefor you.

Blood or plasma glucose concentration level can be expressed in units of weight (mg/dl)
or molar concentration (mmol/1). Principle of approximate conversion of mg/dl value to mmol/l
value is as follows:

mg/dl divide by 18 mmol/

mmol/l multiply by 18 = mg/dl

For example,
1.120mg/dI-~18 » 6.6 mmol/1;
2. 7.2 mmol/l x 18 = 129 mg/dl (conversion results are approximate).

7. Disposal of Used Materials
Removal ofthe used test strip
Remove the test strip, the glucose meter switches off automatically.

Removal of the used lancet
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1. Twist off the device cap and remove 2. In order to remove the used lancet
the lancet. Dispose the used lancet following Mmove the ejector fotw'ard. Dispose the used
precautions: put the lancet protective cap on a lancet according to the regulations of local
hard surface and insert the used needle in it. legislation.

/K Used lancets and test strips are considered to be biohazard waste. Dispose the used
lancet according to the regulations oflocal legislation.

/K Use transparent tipfor blood drawfrom the alternative sites (notfrom thefinger pad).

15.4 Blood Draw from the Alternative Site

It is possible to carry out analysis of a blood sample drawn from the alternative sites.

/K There are limitations in terms ofpossibility of blood draw from the alternative sites.
Please consultyour physician before using this method.

Replace the cap of the delivery device with a transparent cap for blood draw from the
alternative sites. Pull the cocking control back until it engages. W hen making injections to the
forearm, upper arm or hand, avoid sites with well defines veins, to avoid excessive bleeding.

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

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

or events.
It is strongly recommended to perform blood draw from the alternative sites ONLY under

the following conditions:
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e Before ameal or on an empty stomach (not earlier than 2 hours after the last meal).

e Not earlier than 2 hours after the insulin administration.

e Not earlierthan 2 hours after physical exercise.

DO NOT USE blood draw from the alternative sites in case:

e Youassume low level of blood glucose.

e You are not sure whether you have hypoglycaemia.

e You are performing test for hyperglycaemia.

e The result of blood glucose level measurement from the alternative sites does not
correspond to your state of health.

e The results of your ordinary checks are subject to fluctuations.

Alternative sites for the blood draw:
1. finger,

2. palm
3. forearm

4. upper arm .

UpperArn

Foreami

Suggested Test A-eas
for the Hand

16. DEVICE CONTACT WITH HUMAN BODY
The test strips contact with damaged skin for a short period oftime.
W hen producing the device the components of animal origin are not used. The product does not
contain substances that can be considered as drugs or pharmaceuticals. Materials of biological
origin intended for recycling and re-use are not used in the device.

17. LABELING

Label on the container body with test strips contains the following information:
name, model, trademark, name and address of the manufacturer, name and address of the
authorised representative, hot line, serial number, place for indication of the date of opening,
number of test strips in the pack, “Warning! Refer to the instructions for use” inscription; “Best
before” inscription (in YYYY-MM format); “In vitro diagnostics medical device” inscription;
"Temperature range” inscription; “Humidity range” inscription; “Re-use is forbidden”
inscription; range for qualitative interpretation of measured values in mmol/l and mg/dl units
(low, normal, high levels) for control solution (in tabular form); “Use only with SelfyCheck

Regular Blood Meter and SelfyCheck Regular Control Solutions” inscription; “Use within 6
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months after the initial opening” inscription; “Do not freeze” inscription; internal label code;
date and number of the Marketing Authorisation, opening control (strip, glued to container for
strips cover)- depending on the release form.

Test strips are produced in two forms ofrelease:

1) SelfyCheck Regular Test Strips - with opening control

2) SelfyCheck Regular Test Strips - without opening control

Labels of the consumer packaging of the test strips contain the follonving
information: name, model, trademark, name and address of the manufacturer, name and address
of the authorised representative, hot line, serial number, place for indication of the date of
opening, number of test strips in the pack, “Warning! Refer to the instructions for use”
inscription; “Best before” inscription (in YYYY-MM format); “In vitro diagnostics medical
device” inscription; “Protect from direct sunlight” inscription; “Protect from moisture”
inscription; "Temperature range” inscription; “Re-use is forbidden” inscription; period of
measurement to obtain the result (5 sec); “Use only with SelfyCheck Regular System”
inscription; “Use within 6 months after the initial opening” inscription; internal label code; hot
line; date and number of the Marketing Authorisation.

Symbols used in the product labelling

Labeling symbol Interpretation
iJ Manufacturer

Device batch number according to the manufacturer’s numbering s>
Use before the specified date
WyYyvyy-mm

Re-use is forbidden

Storage temperature range

T

Protect from moisture

Refer to the User’s Manual

1]
A Warning! Refer to the User’s Manual

Medical device for in vitro diagnostics

18. REQUIREMENTS FOR ENVIRONMENT PROTECTION
The medical device is safe and does not affect the environment. Potential biohazard: doctors or
people who use this product for analysis for several patients should be aware that any items that

come in contact with blood, even after treatment, can be sources ofvector-borne viral infections.
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The product does not generate its own energy and does not absorb the user’s energy. The product
is not toxic atroom temperature, does not release toxic substances into the environment, does not
have any harmful effect on the human body through direct contact.

The product does not contain liquid and gaseous components in its composition.

19. SAFETY INFORMATION

The manufacturer does not guarantee the correct operation of SelfyCheck Regular Test Strips
when used with any glucose meter other than SelfyCheck Regular Blood Glucose Meter. Usage
of other glucose meters together with SelfyCheck Regular Test Strips may lead to erroneous
results.

The product cannot be used until it has been tested with the SelfyCheck Regular Control
Solution and the results obtained with the test are within the required range.

To avoid cross-contamination, it is not recommended to use the same lancing device by several
people.

It is prohibited to use the lancet that had been used by another person. To avoid infection, a new
sterile lancet is to be used every time.

Any items that come in contact with blood, even after treatment, can be sources of vector-borne

viral infections.

20. QUALITY STANDARDS
The device corresponds to the international standards: IEC 62366:2007, BS EN 62366:2008, ISO
14971. IEC 62366-1:2015, EN ISO 15197:2015, I1SO 23640: 2011. EN ISO 17511. EN
13532:2002, EN ISO 15223-1-2014, EN 1SO 18113-4:15, EN ISO 18113-5, EN I1SO 13485, CE
MDD (93/42/EEC), IEC 61326-1.

21. STERILITY

The medical device is supplied non-sterile.

22. METHODS AND MEANS OF DISINFECTION AND PRE-STERILISATION
CLEANING

This device is intended for single use, cleaning for re-use is not acceptable.

23. STORAGE AND TRANSPORTATION CONDITIONS, SHELF LIFE
23.1 Transportation
'fransportation can be carried out using all types of transport in covered vehicles or
general-purpose containers protected from sunlight in accordance with cargo transportation rules
applicable to them. Transportation conditions: W ithin the temperature range of 4°C to 40°C and

relative humidity up to 85% in the original container.

23.2 Shelf Life
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Shelf life of the test strips in a closed vial before the first opening constitutes 24 months

from the date of manufacture. Shelf life of the test strips after opening of the vial constitutes 6

months, but not more than 24 months from the moment of manufacture. Do not use the test strip

after expiration of the shelf life.

23.3 Storage
Store the device at 47 0°C and relative humidity up to 85%.

-Store the device in original container only, do not transfer to another package.
-In a dry cool place.

-Avoid direct sunlight and heat.

-D o not freeze.

-Keep the container with test strips away from children.

23.4 Use

Device is to be used within the temperature range from 10°C to 40°C and relative humidity

not more than 85%.

-The container cover shall be tightly closed immediately after taking out of one test strip.
-Touch the test strip only with clean and dry hands. Use each test strip immediately after

taking it out ofthe container.
-Never bend, cut or damage the test strip.

-D o not use the test strip after expiration of the shelf life. It may affect accuracy of the

results.

24. DISPOSAL AND DESTRUCTION

The test strips are a single-use device and are discarded after each use during the analysis. Since

these devices contact with blood, they are infected and/or potentially infected waste (class B).

W hen applied in medical institutions, used devices are discarded in accordance with the sanitary-

epidemiological requirements for organizations carrying out medical activities and for this type

of waste.

Unutilized devices are referred to class A waste, they do not contain harmful substances and can

be discarded with household waste in accordance with SanPiN 2.1.7.2790-10.

In everyday use in domestic conditions used test strips can be disposed of with household waste,

after placing them in paper or plastic packaging.

25. WARRANTY OBLIGATIONS

VUL " rmmMntyJferiod is valid for the period of the guaranteed shelf life.
A TalDoc
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MepeBoy C aHIIMIACKOTO M KWTaCKOro s13bIKOB HA PYCCKMiA S3bIK

PYKOBOACTBO no 3KCIUVIYATALIA

Tect-nonockun SelfyCheck Regular

Npon3BoAcTBa «Tangok TexHoNnomkn KopnopenLwH»
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I‘Iepe,u, Hadyas/iOM MncnoJsib3oBaHnA

YBaxaeMblii nonb3oBaTtenb TecT-nonockn SelfyCheck Regular!

Mepes HayanomM MCNONb30BaHWA  U3[4eNMA, BHMMATeNbHO MNpPoO4YMTaiTe fpaHHoe
PYKOBOACTBO NO 3aKcnayaTauuu.

O6patute ocoboe BHMMaHWEe Ha BCe MNPeAynpexpgeHus M Mepbl MNPefOCTOPOXKHOCTH,

KOTOpPble MOMEYEHbI 3HAaKOM

Bce 3/TEMEHTHI Cucrtemsl pa3pa60TaHbl, npoTecTMpoOBaHbLI n NMPpOBEPEHDI Ha
COBMECTUMOCTb TaKUM 06pa30M, YyTo6bl 06ecneymBaTb TOYHbIE pe3ynbTaTtbl U3IMEPEHNA YPOBHA
TN KO3bl B KPOBWU.

A TecT-nonockn SelfyCheck Regular ucrnonb3yiiTe TONbKO B cocTase CUCTEMbI
c rniokomeTpom SelfyCheck Regular n koHTponbHbIMKU pacTBOpamu SelfyCheck Regular.

PerynapHblii KOHTPOMb YPOBHSA FNOKO3bl B KPOBW NO3BONMT Bam n Bawemy nevauemy
Bpayy Nlyyw e KOHTponmpoBaTb AgnmabeTr. bnarogapsa HebonbW MM pa3mepaM U NpocToTe B paboTe
CncTema nNo3BONSieT CaMOCTOATENbHO MPOBEPATb YPOBEHb FKOKO3bl B KPOBM B NHO6GOM MecTe
nenwoboe Bpema.

MHOrne nwAu, BNepBble BbIMOMHAKW LW ME CaMOCTOATENbHbI aHanW3 KPOBWU, HaAxXoAaT
None3HbIM CHayajla NONPakKTMKOBATbCA Ha KOHTPONibHOM pacTtBope (cm. pasgen «MPOBEPKA
PABOTbl CUCTEMbI C NCNMONBb3OBAHWEM KOHTPO/NNIbHOTO PACTBOPANY).

Mo Bonpocam, CBA3aHHbLIM C WCNOMb30BaHWEM J[aHHOT0 YycTpoicTBa, obpawaliTech
B CNYXOY NOAAEPXKN UAN NO MecTy npuobpeTeHnsa ycTpolicTea.

1. HAMMEHOBAHWME MEANUMNHCKOIO N3AENNA
Tect-nonockun SelfyCheck Ke8ular(anee - n3genne, MeAULNHCKOE n3genne, TeCT-NoN0OCKN).

2. COCTAB MEAVNUMNHCKOIO N3OENNA
MepaunyunHckoe nagenme «Tect-nonockn SelfyCheck Regular», BkntoyaeT B cebs cnegytouwmne
BapMaHTbl UCNONHEHUSR:

BapuaHT ncnonHennsa 1:
1. Tect-nonocku SelfyCheck Regular (10 wTt.BYyn.) - 1wT.
2. PYKOBOACTBO MO 3akcnnyartauuum - 1 wr.

BapunaHT ucnofHeHus 2:
1. Tect-nonocku SelfyCheck Regular (25 wt. Byn.)- 1wT.
2. PYKOBOACTBO MO akcnayartauumm - 1 wr.

BapuaHT ucnonHeHunsa 3:
1. Tect-nonockmn SelfyCheck Regular (50 wt.Byn.)- 1uwrt.
2. PyKoBOACTBO No akcnayatauum - 1 wr.

BapunaHT ucnonHeHuns 4:

1. Tect-nonockn SelfyCheck Regular (100 wTt.BYyn.) - 1wrT.
2. PykoBOofACTBO No akcnayartauum - 1wr.
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3. CBEAEHWNA O NMPOWM3BOAWTENE N YNMOJIHOMOYEHHOM MPEOCTABWUTEJE

MEOVNUWVNHCKOIO N3JAENNA

Mpounssogntenb: «Tafgok TexHONoAXn Kopnopeww H»

Appec npoussogutens: B1-7F., No 127, ByroHr CekoHp Poyga., paiioH Byry,
HoBbliih Tain6ain, 24888, TaiBaHb, Kutaiickas Pecny6nuka, Ten. +886-2-6625-8188, an. agpec:
salcs@ taidoc.com.

MecTto npoussoacTtBa: 1F n 2F n 3F, Ne 12, leitH 5, Cek. 2, HaHwaH Pg., Tyxxy
TayHwwun, TaotoaHb 33852, TaliBaHb.

YNONHOMOUYEHHbI/ NpefgcTaBuTent (opraHu3aumns, npuHUMato LW, asn NpeTeH3nmn):

000 «H3KCT buo»

AfLpec ynoflHOMOYeHHOro npeacrtasutensa: Akagemuka lMasnosa yn., gom 5, nutepa B,
nomeuw,eHmne 46-H, 197022 CaHkT-MeTepbypr, Poccuiickas depgepayns

Ten.: +7 (812) 703-79-75 (MHOrokaHanbHbIA); akc: +7 (812) 703-79-76

TenepoH ropayein nuHun: 8-800-333-43-76 (3BOHOK No Poccum 6ecnnaTHbIi)

4. HASHAYEHWE

TecTt-nonocku SelfyCheck Regular npegHasHayeHbl 418 KONMYECTBEHHOro onpejeneHuns
YPOBHA rNOKO3bl B cocTaBe CucTemMbl 41s ONpefe/ieHNsa YPOBHA T/IlOKO3bl B KPOBU (F1HOKOMETP)
noptatmBHaa SelfyCheck Regular kak BcnomoraTtenbHoe CpefgCTBO MPW MOHWUTOPUHIE YPOBHA
rNIOKO3bl B CBeXelW LUenbHOW KanunAsapHOW KpPOBW, B3ATON W3 nanbua, NajoHW, Naeya u
npeanneyba AN CaMOAMArHOCTUKW y ntofaei, 60NbHbIX caxapHbiM AnabeToM B JOMalHUX

YCNOoBUAX U NP HaXOXAEHUN B Me,qVILU/IHCKOIZ opraHmsauunn.

5. MPUHLUAIM NPOBEAEHNA AHAJIMZA

N3genne npegHasHayeHo ANA MHAWBULYANbHOTO MCNONb30BaHMUA.

TecTt-nonockn SelfyCheck Regular MCMNONb3ylTCA B CcOCTaBe cuctembl CucTtembl Ang
onpefeneHnWsa ypoBHSA TFNOKO3bl B KpoBU (rnwokometp) noptaTtuBHoi SelfyCheck Regular. Ang
NpPoBePKN NPaBUNbHOCTU PYHKLMOHWPOBAHWUSA CUCTEMbl MPUMEHSAK TCA KOHTPONIbHbIE PacTBOPbI
SelfyCheck Regular HW3KOW, HOpMaNbHOW M BbICOKON KOHLEHTpaLuuWM M3 CTapTOBOro Habopa
B COCTaBe usgenunsa, nnbo npmnobpetatoTCca OTLENbHO.

Onsa npaBMNbHOTO MCNONb30BAHNA U3AeNUA, CaMOO6GYYEeHMNA U NONTYYEHWNA HaBblKa CAMOKOHTPONA
YPOBHSA TNHOKO3bl B KPOBW B KOMNAEKTe C W3Lenuem nocTtaBnseTcas PYKOBOACTBO nNO

aKcnayaTayuu.

|_|pI/IHLI,I/II'I NpoBeEAEHNA aHa/TU3a

OnpepgeneHne TrnKo3bl B MNpobe KPOBM OCHOBAHO Ha W3MepPeHWUM 3NeKTPUUYECKUX TOKOB,
Bbl3BaHHbIX peakumneln rnoKo3bl ¢ pepmeHToM Ha TecTt-nonocke SelfyCheck Regular .

Mocne BBefEeHMNA TECT-NONOCKN B TECTOBOE FTHe340 rAtoKoMeTpa. CucTema NoJHOCMTCA K npobe
KPOBM CBOGOAHBIM KOHLOM TeCT-MONOCKU. KpoBb aBTOMAaTMUYECKW BTATWBAeTCA B KaHan pAns
abcopbumnmn, rge NPoOMCXoanT peakuns. B xofe peakynum o6pasyetcs NepexoAHbli 3NeKTPUYECKN I
TOK. CucTemMa CYMTbIBAET 3HAYEHWE CUMbI TOKA, MONMIYYEHHOE MPWU MPOTEKAHUU peakuumnm Mexay
hepMeHTOM W T/AHKO30/ B Npobe KPOBU B pPeakKyuMOHHOM MNPOCTPAHCTBE TeCT-MONOCKMK
M pacCcCYMTbiBaeT KOHLEeHTpaL W0 YPOBHS FNOKO3bl B KPOBMW MO NPefyCcTaHOBNEHHOMY YPaBHEHMUIO
nporpaMmbl, BCTPOEHHOW B TNHKOMETP. BennMumHa CUAbl TOKa 3aBUCUT OT KOHLUEHTpauuwu
rNOKO3bl B KPOBMW, MapTuUM TECT-NONOCOK, paboyero Hanmps>XeHuWs M TemnepaTypbl. PesynbTar

oTobpaxaeTcs Ha fgucnnee.
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Mpob6y cBeXel LenbHOW KanUANAPHON KPOBMW ANA U3MEPEHUSA YPOBHSA TN KO3bl B KPOBU MOXHO

nNoNy4YnTb He TONbKO C KOHYKXKa nanbla, HO W C ailbTEPHAaTUBHbLIX TOYEK Tena.

6. TOKA3AHNA KNMPUNMEHEHWIO
OCHOBHble MOKa3aHWsA AN NPUMEHEHUS MEAULUHCKOTO U34eNnnus - caxapHblii gna6eT 1u 2 Tuna.

7.MPOTUBOMNOKA3SAHNA KNPUMEHEHWIO
AGCONTHLIE NPOTUBONOKAa3aHNA OTCYTCTBYOT. IMeTCAa OrpaHMUYeHnsa NPUMEHEHUS.

8. BOSMOXHbIE MOBOYHbLIE AQENCTBUA

He ycTaHOBNEHbI.

9. OBNTACTb MPUMEHEHWNA
MeaununHckoe wusgenme «Tect-nonockun SelfyCheck Regular» npumeHsaeTrcds B o6nactu

3HAOKPUHONOTUN.

10.MOTEHUWMWANBHBLIE MOTPEBUTENN

M3penne MOXeT MCNONb30BATbCHA NHOAbBMU B AOMAWHUX YCNOBUAX AN CAMOKOHTPONA, a TakXe
MEAULWHCKUMWN pPabOTHUKAMMN AN MOHUTOPUHra 3 eKTUBHOCTM MEP MO CaMOCTOATE/NbHOMY
KOHTPON CaxapHoOro gmabetay nayuMeHTOB B Ne4e6HO-MPOPUNAKTUUECKUX YUPEXAEHUNAX.
M3pgenne MOXeT WUCNOAb30BaTbCA HenmpodeccMmoHanaMum € pPasAUYHbIMKU  PU3NYECKUMMU
MW MEHTaIbHBIMW BO3MOXHOCTAMU, He WMEWLWMUMMU CheynanbHbiX MEAULUHCKUX U Hay4HO-
TEXHUYECKNUX 3HAHWA OTHOCUTENbHO HabNWAEHUS COAEepXaHWa THKO3bl B  KPOBW,
npeaBapuTeNlbHO 03HAKOM/IEHHbIMU C PYKOBOACTBOM MO 3Kcnnyartauum.

11. OTPAHMYEHWA MPUMEHEHWA

A TecT-NnonockuM npefHasHauyeHbl TONbKO [N HAPYXHOTO0 NPUMeHeHWs (AN AUATHOCTUKW
in vitro).

A TecT-nonockum B cocTaBe CuUCTeMbl Henb3s WCNONb30BaTb B CYXO0N cpeae, OCOGEHHO
BMNPUCYTCTBUWN CUNHTETUYECKUX MaTepuanoBn (CI/IHTeTI/ILIeCKaFI opexpa, KOBpbl U T. I'I.) MOXeT
NMPMWBECTU K NOBPEXAEHNIO CTaTMUYECKUM pa3pafgomM CuUcTeMbl U, Kak CNeLCTBUE, K O MOGOUYHbBIM
pesynbTaTtam.

A TecT-nonocku B coctaBe CUCTEMbl HeNb3s MCNONb30BaTb B HEMOCPEACTBEHHON 6AM30CTM OT
MCTOYHWKOB CUNIBHOTO 3N1EKTPOMArHUTHOTO U3NYUYeHNS.

A |_|pl/l Mcnonb3oBaHUM CUCTEMbl B AOMAWHNX YCNOBUAX U3IMEPEHNE NPOU3BOANTCA TONbKO Ha
o6paslax cBeXeW LeNbHON KanWNNAPHOW KPOBMW; B YCNOBUAX MEAULWUHCKUX YUYPEXAEHUN,
paboOTHUKN 34paBOOXpPaHeHWS MOTYT MCNONb30BaTb NPO6bl CBeXel LEeNnbHOW KanuNAspHOWM
N BEHO3HOW KpPOBM.
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A W3genne He NpeAycMOTPeHO K CaMOCTOATENIbHOMY MWCMNOMb30BaHUI NuLaMU, UMEK LW UMMN
ocobble noTtpe6HocTu (AeTm po 18 neT, WHBanuAbl, nuua CTapyeckoro Bo3pacTa).
Mcnonb3oBaHue UMK n3gennsa TpebyeTtT acCUCTUPOBAHUSA U NOMOLLW.

A WN3genne He NpUMeHSAETCA ANS NaLUEHTOB C TAXKENbIMW MHPEeKLUAMU, 3N10KAYECTBEHHbLIMU
ONYyXONAMWU, MAaCCUBHLIMMN OTEKaMW.

A WN3pgenune He npefHa3HayeHOo ANA AMArHOCTUPOBaHMWA caxapHoro guabeta

A WN3penne He npefHasHauyeHO ANA W3IMEPEHMUA YPOBHA TNHOKO3bl B KPOBM Y HOBOPOXJAEHHBIX
neTei.

A BO3MOXHble haKTOpPbl BAMAHUA HA Pe3ynbTaThl aHanm3a:

A Tposepsemas KpoBb Oblfa BbljaBneHa M3 nNanbla WMHTEHCUBHLIM HaXaTWemM U MNO3TOMY
COAEPXUT TKAHEBYI XUAKOCTb.

A CpoK rofjHoCTW TecT-NoJNIOCOK WCTeK (CPOK TrofHOCTW cocTaBndeT 24 wmecaua OT faTbl
M3roToBneHnsa nn6o 6 mecqALes Co HA BCKPbITUA (hlaKoHa).

A TecT-nONOCKW XpaHWNWCb MNPU HeHajgnexawen TemnepaType (Hagnexauwasa TemnepaTtypa
XpaHeHusa: ot +4°C po +40°C, He 60nee 85% OTHOCUTENbHOW BAAXHOCTH).

A TecT-nonocKU 6bINN HEJOCTATOYHO 3alL UL, eHbl OT Baru.

A [esnHhuumpytou,ee CpeacTBO, MCNONb3yemMoe Mpu npefBapuTenbHOn fe3nHdekymm mecTta
B3ATWUSA NPo6bl KPOBU, NCNAPUIOCh C KOXW He NOJIHOCTbIO .

A WN3mepeHne NpoBeAeHO HEMbITEIMU PYKaMMU.

A Tlocne MbITbA PYKW He 6bIIM CYXUMMK ANA NOCNEAYOL,ero M3MepeHmnsa caxapa B Kpos#u

A CnnwKoM BbICOKOE [JaBfieHWEe B KPOBUW MOXET MNPUBOAUTb K WUCKaXEHUAM, 3aHUXKEHHbIM
pesynbTtataM M3MeEpPeHUA.

A OuYeHb BbICOKUA M OYeHb HU3KMNI remMaToKpuT (Huxe 30% nunéo Bblwe 55%) MOXET MPUBECTH
K HenpaBUNbHbIM pe3ynbTaTaM. 3HaYeHUe remMaTokpuTa LOIXKHO 6bIThb B gnanasoHe 30 % -55
%.

A Y naymeHTOB C CUNbHO NMOHUXEHHbLIM apTepuanbHbIM faBfeHNEM WM HAXOAALWLUXCA B LIOKE
BO3MOXHbl HETOYHbIE pe3ynbTaThl.

A DHOOreHHble BelwecTBa, €CTeCTBEHHbIM o06pa3omM MnNpUCYTCTBYHLWMWEe B Tene YenoBeka
(6unnpybunH, mMoyeBas KucnoTa, TrNyTaTUOH, TPUTNMULEPUAbI, APYIrMe MefUKaMeHTO3Hble
XUMMNYECKNE COeANHEHMNA), a TaAKXe IeKAPCTBEHHbIe Npenapartbl He 0Ka3blBalO T 3HAYNTENbHOTO
BANAHWA Ha pPe3ynbTaTbl M3MEpPeHWs YpPOBHA T/HOKO3bl B KPOBW TNOKOMETPOM, €CAu He
NpeBblIW Al TCA HOPManbHble KOHLEHTpPaLMM UAN UCNONb3YTCA 06blYHbIE TepaneBTUYECKUE
[03bl. BbicOKOe copepXXaHuWe B KPOBW MOXET BAMATbL Ha pe3ynbTaTbl aHanusa. Cnepyer
BHUMATENIbHO OTHOCUTLCHA K MHTEpPNpeTaLmnMm Takux pe3ynbTaTos.

A TlayneHTamM C HapYyWeHHON nepudepnyeckol UMPKYynsuueihn KPOBM He peKoMeHayeTca
3abupaTtb KPOBb M3 aNbTepPHATWBHbIX YY4aCTKOB Tena, TaK Kak MONYYeHHble NOKa3aHWa MOTYT
oT/NinyaTbCAd OT (haKTUYECKOro YPOBHSA FNOKO3bl B KPOBMU. NMOJ0O6HbIE HECOOTBETCTBUA MOTYT
Habnwo gatbca B CclegylWmUX cayyaax: nNpu  TAXenom o06e3BOXMBaHUM B pe3ynbraTte
nnabeTnyeckoro ketoauuposa, runepraimKkemMumyu B pesynbTaTe cTpecca, TMNepoCMONSAPHON
HEKETOTMYECKON KOMe, WOKe, JeKOMNEeHCUPOBAHHONW CepAeyHOn HegocTaTouyHoCcTM IV Knacca
no wkane NYHA wuan OKKAW3UOHHON 60ne3HW neputepuyeckux aptepuin. Owwunbkn
M3MEpPEeHUA MOTYyT MPUBECTM K HEBEPHbIM WHTEpPnNpeTayuMam M TEM CaMbiM K CEPbE3HbIM
nocneAcTBuUAM /1A 3[40P0BbLA.

12. YCNoBnaA NPUMMEHEHINA
N3genne npefjHasHayeHO [ANA WCNONb30BaHUA B 6GONbHMLAX, MONUKAWUHUKEX, MEAULUHCKUX

yuypexageHnax, mawnHax CKOpOVI noMouwn, a TakXke B AOMallHUX N NONEBbLIX YCIOBUAX.
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13. MEPbI NMPEAOCTOPOXHOCTW MNP NPUMEHEHN

A TecT-nosiOCKN NOCTABNAKTCA U JONMKHBI XPaHUTLCA B NNaCTUKOBOM KOHTeI7IHEpe CNNOTHO

3aKpbITON KpblWKOK. Cpa3y e nocne M3BNeYEeHUSs OJQHOW TECT-NOMIOCKN M3 KOHTeilHepa

cnepyeT HeMeAIeHHO NNOTHO 3aKPbiTh KPblWKY KOHTeliHepa.

A TecT-nonockKW npefHa3HayeHbl 4NA OLHOKPATHOrO NMPUMEHEHUA, NMOBTOPHOE NMPUMEHeHUe
3anpewWweHo N MOXET Bbl3BaTb MEPEKPECTHYIO MHGpEKLUIO.

A Tpu wucnonb3oBaHunM un3gennsa cneayetr cobnwpgaTb npaBuna aHTucenTuku. TMMepeg
NnPpUMeEHeHUEM HeO6XOAMMO BbIMbITb PYKW B TeNNOW BOLe C MbINOM N1M60 MCNONb30BaTh
LEe3NHOUUUPYIO WY BNaXHY cangeTky, 3aTemM faTb KOXE MPOCOXHYTh.

A TpebyeTca uMcnonb3oBaTb CTaHAapTHble Mepbl MNPefOCTOPOXHOCTM npu obpaweHun
C KpOBbt. Bce nmpobbl U MaTepuanbl, C KOTOPbIMW KOHTaKTMPOBAN MaLUeHT, cymTar TCH
6M0N0OrMYecKM OMACHLIMU, C HUMU HeobXOAMMO ob6pal,aTbCA KakK C NOTEHLUMUaNbHbIMMU
nepeHOCUYMKaAMM UHPEKLUUN.

A WN3penne copepXuUT Menkue getann, cnocobHble Bbi3BaTb YAyl be W TPpaBMbl y [eTein
Mfnajwero Bo3pacta Npu BAbIXaHUWM W npornartblBaHuM. W3genune cnegyetr XpaHuUTb
B HEJOCTYMHOM ANS AeTel MecTe.

A Henb3d BblHMMATb TeCcT-MOMOCKY M3 TecTOBOro TrHe3ja T[/IlOKOMeTpa BO Bpems

BbIMONHEHUS aHanmaa.

A CamocToATeNbHOe oONpeAeneHWe YPOBHA T/NOKO3bl B KPOBM HE MOXET 3aMeHUTH
MOCTAHOBKY AMarHosa BpayoM MWAW perynsipHbie BM3UTbl K Bpayy. CamoTecTupoBaHue
YPOBHS TNOKO3bl B KPOBM CleAyeT UCMNONb30BaTh NUWb MoOcAe NOAYyYeHUs MOAPOOHBIX
WHCTPYKLUUIA 0T KBanuduuuMpoBaHHOTro Bpada-cneyumanucta (SHAOKPUHONOra) no

HabN A4EHNIO N NTEYEHU IO caxapHoro AnaberTa.

14. ONMNCAHVE N TEXHNYECKUME XAPAKTEPUCTUVKA
14.1 Tect-nonockun SelfyCheck Regular

A TecT-nonocka COCTOUT M3 CAefyOLWNX YacTew:

1. KaHan gnm abcopbumm
O6nacTb KOHTaKTa TECT-MONOCKN C NPp06OA KPOBH.
Mpu conpukocHoBeHUU abcopbumMa NPOUCXOANUT aBTOMATUUECKMN.
2. OKHO NOATBePXAeHNN
3anofHeHue OKHa CBNAOETENbLCTBYET, 4yTo KONn4yecTBO KpoBMu
AOCTaTO4YHO ANA aHannisa.
3. OcHOBHasA 4aCTb TeCT-M0/I0CKU

n O6nacTb ypaepXaHusg TecT-NONOCKM NpU BCTaBKe TECT-NONOCKM
B TeCToBO€E rHe3ao.
4. KOHTaKTHbIe Mo/1ocbl
O6nacTb KOHTaKTa TECTOBOTO rHes3fga M TeCT-Nn0OIOCKMN.
I_Ipl/l BBEAEHNWN TECT-NONOCKWN B TECTOBOE THE3A0, TMIOKOMETP

BKNHOYNTCA aBTOMATUYECKN.
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A TecT-nosiockKa BCTasNseTCA BBEPX IMLEBOIN YacTb, NIOTHO A0 ynopa.

A ECMM KOHTaKTHble MOMOCbI TeCT-MOMOCKN He [0 KOHLA BCTas/eHbl B FIOKOMETD,
pesynbTaT TecTaMO>XeT OblTb HEMPaBU/IbHbIM.

A TecT-nonockn [ONMXKHblI OblTb WCMNOMb30BaHbI B TeyeHWe 6 MecAueB C MOMEHTaA
NepBoro BCKPbITUA (hlakoHa (HO He No3fHee 24 MecsUeB C MOMEHTAa W3roTOB/EHUS).
HeobxogMmo 3anucaTb faTy NepBOro BCKPbITUA KOHTEHepa Ha ero 9TUKETKE.

A Tlocne n3BneveHNs TeCcT-MOMO0CKN U3 KOHTeHepa Heo6XxoAnMMO cpasy N0 THO 3aKpblThb
KOHTeliHep.

A TpukacaTbCA K TEeCT-MOMOCKE ChefyeT TO/MbKO YACTbIMA U CYXMMU pPyKamu.
Micnonb3oBaTb Ka>kAylo TeCcT-MoM0CKY cpasy >Ke noc/e UsbaTusa U3 KOHTelHepa.

A He ncnonb3oBaTb TECT-MOMIOCKM MOC/E UCTEYEHMSA CPOKA MOAHOCTU. OTO MOXKeT
NPMBECTM K NONYYEHUIO HEMPABT bHbIX Pe3y/ibTaTO0B.

A He crn6aTb, Hepe3aTb W He e)OPMMPOBATb TECT-MOMOCKH.
TexXHNYECKMEe XapaKTePUCTUKN

Mopgens TD-4309

XUMMUYECKNE KOMMNOHEHTHI depmeHT TNOKO300KCcHMgasa 13%
®eppuumnanng 39%

docthat kKanus 6%
Kao6okcumeTunyenntonosa 42%

ra6apuTHble pasmepsl 7,5 X 36,06 X 0,5 (£0,2) mm

TECT-NMONOCKNU:

ra6apuTHble pasmepsl 53,0 (+0,5) mm, 0 30,46 (+0,25) mm

KOHTelHepa:

Macca ofHO TECT-NONOCKN: 0,17 (£ 0.003) r

M acca 6py'|"|'0 KOHTeVIHepaI - 10 wT. B KOHTeI?IHepeI 1781+ 10%
- 25 WT. B KOHTEliHepe: 20,4 1+ 10%

-50 WwWT. B KOHTEWHEpE: 248 1+ 10%

O6beM nNpobbl:
EAMHMLB N3MepeHus:
Bpemsa peakuyunn:
Ovana3oH namepeHusd:

AHanurt:

depMeHT:
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0,5 Mmkn

mr/gn van mmons/n

5¢

1,1-33,3 mmonb/n (20-600 mr/gn)
D-rnwokosa

GOD (rniokosookcupgasa)



CpoK rogHocTu:

24 wmecsua OT fJaTbl M3roToBneHus nu6o 6 MecsAueB CO AHA BCKPbLITUSA

KOHTellHepa.

[AvanasoH rematokpura: 30-55%

Tun |'|p06b|: cBeXad uenbHaa KanunnnapHaa KpPpoBb

14.2 KpaTkas onucaHue u3genuit, NnpefyCMOTPEHHbIX AN UCNONb30BAHMUSA C 3a9BNEHHbIM
MW.

1421 .TnwokomeTp SelfyCheck Regular

0

1 lNepefHaAsa naHensb.

2. 3a[iHA5 NaHesb.

3. KpblwKa 6aTapeiHoro oTceka.

4. Qucnnei.

5. OCHOBHas KHOrKa.

6. KHonka SET (KHoMKa yCTaHOBKW).
7. TecTOBOE rHe3fo.

8. KpblLKa nopTa AaHHbIX.

Mogens: TD-4287

VICTOYHUK NUTaHUS: Nutnesas 6atapest Ha 3B pasmepom CR2032
,ﬂ,mcnneﬁ: XKJ, noacseTtka oTcyTcTBYeT

MamsTh: 150 n3mepeHuii ¢ 4aToin 1 BpeMeHeM
BHELLHWiA BbIX0f,; Kabenib MUHN-USB
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Tun depmeHTa GOD (rntoko3ooKcugasa)

Bpems aHanm3a: 5¢C

EAVHWLBI n3MepeHns: Mr/o0 UM MMOIb/

[nanasoH “3MepeHuii: ot 11 go 33,3 mmonb/n (0T 20 go 600 mr/a)

PaspeLuaroLLas cnocobHoOCTb 0,1 mmons/n (1 mr/gn)

(war namepeHns):

O6bem npobb!: 0,5 Mkn

YpoBeHb rematokpura: 30 %-55 %

MoTpebnsemas MOLLYHOCTb: 14,12 mBT

rabapuTHbIE pa3Mepbl: 28,14 X 103,43 X15,1(x0,3)mMm

Macca (C 3/1eMeHTOM NuTaHus): 30 r £(15%)

Bpems ycTaHOBMIeHMs paboyero pexumMa:  5c¢

Bepcus MO 2011 0309 PM 02:08

JlonoNHNTENbHbIE (PYHKLWN: ABTOMaTUYECKOe OnpefeneHne HaHeceHNs nNpoobl
ABTOMaTUYECKOE onpeseneHve BCTaBKU
aNeKTpoja
ABTOMaTMYECKUIA 06paTHbIA  OTCYET BPEMEHM
peakumn
ABTOMaTUYECKOE BbIK/IIOYEHNE Yepe3 2 MUHYTbI
6e3aencTems
MpenynpexaeHve 0 HapyLLeHU TeMnepaTypHOro
peXxxunmMa

14,2.2 KoHTponbHble pactBopbl SelfyCheck Regular

KoHTponbHbii  pactBop SelfyCheck Regular npefHasHayeH [ns WUCNOMb30BaHWS € TeCT-
nonockamm SelfyCheck Regular. KoHTponbHbiin pactBop SelfyCheck Regular ncnonbsyetcsa ans
Kannbposkn CucTeMbl AN ONpeeneHns YPOBHA T/IHOKO3bl B KPOBW (rIFOKOMETP) NOPTaTUBHON
SelfyCheck Regular. [laHHOe u3genve npefHasHayeHo TONbKO ANst AMArHOCTUKN in Vitro.

Mogens KoHTponbHbli1 pacTBop SelfyCheck Regular Low (Hu3kuii) TD-4910

KoHTponbHblit pactBop SelfyCheck Regular Norm (HopmanbHblii) TD-4911

KoHTponbHbiii pactBop SelfyCheck Regular High (Bbicokuit) TD-4912
HoMWHanNbHBbIA 4 mMn
06beM pnakoHa
rabaputHble 58,2(2x0,6) mm 0 17,5 (x0,35) mm
pasMepbl hfiakoHa
Macca 6,6 T+ 10%
CocTas YpoBeHb Low (Huskuii) Norm (HopmanbHbliA) High (Bbicokuii)
D-rnwoKo3a 0,05 % 0,08% 0,2%
(2.9 0,5 (4,7 £0,7mMmmonb/N) (11,1 £1,7 mmons/n)
MMONb/N)
PactBop HaTtpua 99,9% 99,87 % 99,75 %
xnopupga
(0,9% -it)
AmapaHT 0,05% 0,05% 0,05%
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He 1cnonb3oBaTb KOHTPO/IbHBIA PacTBOP MOC/IE UCTEYEHMS CPOKA FOAHOCTM UK CnycTa 3 Mecala
nocne nepBUYHOrO BCKPbLITUA (hakoHa. Heobxoaumo ykasaTb [aTy BCKPbITMS Ha (piakoHe
C KOHTPO/IbHbIM PaCTBOPOM U YTUAN3UPYITE OCTaBLUMIACA PacTBOP MO UCTEYEHUN 3 MECSLIEB.
TecT ¢ KOHTPO/IbHbIM PacTBOPOM PEKOMEHAYETCA NPOBOAUTL Npu Temnepatype ot 20 -.c fo 25 °C
1 OTHOCUTENbHON BnaxkHOCTK 0T 30 % 10 85 %. lMepes npoBeseHVeM TecTa yoeanTbCs B TOM, UTO
KOHTPO/bHBIA  PacTBOp, [/IIOKOMETP W TECT-NOMOCKM HaxoAsaTcs B Mpejenax YyKasaHHOro
[lmana3oHa Temneparyp.

Mepep, Mcrnonb3oBaHMEM BCTPSXHYTb (h1akoH. He pekoMeHAyeTCs CUbHO BCTPAXMBATL (h1aKOHBbI
BO M36€eXaHne My3bIpbKOB.

15. SKCINYATAUNA

15.1 MpoBepka paboTbl CUCTEMbI C UCNONb30BAHUEM KOHTPO/ILHOIO pacTBopa
PekoMeHAyeTCs NPOBOAUTL CaMOCTOSATENIbHYKO MPOBEPKY COBMECTHO paboTbl rHOKOMETpa
N TeCT-MOIOCKA Mpy MoMoLwmM KoHTposnbHOro pacteopa SelfyCheck Regular (nocrtaensertcs
B CTapTOBOM Habope wnn npuobpetaeTcsd OTAeMbHO). KOHTPO/bHLIA pacTBOp MOMELLEH
BO (DIaKOH C repMETUYHOMN KPbILLKOIA.

®nakoH ¢ MapKMpoBKOW «Lows» (HW3KMiA) HEO6X0AUM ANS NPOBEPKM U OTOBPaXKEHUS HU3KOTO
YPOBHS [/IOKO3bl, (h1aKOH C MapKMPOBKON «Norm» (HOpMasibHbIA) HE06X0AMM A8 MPOBEPKM
N OTOOPaKEHNS HOPMaSIbHOr0 YPOBHA T/HOKO3bl, (h1AaKOH C MapKuMpoBkor «High» (BbICOKWIA)
HeobX04UM A/19 MPOBEPKM N OTOOPaXKEHNSA BbICOKOTO YPOBHSA I/1HOKO3bI.

JonycTumblA  AManas3oH  pe3y/nbTaToB  MpU  aHa/M3e  KOHTPO/ILHOrO  pacTBopa  YyKasaH
Ha KOHTeiHepe ¢ TeCT-nonockamu. [ns nony4veHns TOYHbIX pe3y/ibTaToB HE0OXOAMMO PerynspHo
NPOBOAWTb NOAOOHYIO ANArHOCTUKY.

TecT C KOHTPO/IbHbIM PacTBOPOM CNefyeT NPOBOAUTS:

* NPV MOJO3PEHNMN HA TO, YTO F/IFOKOMETP WM TECT-MOMOCKM PaboTatoT HEKOPPEKTHO;

* NPV HECOOTBETCTBUW Pe3y/IbTaToB U3MEPEHUA IOKO3bl B KPOBM BaLLeMy CaMO4yBCTBUIO, MO0
NPV NOAO3PEHMSAX Na HETOYHOCTb M3MEPEHUIA;

* 1N TPEHUPOBKMN NPOBEAEHNS U3MEPEHUIA;

* MY NajeHnn YCTPOIMCTBA AN NPU NOLO3PEHNN Ha €r0 MOBPEXAEHNE.

,ﬂ,l'lﬂ npoBeaeHnA TeCta C KOHTPOJIbHbIM PaCTBOPOM BaM I'IOHa,CI,O6I/ITCFI FMIOKOMETP, TECT-MONOCKN
N KOHTPO/IbHbIA pacTBop.
1. BcTtaBbTe TECT-NONOCKY

BcTaBbTe TECT-MOJIOCKY B TECTOBOE TIHE3N0 KOHTaKTHbIMM MO/10CaMW BIEPEN WU BBEPX.
|_J'Il0KOMETp BK/TIOYUTCA aBTOMaTUYECKWN, Ha ANCIIEE NOABUTCA CUMBOS y’:

2. OTMeTbTe TeCT C KOHTPO/IbHbIM pPacTBOpPOM
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HaXXmuTe OCHOBHYIO KHOIMKY A/11 TOr0, YT0Obl OTMETUTb TECT C KOHTPO/IbHbIM PaCTBOPOM.
Mpn oTo6paxkeHnn cumeona ‘QC’ Ha Aucnnee YCTPOMCTBA pPe3y/bTaThbl TECTA HE COXPaHSAOTCS
B NaMATW. Ecnu Bbl pelunTe He NPOBOAWUTL TECT C KOHTPO/IbHLIM PacTBOPOM, CHOBa HaXKMuTe
OCHOBHYH KHOMKY 1 cumBos *QC’ ncyesHeT.

/K Mpu npoBefeHUUM TecTa C KOHTPONbHBIM pacT BOPOM HEOGXOAMMO MEPEXOAMT b

BpeX MM 'QC\ 4T 06bl pe3ynbT aT He COXpaHANCSA B naMaTu ycT poilicT Ba BMecT e

cpesynbTaTamMu TecTa C KPOBbW. B NPOTMBHOM cinyyae pe3ynbT aThb TecTa
YypPOBHSA rniw Ko3bl kpoBu cmewatw Tcsa B MAMATUycT poiicT Ba cpe3ynbTarTamMum TecT a

C KOHT PO/lbHbIM pacT BOpPOM.

3. HaHecnTe KOHTPONbHLI pacTeBop

Mepes OTKpbITMEM  (pnakoHa TpebyeTca  HECKO/IbKO  pas
NepeBepHyYTb 3aKpPbITbIA (hakoH (He BCTPsAXMBaTbL). Kanns KOHTPObHOMo
pacTBOpa HaHOCMTCA Ha YMCTbIA KONMA4YoK (hlakoHa, 3aTeM K Kanse
MOLHOCUTCA  TecT-MOMOCKa, BCTaBfeHHad B [/IOKOMETP.  [lpu
COMPUKOCHOBEHNM KaHana Ans abcopbumn TecT-MOMOCKM C  Karsen
KOHTPO/IbHOr0 PacTBopa, BCacbiBaHWe NPOVUCXOAUT aBTOMATUYECKM.

Bo m3be>k aHue 3arpsa3HeHUss KOHT PONbHOIO pacT BOpa He HaAaHOCUT e

pacT BOp HeNocpeasCT BEHHO Ha T eCT -NOJIOCKY.

4, CumnTaiiTe N NnpoBepbTEe pe3ynbTar

OKHO NOATBEPXAEHUSA TECT-MONOCKM 3aMN0NIHATCA NPW AOCTaTOYHOM KOMMYECTBE MPOobI,
nocne Yero rNKOMETP M34acT 3BYKOBOIM CMrHan M NPUCTYNUT K NPOBEAEHMIO aHanu3a. locne
OKOHYaHusA 06paTHOro otcyeta ot 5 o OHa Aucnsee NosBATCA pe3ybTaT TeCcTa C KOHTPOSIbHbIM
pacTBOpoM. CpaBHUTE MOMYYEHHbIN pe3ynbTaT ¢ AMana3oHoM, YKa3aHHbIM Ha KOHTelHepe TecT-
MOMIOCOK. Pe3ynbTaT AO/MKEH ObITb B Npeaenax aToro AuanasoHa.

Ecnun pesynbTaT HaXxo4WUTCA BHEe YKa3aHHOTo AMmanasoHa

Ecnn noBTOpHble pesynbTaTbl TecTa MNPOLO/HKAKOT He nonafaTb B YKa3aHHbIA Ha
KOHTeliHepe A1ana3oH, Nprbop MOXeT paboTaTb/UCrnoNb30BaTLCA HEMPaBUILHO NGO BO3MOXHA
HECOBMECTUMOCTb T/IHOKOMETPa M TECT-NOMOCOK. HE WMCMO/Nb3YWTE 3TOT KOMMNAEKT ANA
TecTupoBaHus obpasua Kposu. O6paTUTECh 3a MOMOLLLI B CAYXOY MOAAEPXKM WA B MECTO
nprobpeTeHus.

Avnanas3oH 3HauYeHUM AnA TEeCcT a C KOHT PO/ZTbHbBI M pacT BOpPpOM, yKa3aHHbIl7I

Ha KOHT eliHepe TEeCT-NONOCOK, nNpeAHa3HauyeH TONbKO ANS OLEHKW pe3ynbTaToB TecTa

C KOHT PONbHBIM pacTBOPOM. OTOT AMaNnas3oH He ABNAEeT CA peKOoMeHAalUMWelh NO COJEPIX aHUL

rNK KO3bl B KPpOBMU.

15,3 NMpoBegeHne Tecta ¢ Npo60il KpoBM
[ns BbINOMHEHNSA TecTa Bam MOHaL06UTCS:
1 "nokomeTp SelfyCheck Regular.
2. Tect-nonocku SelfyCheck Regular.
3. KoHTpornbHble pactBopbl SelfyCheck Regular (Low, Norm, High).
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4. Pyyka AN NPOKasibiIBaHNA aBTOMaTNYeCcKas (C HAaKOHEYHVKOM).
5. TaHueTbl SelfyCheck.

Komnnektauns CucteMbl yKasaHa Ha ynakoBke.
KOMNOHeHTbI CUCTEMbI, KOTOPbIe MOXHO NPUOBPECTU LOMO/HUTENBHO.
1 Tect-nonocku SelfyCheck Regular

UTOGbI CHU3UTb PUCK 3apaXkeHUS:

A HMWKOrfa He NONb3ylWTecb OAHWM NAaHLET OM UANPYUYKON AN NpoKayblBaHUS BMeECT e C APYrunT

na,qum;

BCerja McNnonb3ynTe HOBbIA CTEPUNbHBIA NaHueT

OQHOPA30BON0 MCNONb30BaHUSA;
/\ msberaiTe nonajgaHus

nNocCbOHOB, Mace.3, IrpasMm U WMUHOPOAHBIX YacT Uy

. NNaHuyeT b nNpejHa3HaYeHbl T ONbKO ANA

BHYT pb MAW Ha
NOBEPXHOCT b NaHUET OB MW aBT OMAaT MYECKON PYUYKMU ANS NpoKanbiBaHUSA.

1.MoprotoBka aBTOMAaTMYeCKOI Pyudykn ona npoKaablBaHUA K TECTUPOBAHNIKD KPOBMU

1. MoBEpHHTE KOANAUOK PyUKM A7 2. BcTaBbTe MaHLeT B,u,e%x(aTenb naHLeTa
MPOKa/bIBaHWS U CHUMUTE €ro, MOTSHYB W HAZlaBUTE Ha HETO, HTOOBI HAZEMHO
BBEpX.

3. CHUMMTE 3alUMTHBIN KONNAUOK ¢ Navueta,  + HaAEHbTE KONNauok pyuKn 06paTHo
1 NOBEPHMUTE ero [0 LUeYKa, YToobI
3aKpenuTb Ha MecTe (CM. puc.).
Konnayok 3akpensieH, ecnv MHAMKaTop
KpenneHns Haxo4MTCs B KpaliHeM MpaBoM
MOJIOXEHNN.

JepxuTe pyyky 3a Kopnyc
YCTPOICTBA, a He 3a KOMMayoK.
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5. YaepxuBarite Konayok 1 BolbepuTe
rny6uHy nNpokona, noBopaynBas
perynmpyemblii HAKOHEYHWK B IHO60M
HanpasfeHnn, TakuM 06pa3om, YTOObI
CTpesika Ha Ko/nayke ykasblBana Ha
Tpebyemyto rny6uHy npokona.

6. MoTAHMTE 3a 06NacTb perynnpoBkn
HaK/0Ha A0 Lenyka. Koraa usaenve byaet
rOTOBO K MUCMOJIb30BaHWIO, MNMBET I'IyCKOBOVI
KHOMKW N3MEHUTCA.

Ecnu Bbl He ycnblWaHb Wefl4Ka BO3MOX HO,
ycT poicT BO 3aknuuunno NepPeAycrT anoskoli

naHueT a.

2. BcTaBbTe TECT-MONOCKY B IMOKOMETP A/14 €ro BK/IIOYEHNA

JoxanTeckb NosiB/IeHNsA cMMBofia Ha Aucniee.
3. BbibepuTe NOAXOAAWNIA PEXUM U3IMEPEHUS

Ha ycTtpolicte
AC (00epnpb!). LI tnocne c®

PEXXUM
General
AC
PC

QcC

NPeAyCMOTPeHO ueTbipe PEXVM@  M3MEpEeHNs: General (0o6LL.).

YCNoBUA NCTMOJIb3OBAHNA
Rntoboe BoeMs CyTOK, HE3aBUCMMO OT Npuema nmLm
M/HMVYM3a 8 yacos 10 efpbl
yepes 2 yaca nocne efpl
[MNarHOCTMKa C KOHTPO/IbHbIM PacTBOPOM

JEeK/Ilo4YeHmne pekmmmo L |

1 BcTasbTe TECT-MOMOCKY B BbIK/MOYEHHOE YCTPOMCTBO, 4TOGbI BK/IHOUMTL  ErO.

Ha amncnnee noasutca MI/IF&I-OLLU/IVI CUMBOJ1

2. HaxxmmaliTe OCHOBHYIO KHOMKY An1si nepekntoyeHms pexxumos General, AC PC n QC.

RC

A [é:
innntM
«M-NMNAM IU'uu
lU-UuU
A
FC WAyl
i “PNPA
in.nnau tQ:DD

4, MonyunTte obpasel KPoOBMU

MoaroToBka MecTa 3a6opa KpoBM

Ha KauecTBO MOMyYEHHOTro pe3ynbTaTa W3MEPeHVst YPOBHS  T/1HOKO3bI
CYLLECTBEHHOE BNMAHWE OKa3blBaeT CTUMYNMPOBAHWE KPOBOOOPALLEHUs, NS 3TOr0 MOTPUTE
MECTO YKo/a nepef 3a6opom KpoBu. [oKasaTesb COAEPXKaHWS TNHOKO3bl B KPOBM, B3ATON U3
M Ta, KOTOpOe NpeaBapuTeNbHO HE PacTMPasioch, CYLUECTBEHHO OT/IMYAETCS OT MoKasaTess
COAEPXXaHWUs T/IIOKO3bl B KPOBW, B3STOW M3 Manbla. PacTvpaHue MecTa YKona nepef B3sTUEM

KpPOBW MO3BONAET 3HAYNTE/IbHO YMEHbLLUNTbL 3Ty pPasHULY.
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Moxanyiicta, co6ofaiite cneaytoLme ykasaHus nepeq B3sTUEM Kanau KPOBU:
/K

BbIMONTE MBbBICYWMUT e pPYKN nepej TeM, Kak NPUCTYynNuMTb K npoyeaype,

/ \ BblﬁepVITe MeCcT O YKO/la Ha KOHYMNKe NManbya nnum na ,u,pyron YyacTwn Tena,

nepej NPOKONOM NOTPUTEMECT O YKONa B TeyeHne npumepHo 20 CeKyHS,

npoTpMTe MeCcT OYyKONa Ae3nHpuumupytoweih candeT Koii,

3a6op KpoBYM M3 nanbLa

n AaﬁTe KOX € BbICOXHYT b,

1 MpokonnTe narely 2. Y januTe yCTPOICTBO C MecTa NPoKora.
MNI0THO NPYKMUTE HAKOHEUHMK pyuku Ans  |10CNI€ BbINONHEHWS NpoKona yjammre
MPOKATbIBAHNS K HIDKHER YacTu nogylueykn — MEPBYHO Kanito KPOBA € NOMOLLGIO HACTOM
nanbLa. BaTbl.
L1751 BLINONHEHIS POKONA HAKMUATE OCTOPOXHO HafaBUTE Ha MECTO MPOKONA,
MYCKOBYIO KHOMKY. 10 BbINOSHEHM Npokonia  YTOObI COBPATH ellie OAHY Kamnto Kposm.
MPO3BYYT LLENYOK. By/ibTe aKKypaTHbI, YTOObI He CMa3aTb
o6pa3el, KpoBu. HaHecuTe obpaseL, Ha TecT-
MosIoCKYy.

A\ npu Ka> 4O0OM U3MepeHUN BblﬁmpaVITe HOBOEe MeCT O. HeOAHOKpaTHbIe NMPOKO/bI B OAHOM
MW TOM X e MeCT e MOryT nosneyb 3a co60ih 60ONE3HEHHbIE owyuweHMa M NpneecT n KNOoABNEHNIO

Mo30nel.
/\ MPOKOHCYNbT UPYNT ecb C BpauyoM nepej 3a60poOM KPOBM M3 aNbT epHAT UBHbBIX MecT .

A\ PekomeHfgyeT ca yfanuTb NepBylw Kanaw KPOBM, T akK KakK OHa MOX eT cofjep> aThb

T KaHeBYHW X MAKOCT b, YT O MOX €T UCKaAa3NTb pe3ynbTaT U3IMEepPpeHUA.
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5. HaHecuTte obpaseL, KpoBu

\/(© ) x

MoaHecuTe Kans KPOBM K BNUTbIBAKOLLEMY OTBEPCTUIO TECT-MOJIOCKM, [epya TECT-MOOCKY Noj,
HaKNOHOM. KOHTPONbHOE OKOLUKO TeCT MOMOCKM 3ano/IHUTCA MpU LOCTaTOYHOM KO/INMYECTBe
o6pasLa KposW.

HE YEVPAWTE naneL, noka He YCAbILWNTE 3BYKOBOW CUTHaN.
A He npunx MMmakTe MecT O YKO/la K TeCcT -NonNoCKe U He pas3Mm a3blBalTe KpOBb.

/ \Ecnm B TeuyeHWe 3 MUHYT o6pasel KpPOBM He 6yfeT HaHeceH Ha TecT-NONOCKY,
yCT poicTBO aBT OMAaT MYECKU OT KYUOYMT CA. NS Hayaya HOBOTO U3MEPEHUS HEOBXOAUMO

yoaymnT™b MW 3aHOBO BCTaBMWTb TECT -NONTOCKY.

OKHO NOATBEPX feHUA JONXK HO 6bITb NONHOCT b 3aMNO/THEHO KPOBbLK AN Hauana
obpaT HOTO oTcyeT a. HMUKOTIrAaA He Nbl TalkhTecb L06aBUTb LOMNONHMT eNbHOE
KONMYecTBO KPOBWU HaAa TecT -MONOCKY MNocflie TOro, Kak BMNMMT ayacb nepsBad Kannqa.
M3BneknTe MCNONb30OBAHHYW T ecT-MONOCKY MW NMOBTOPMTE M3MepPeHUEe C HOBON TecT -

NONOCKOW.

Ecnu BamM HeyfaeT cs 3aN0ONHUT b OKHO NOAT BEPXX AeHUN, o6paT MNT ecb 3a NOMOLW b

K BalWemMy nevyawemMy Bpayy Wwun B CNYy>X 6y nogpgepa’/ckn.

6. CumTbiBaHMe pesynbTaTa
Pe3ynbTaT M3MEPEHNSI YPOBHS FNHOKO3bl B KPOBM OY[EeT COXpaHEH B NaMsTW YCTPOMCTBA

aBToMatmyeckm (100 mr/gn = 5,5 mmons/n).
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Cwiblioe o6essox usanne u upesmepHas NOT epst BOAL MOTYT MPUBECT M K TOMY, 4T O
nokasaHus O6yAyT HUX e AeAcCTBMTEenNbHbIX. MpU NOJO3PEHMM Ha CUNbHOE O06e3BOXK MBaAHMUE

HemMegneHHO o6paT MWT ecb K Bpauy.

/\ Ecnwu nokasaHus YyPOBHSA rN10 KO 3bl B KpPOBM HUX e nnn Bbl W e HOPM bl ,
a cooTBeTCTBYylOWMNE CUMNTOMbB 3ab6oneBaHuMs OTCYyTCTBY T, npentje BCero, NoBTopuTe
TecT. ECAmM cuMnNnTOMB NPUCYTCTBYWT WU €CNW NOBT OPHbLIE W3IMEPEHWSN MNPOAONXK AW T
nokasblBaT b pe3ynbTaThbl, KOTOpPble HWUXE WAN BbllWe HOPMb, CcCnejgyiiTe peKoMeHJjauUunAM

Bawero neyauwero Bpava.

‘ \,U,I'IFI N3MmepeHNa YypoOBHA TNHWKO3bl B KPOBMU VICI'IOI'Ib3yl7ITe T ONbKO CBeX ue 06pa3u,b|

LenbHOW KPpoBU. M pU MCNONb30BAHUN UHBIX 06pa3L OB pe3ynbT aTbl 6YAYyT HEBEPHbI MU.

A Ec.uu, Npu ycnoBuUMW T OYHOTO COGNKWAEHNA WMHCT PYKUMA, M3NOX EHHbIX B HacT osleM
PYKOBOACT Be, Yy BaC WME T CH CAMNTOMbBI, He COOTBET CTBYH LW MUE pe3ynbTaTamM U3IMEepPeHuUii,
o6paTuTecb KBaWeMy nevyauwemy Bpauy.

Cunctema no3BonseT rnony4yatb pPe3ynbtar 3KBMBA/IEHTHbIN 3HAYEHUIO Ansa nnasmbl KPOBW.
,£I,|/|ar|a30H HOPMaJIbHbIX 3HaYeHUi YPOBHA [/1OKO3bl B

Bpems n3mepeHms nnasme KpoBWM NS NIOLEi, He CTpajaromnx LuMabeTom
(mr/an)

HaTtowak nnm nepeg eaoi < 100 mr/gn (5,6 Mmonb/n)

Cnycta 2 yaca nocre efsbl < 140 mr/pn (7,8 mmornb/n)

ANTIPOKOHCYNbT MPYW T ecb C Nevyawmm BpayvyomM, YT 0o6bl onNpeAenuMT b NOAXOAAWWUINE Bam
LeneBoi AManas3oH 3HaAUYeHUI.

YpoBeHb KOHLUEHTPaUMK T/IH0KO3bl B KPOBY WK M/1a3Me MOXKET BbIPaXXaTbCs B eAnHMLAx

Beca (Mr/4n) unm MoNsPHOM KoHUeHTpauuy (Mmonb/n). MprHUMN NpUGAN3NTENLHONO NepecyeTa

mr/gn pasfenntb Ha 18 = MMOSIb/N
MMOMb/N YMHOXWTb Ha 18 =wmr/gn
Hanpumep,
1. 120 mr/gn 18 = 6,6 MMonb/n;
2. 7,2 mmonb/n X 18 = 129 mr/gn (pe3ynbTaThbl NepecyeTa NpU6/InM3nTeNbHbIE).

7. YTununsaumna ncrnonb3oBaHHbIX MaTepuanos
3BneyeHmne Ncnonb3oBaHHOM TECT-MOMNOCKU
A3BNeknTe TeCT-NoNIOCKY, INMHOKOMETP OTK/THOUMUTCA aBTOMAaTUYECKMU.

V13BneyeHMe 1CNonb30BaHHOMO NaHLeTa
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1 OTkpyTuTe  KOMMAYoK  PYYKM 2. UT06bl yfanuTb WCMOAb30BaHHbIM
nypanuTe NaHLeT. YTUNU3MpynTe NaHUET, BbIABMHbTE BbITECHUTENb BMeEpea.
MCMO/Mb30BaHHbIA NaHUET, cobnodas Mepbl YTUNU3MPYWTe NaHUeT B COOTBETCTBUM
NPeLOCTOPOXHOCTU:  MOMECTUTE 3alUMTHYHO C HOPMamW IOKa/IbHOrO 3aKOHOAATE/IbCTBA.
KPbILLKY NaHLeTa Ha TBEPAYHO MOBEPXHOCTb U
BbI[BUHLTE B HEFO WCMO/Ib30BAHHYIO UTNY.

Mcnonb3oBaHHbBI e NaHULET bl M TEeCT-NONOCKN CYMNT ar T CcA O6GMONOTMYECKN ONacCHbI MK

oT xofgamu. YT VIHMSVIpyVITe nNXx B COOTBETCT BUN C HOpMaMMN NOKayYbHOTO 3aKoHOAaT eNnbCcT Ba.

A\ nsa 3abopa KPOBM M3 aYbT epHAaT UBHbIX MeCT (He M3 MOAYW eYkKN navybla) UCNONb3YH T e

npo3payHbl i HAKOHEYHUK.

15.4 3a60p KpPOBM M3 aNibTePHATUBHbIX MECT
Bbl MOXXeTe NpoBecTM aHanM3 06pasLa KpoBW, B3ATONM M3 a/lbTEPHATUBHBIX MECT.

CywecTBYW T OrpaHMYeHMS Ha BO3MOXX HOCT b 3ab6opa KPOBM M3 anbT epHaT UBHBLIX
MecT . Nox aﬂyIZCT a, NTPOKOHCYNbT MpyﬁTer cBaWwWwuvmm BpaydYyoM O HavyaT Mcnonb3oBaHWMA 3T OrO0
MeToOofa.
3ameHuTe KOMMavyoK YCTPOWCTBa BBEAEHUS Ha NPO3payHblii KONNa4oK Ans 3abopa Kposw
U3 anbTepHaTMBHbLIX MeCT (AST). MOTAHUTE KOHTPO/b B3BOAA Hasag A0 Lenyka. Mpu ykone
B Npeansieybe, NIevo Un pyky nsberante MeCT C SPKO BbIPXKEHHbIMY BEHAMW, YTOObI N36eXKaTb
Yype3sMepHOro KpoBOTEYEHWS.

Korga cnesyet ncnonb30Batb MeToZ 3abopa KpOBU U3 afibTEPHATUBHBLIX MECT?

OCO06EeHHOCT NUTAHWA, NIeYeHWs, YPOBEHb Harpy3kv WiM CTpecC M 6ONe3HN MoryT
OKa3blBaTb B/IMSIHWE Ha YPOBEHb [/OKO3bl B KPOBU. KanunnspHas KpoBb B KOHUMKAX MasibLeB
OTpaXaeT Takue M3MeHeHWs ObiCTpee, YeM B APYrux yacTax Tena. Moatomy, npu n3mepeHum
YPOBHA T/1HOKO3bl B KPOBW BO BPEMS WM HEMOCPEACTBEHHO MOCNe efbl, (U3NYECKOW Harpysku
NN KakNX-NN60 ApYyrux AeWCTBUIA UK COObITWUIA, cnefyeT MCNONb30BaTb TONbLKO 06pasubl
KPOBW 13 NasbLeB.

Mbl HaCTOSITENIbHO PeKOMeHAYeM WCMO/b30BaTh 3a60p KPOBU U3 a/ibTEPHATUBHbLIX MECT
TOJIbKO npu cnepyroLmx ycnosusax:
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o Jl0 efibl WM Ha rONOAHBIV XeNnynoK (He paHee Yem Yepe3 2 yaca Mocnie noc/efHero
npuema nuLp).

* He paHee yem yepes 2 yaca nocne npuema MHCymHa.

* He paHee yem Yepe3 2 yaca rnocne PU3NYECKNX HarpysoK.

HE MCMNOJ1b3YWTE 3a60p KpoBU 13 aNlbTEPHATUBHBIX MECT, EC/N:

 Bbl npeanonaraeTe HA3KUIA YPOBEHb FIHOKO3bl B KPOBU.

* Bbl He yBepeHbl, eCTb 1N Yy BaC MMMOrIMKEMUS.

» Bbl npoBoauTe TECT HA TMNEPT/INKEMUIO.

o PesyfnbTaT W3MEPEHUs YPOBHA [/HOKO3bl B KPOBM W3  a/ilbTEPHATMBHLIX MeCT
He COOTBETCTBYET BallleMy CamMO4yBCTBUIO.

 PesynbTaTbl BalMX 06bIYHbIX NPOBEPOK MOABEPXKEHbI YACTbIM KONE6aHNSAM.

AnbTepHaTMBHbIE MeCTa 414 3abopa KpOoBW:
1. Maney,
2. NlafioHb
3. MNneuo

4. Mpepnneyse

MpEONOTaraEVes 0H
VONQ/E3083H/A [T pyKA

16. KOHTAKT MU34ENNA C TENOM YHENTOBEKA
TecT-NonocKy KPaTKoBPEeMEHHO KOHTAKTUPYHOT C MOBPEXAEHHOW KOXENA.
MpU U3rOTOBNEHWM W3AENMSI HE WCMOMb3YIOTCS KOMMOHEHTbI KMBOTHOIO MPOUCXOXKAEHNSI.
3nenue He COAEPXKMT B COCTaBe BELLECTB, KOTOPble MOTYT PacCMaTPUBATLCS KaK N1eKapCTBEHHbIE
npenapatbl WK (apMaLeBTUYeckme. B 13aennm He UCMOMb3YOTCS MaTepuasbl GONOrMYecKoro
MPOVUCXOXKAEHUS!, NPpeiHa3HaUeHHbIe /151 NepepaboTKM U MOBTOPHOIO NMPUMEHEHNS.

17. MAPKMPOBKA

MapKkunpoBka Kopryca KOHTeHepa C TeCT-MON0CKaMW COAEPXUT CRefytoLyto
MH(OPMALMIO:  HaUMEeHOBaHWe, MOAeNb, TOBapHbIA 3HaK, HaMMeHOBaHWe W  afpec
NpoOn3BOAMTENS, HaUMEHOBaHWe 1 agpec YNOSIHOMOYEHHOro NpeacTaBuTeNns, TenedioH ropsyein
NIMHAW, CEepPWIHbIA HOMEpP, MEeCTO [/1 yKa3aHUA [aTbl BCKPbITWS, KONMYECTBO TeCT-MOI0COK
B YMakoBKe, cMMBO/T «OCTOpoXXHO! O6paTuTech K PYKOBOACTBY MO 3KCMJyaTauuu», CUMBOI
«KMcnonb3osatb f0» (B hopmate T T-MM), cumon «MeanLMHCKOe n3aenne ana anmarHoCTUKm
in vitro», cumBon «TemnepaTypHbIi AnanasoH»; CUMBON «[uanas3oH BNAXHOCTU», CUMBON
«3anpeT Ha MOBTOPHOE NMPUMEHEHME»; AnanasoH AN Ka4eCTBEHHON NHTepNpeTaLuy U3MePEHHbIX
3HaYeHU B eAMHMLAX MMOAb/N U Mr/gn (HU3KWUIA, HOPMaNbHbIN, BbICOKWIA YPOBEHb) ANA
KOHTPO/IbHOIO pacTBopa (B hopme Tabnmupl); Hagnuch «KIcnonb3yeTcs TO/IbKO C FIFOKOMETpamu
SelfyCheck Regular wn koHTponbHbIMM  pacTBopamu  SelfyCheck Regular»; Hagnuch
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«/Icrnonb3oBaTh B TeUeHUE 6 MecsILIEB MOC/e NePBON0 BCKPLITUS»; HAAMUCh «He 3aMOpaXknBaThb»;
BHYTPEHHWIA KOf 3TUKETKM; AaTa U HOMep PY, KOHTPONb BCKPbITUS (MOMOCKA, HaK/eeHHast Ha
MOBEPXHOCTb KOHTEWHepa) — B 3aBUCKUMOCTM OT (DOPMbI BbINyCKa.

TecT-nofoCcKM NPOM3BOAATCA B ABYX (DOPMaX BbINUCKa:
1) Tect-nonockn SelfyCheck Regular — ¢ KOHTponeM BCKPbITUS;
2) Tect-nonocku SelfyCheck Regular — 6e3 KOHTPONS BCKPbITUS.

MapknupoBka Ha NOTPeOUTENbCKOW  YMaKOBKE  TECT-MOMIOCOK  COAEPXMWT:
HavMMeHOBaHWe, MOAENb, TOBAPHbIA 3HaK, HAMMEHOBaHWE 1 afpec NPOU3BOAUTENS, HAUMEHOBaHWE
1 afipec YnosHOMOYEHHOro NpeacTaBuTens, TenetoH ropsyent IMHUA, CEPUMHBLIN HOMEP, MECTO
AN yKazaHWA [atb, BCKPbITWUSA, KOMYECTBO TECT-HOMOCOK B YNakKOBKE; CUMBO/T «OCTOPOXKHO.
O6patutech K pyKOBOACTBY MO 3KCM/yaTauum»; CMMBON «lcnonb3osatb 4o» (B hopmarte 1
MM)- cumBon «MeauUUHCKOe mn3denvie Aas AMarHoCTMKKM in Vitro»; cumBon «He gonyckatb
BO3AENCTBMS CONIHEYHOrO CBETa», CMMBON «bepeub OT BRaru»; CUMBOM «TemMnepaTypHbIii
AmnanasoH»; CUMBO/ «3arpeT Ha MOBTOPHOE MPUMEHEHME»; BPEMS WU3MEPEHMst ANS NOMyYeHUs
pesynbTata (5 €); Hagnucb «Kcnonb3yeTcd ToMbKo C rratokometpamm SelfyCheck Regu ar»,
Hagnucb «lIcnonb3oBaTb B TeUeHWe 6 MeCsALEB MOCNe MepPBOr0 BCKPbITUS»; BHYTPEHHWIA KOA
9TUKETKW; TenethoH ropsvelt IMHUKN, HoMep 1 gata PY.

CuMBObI, NCNOJIbIYEMbIE B MAPKNPOBKE MeANLMHCKOIO U3aenmsa

CUMBON MapKNUpOBKM PacwwndppoBka cumBona
NMpownssoamnTtens

Homep naptuun n3gennsa no cCMcTemMe Hymepauuunm M3rotoenTens

Mcnonb3oBaTh A0 yKaszaHHOW gathbl

rrr-m m
3anpeT Ha NOBTOPHOE UCNONb30BaHue

TemMnepaTypHblii Arana3oH XpaHeHUs

bepeub oT Bnaru

O6paTmTech K pyKOBOACTBY N0 aKCNAyaTaluum

OcTopoxHo! O6paTuTecb K pyKOBO/ACTBY MO 3KCNayaTayum

I\D MeaunuMHCKOe U3genne AN ANarHOCTUKW W Vitro

18. TPEBOBAHUNA K OXPAHE OKP)’)KAI-OLLI,EI7I CPEAbI
MeanuuHcKoe wu3fenve 6e30MacHO M He OKasblBaeT BAMSHUS Ha OKPYXKAlOLLYyH cpefy.
MoTeHUManbHasi GMoorMyeckas OMacHOCTb: Bpaun UK NHOAW, UCMONb3YHOLLME JaHHOe M3aenme
ANsi NPOBEeAEHUs aHa/M3a y HECKO/bKIMX MaLWeHTOB, A0/KHbI 0CO3HABATb, YTO N0GbIe MPeaMETbl,
KOHTaKTMpYIOLLME C KPOBblO, [AaXe Mocne 006paboTKM, MOryT ObiTh
PacnpoCTPaHEHNS TPAHCMIUCCUBHBIX BUPYCHBIX UHIEKLINIA.

NCTOYHNKaMK
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N3penve He reHepupyeT COGCTBEHHYHO SHEPIMH0 W He MOF/IOWAeT 3HEPruio Monb3oBaTess.
N3nenve He TOKCUYHO MPU KOMHATHOM TemmnepaType, He BbIAENSET B OKPYXKAlOLLYH cpeady
TOKCMYHbIX BELUECTB, HE OKa3blBaeT BPEAHOr0 BO3AECTBMS Ha OPraHW3Mm 4YesioBeKa Mpu
HEMoCPeACTBEHHOM KOHTAKTE.

N3nenve He COAEPXKUT XXUAKMX 1 Fa3006pasHbIX KOMMOHEHTOB B COCTABE.

19. TH®OPMALMA MO BE3OMACHOCTU
KomnaHus- npounsBoguTe/b He rapaHTUpyeT KOppekTHyto paboty TecT-nonocok SelfyCheck
Regular npu ncnosnb3oBaHMM C NIKOObIM TIFOKOMETPOM, OT/AIMYHBLIM OT rtokomeTpa SelfyCheck
Regular. Kcnonb3oBaHwe Apyrux rAOKOMCTPOB COBMECTHO C TecT-nonockamu SelfyCheck
Regular MOXeT NprBECTU K OLUMOOYHBIM pe3y/ibTaTam.
W3genve Henb3s MCMoONb30BaTb [0 TeX MOp, MOKa He MpoBefeHa MpoBepka Mpy MOMOLLY
KOHTponbHOro pacteopa SelfyCheck Regular v pe3ynbTatbl, NosyyYeHHbIe C MOMOLLbIO MPOBEPKN,
HaxoAaTCcs B TpebyemMoM AnanasoHe.
Bo un3bexaHvie nepekpecTHOrO 3apaXKeHUs He PEKOMEHAYeTCA MCMOoNb30BaTb OAHY PY4Ky AN
NPOKasbIBAHWUSA HECKO/TbKUMU NIULAMA.
3anpeLLeHo Monb30BaThCA NaHLETOM, KOTOPbIM MOMb30Ba/ICA APYrOil YenoBek. Bo n3bexxaHue
3aHeCeHMs MHMEKLMM KaXKAbIV pa3 CneayeT MCMOo/b30BaTb HOBbIA CTEPUbHBIV NaHLET.
Nobble NpeamMeTbl, KOHTaKTUPYHOWME C KPOBbIO, [faxe mMocne 06paboTKM, MOryT 6bITh
MCTOYHMKAMK PacnpoCTPaHEHMS TPAHCMUCCUBHBIX BUPYCHbIX MHEKLIWIA.

20. CTAHOAPTbBI KAYECTBA

3genve coOTBETCTBYET MexAyHapoAHbIM cTtaHgapTam: MOIK 62366:2007, BC EH 62366:2008,
NCO 14971, M3K 62366-1:2015, EH LCO 15197:2015, NCO 23640: 2011, EHNCO 17511,
EH 13532:2002, EHNCO 15223-1-2014, EHNCO 18113-4:15, EHNCO 18113-5,
EH NCO 13485, AnpekTmBa 0 MeAMUUHCKOM 06opyaoBaHnn (93/42/EEC), M3K 61326-1.

21. CTEPU/IbBHOCTb
MeauLMHCKOe 13fenne NocTaB/IfeTCA HECTEPU/IbHBIM.

22. METO/AbI 7 CPEACTBA OE3NHDEKLUWIN 7
MPEACTEPUNMN3ALIMIOHHOW OUYNCTKU

[laHHOe M3aenve npeaHasHAuYeHO [ OAHOPA30BOr0 MPUMEHEHWs, OYMCTKa [/
MOBTOPHOrO MCMO/Mb30BaHMS He [J0MYCKaeTcs.

23. YCNOBVA XPAHEHWA, TPAHCIMOPTUPOBKW, 3KCITYATAUWN,
CPOK TTO4HOCTW

23.1 TpaHcnopTupoBKa

TpaHCNOPTMPOBKAa MOXET OCYLLEeCTBAATLCA BCEMM BWUAAMWM  TpaHCnopTa B KPbITbIX
TPaHCMOPTHBIX CPeACTBaX WM YHUBEPCAIbHbIX KOHTEHepax, 3aliMLeHHbIX OT COSIHEYHOro
CBETa, B COOTBETCTBMM C [EWCTBYIOLLMMU Ha HWX MpaBWiamn MepeBo3KV Tpy30B. YCNoBWA
TpaHcnopTUpoBaHus: npu Temnepatype ot 4°C go 40°C 1 OTHOCUTE/IbHON BNIXHOCTU He 6osiee
85 % OTHOCWTE/bHOW BIXXHOCTW B OPUrMHANIBHOM KOHTeEHepe.
23.2 CpoK rogHocTn
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CPOK rogHoOCT TECT — MOJIOCOK B 3aKPbITOM (bflaKOHe [0 MepPBOro OTKPbITUA (*)I'IaKOHa
COCTaBNAET 24 MecALa C MOMeHTa NU3rotosneHns. CpoK rofHOCTW NOJIOCOK C MOMEHTA BCKPbLITUA
(bflaKOHa cocTaBnseT 6 mecaueB ,EI,HGVI, HO He no3gHee 24 mecAUEB C MOMEHTA WM3rOTOB/IEHUS.
Henb3a ncnonb3oBaTh TECT — MOJIOCKM C UCTEKLLMM CPOKOM FOAHOCTH.

23.3 XpaneHve

XpaHutb m3genve npu temnepatype oT 4°C go 40°C, He 6onee 85 % OTHOCUTE/LHOM
B/IXKHOCTW.

XpaHUTb TONMLKO B OPUTMHA/ILHOM KOHTEiHEpE, He NepeMeLLaTh B APYryHo YNaKoBKy.
B npoxniaiHoM CyXom MecTe.

MN36eraTb BO3AENCTBUS NPAMbIX COMHEYHBIX NyYeit 1 Tenna.

He 3aMopaxuBarb.

XpaHWUTb KOHTEHEp ¢ TECT-NOMI0CKaMU BAAN OT AETEA.

23.4 Jkcnnyartayusa
JkcnnyaTtmpoBaTb u3genue credyet npu Temnepartype oT 10°C go 40°C, He 6onee 85 %
OTHOCUTE/IbHOM BIAXKHOCTU.

- Mocne n3BneyeHns TECT-NOMOCKMN U3 KOHTEHepa HEMEANEHHO MAIOTHO 3aKPbITb KPbILLKY
KOHTeHepa.

- bBpaTb TeCT-NONOCKY TONMBKO YMCTBIMU U CyXUMK pyKamu. VIcnonb3oBaTh KaXkKayto TecT-
MOMOCKY CPasy e Noc/e U3BMeYeHNst U3 KOHTeliHepa.

- Hu B Koem cnyyae He CrinbaTth, He pa3pesaThb 1 He MOBPEXAATb TECT-MOMOCKY.

- He wucnonb3oBaTh TECT-MOMOCKM TOCAE WCTEUEHUS CPOKa FOAHOCTU. 3TO MOXKET
MOBMNSATb HA TOYHOCTb Pe3y/bTaToB.

24. YTUNN3AUNA N YHNUTOXEHNE

TecT-nonocky SBNSKOTCS WU3AENIMEM OfHOKPATHOrO MPUMEHEHUS W YTUAU3MPYIOTCS Moc/e
KaXK0ro WCMo/b30BaHWS NpY MPOBEAEHWM aHanM3a. TakK Kak 3TV W3AeNNs KOHTaKTUPYHOT
C KPOBbO, OHW SIBMAKOTCA WMHAOUUMPOBAHHBIMU W/WAM  NOTEHUMAIbHO  UH(ULMPOBAHHBIMY
oTxogamu (knacc B). Mpy NpUMeHeHUN B MEAULIMHCKMX YUPEXAEHMAX UCMOb30BaHHble M3aeNns
YTUNU3NPYIOTCS B COOTBETCTBUMM C  CaHWTapHO-3MUAEMUONOTNYECKUMI  TPeGOBaHMAMU
K OpraHm3aLmsm, oCyLLEeCTBASOLMM MeANLMHCKYHO AeSTENbHOCTb, K JaHHOMY BMAY OTXOZOB.
Hewncnonb3oBaHHblE M3AENNS OTHOCATCS K KlacCy OTXOAOB A, He COfepXKaT BPefHbIX BELLECTB
M MOTYT 6blTb YTUM3MPOBaHbI BMECTe C ObITOBbLIMM OTXOAamMuM B COOTBETCTBUMM C CaHlMuH
2.1.7.2790-10.

Mpv NOBCEAHEBHOM MPUMEHEHNMN B GbITOBbIX YCOBUAX UCMO/b30BaHHbIE TECT-MONOCKM MOXHO
YTUN3MPOBATb C 6bITOBBIMI OTXOfaMu, MPeABapUTeNbHO TMOMECTUMB UX B OYMaXKHYH WM
MONUSTUNEHOBYHO YMaKOBKY.

25. TAPAHTUIHBIE OBA3ATE/IbCTBA

CapaHTWIAHbIV Nepyog AeNCTBYET Ha NEPUOA rapaHTUIAHOTO CPOKa XpaHeHus.

1llramnl: 2020 naii-toaHb-MWUH-LIeHb-XCyaHb-n3y * fleno Ne: 000086 [ata: 31 aHBapsA 2020 r. * [aHHbIi JOKYMEHT 6bla1 HOTapua.'1bHO
othopMm/ieH B HOTapuasbHON KoHTope «Baii-fa MapTHepe» PalioHHOro cyfa ropoga Taii6aii TaliBaHu, KuTaiickas Pecny6nuka,

M CBUAErenbCTBYET 0 TOM, YTO nognucu / neyatn «Taigok TexHonomkn Kopu.» B JaHHOM JOKYMEHTE SIBASIOTCA NMOASIMHHbBIMU.

* HoTtapuyc 1MogTcebl * Xcy XcyaHb-HOH

1lramnl\ «Taiigok» * B1-7F.,Ne.127, ByroHr CekoHp Poyg., 24888 * paiioH Byry, HoBblli Taii63ii, TaliBaHb

/Mognuce!

/WTamn/: 10F-10, Ne 148, Cek. 4, YxoHcso WcT Poya. * palioH [laaHb. ropog Taii6ali 106, TaliBaHb (Kutaiickas Pecny6nvka)
/MeyvaTb/: HoTapuanbHas KoHTopa «Bali-fa MapTHepe», PalioHHbI cyf ropoga Taii6sii, TaliBaHb * Kutalickasi Pecny6anka * Hotapuyc
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MepeBof, C aHIMACKOrO N KWUTaNCKOrO A3bIKOB Ha PYCCKWI A3bIK BbIMOHEH MEPEBOAUMKOM
OpaHckoit AHacTacuelr KOpbeBHOW. MoATBEPXKAALD, UTO BbIMO/IHEHHbIN MHOW MepeBoj, ABNSETCA
NpaBU/IbHbIM, TOYHLIM U NOJHBIM.

Poccuitickas ®epgepaymnn
CaHkT-leTepbypr

UeTBepTOro MapTa /iBe ThiCSAUYM ABAALATOr0 rofa.

A, O3eHc AnekcaHip eoprueBnd, BPeMEHHO WCMOMHAIOWMIA 0643aHHOCTM HOTapuyca
HoTapuasbHOro okpyra CaHkT-MeTepbypr [3eHc HatasibM AHATOMLEBHbI, CBUAETENLCTBYHO
NOL/IMHHOCTL noAnucy nepesogumka OpaHckon AHacTacum KOpbeBHbI.

Mognwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoanmncasLLlero JOKYMEHT YCTaHOB/EHa.

3aperncTpupoBaHO B PEECTPE: Ne 78/80-H/78-2020- '~ A -4 4 0 ~

B3bICKkaHO rocyapCTBEHHOM MOLLUMHBI (No Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a 0Ka3aHue ycnyr npaBoBOrp Y TEXHUYECKOro xXapakTepa:

A.l'". [3eH

ATOro B HaCTOSALLEM [JOKYMEHTE:

42 (copok aBa) nmcTa

Bp.n.o.HoTapuyca A.l". 3eHC
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