USER’S MANUAL

SelfyCheck Prim Test Strips

produced by Taidoc Technology Corporation
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Before use

Dear User of SelfyCheck Prim Test Strips!
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.

Use SelfyCheck Prim Test Strips only as apart of the system with SelfyCheck Prim
Glucose Meter and SelfyCheck Prim 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 service or place of purchase regarding the issues related to the
use of this device.

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

2. MEDICAL DEVICE COMPOSITION
Medical Device SelfyCheck Prim Test Strips includes the following versions:

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

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

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

Version 4:

1. SelfyCheck Prim Test Strips (100 pcs. in a pack) - 1 pee.
2. User’s Manual - 1 pee.
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3. INFORMATION ON THE MANUFACTURER AND AUTHORIZED

REPRESENTATIVE OF MEDICAL DEVICE

Manufacturer: Taidoc Technology Corporation

Manufacturer'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-maii; sales@,taidoc.com.

Manufacturing site: IF & 2F & 3F, No. 12, Lane 5, Sec. 2, Nanshan Rd., Lujhu
Township, 33852 Taoyuan 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 test strip 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 Prim 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.

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

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 Prim 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 of 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.

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

7. CONTRAINDICATIONS

There are no absolute contraindications. Th;gre are use limitations.
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8. POSSIBLE SIDE EEFECTS
Not identified.

9. SCOPE
Medical Device “SelfyCheck Prim 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 It is prohibited to use the test strips as a part of the 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 can use the
samples of fresh capillary and venous whole blood.

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 of the device requires assistance and help.

The device shall not be applied to patients with severe infections, malignant neoplasms,

massive oedema.

The device is not intended for diagnosis of diabetes mellitus.

The device is not designed for measurement of blood glucose level in the new-bom infants.

Possible factors of impact on the results of analysis:

The checked blood was squeezed out of finger by strong press and therefore contains the

interstitial fluid.

Shelf life of test strips has expired (shelf life is 21 months from the date of manufacture or 6

months from the date of container opening).

A Test strips were stored at improper temperature (proper storage temperature: from +2°C to
+30°C, not more than 85% of relative humidity).

A Insufficient moisture protection of test strips.

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

A The measurement was performed with unwashed hands.

A After washing the hands were not dry for further measurement of blood sugar level.

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

>> > > >
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A Very high and very low hematocrit (lower than 35% or higher than 60%) can lead to the
incorrect results. Hematocrit value shall be within the range from 35% to 60%.

A The results can be inaccurate in case of the patients with very low arterial 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 of these results.

A In case of patients with impaired peripheral blood circulation, it is 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 well as at home and in the field.

13. APPLICATION PRECAUTIONS

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 It is 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 of reach of children!

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).

> >
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14. DESCRIPTION AND SPECIFICATIONS

14.1 SelfyCheck Prim Test Strips

A The test strip consists of the following parts:
1 1. Absorbent Hole
Area of contact of test strip and blood sample. In case of contact the
blood is absorbed automatically.
2. Confirmation Window
The filling of the window confirms that there is enough blood for
analysis.
3. Test Strip Handle
Area for holding the test strip when inserting into the test slot.
4, Contact Bars
Area of contact of the test slot and test strip. When inserting the test
strip into the test slot, the blood glucose meter will switch on
automatically.

A The test strip shall he insertedfirmly until it will go nofurther with front side facing

A If contact bars are notfully inserted into the blood glucose meter, the test result can
be incorrect. A , ri mi

A The test strips shall be used within 6 monthsfrom the date offirst opening of the vial
(but not later than 21 monthsfrom the date ofmanufacture). It is necessary to record the date 0j
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

nftpr takinQ it out df the container.

, i m ¢+
A DO.o* the test strip after expiration of the shelf life. It can lead to the incorrect

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

Model TD-4311

Chemical components Enzyme - GDH-FAD 8%
Potassium phosphate 8%
Ferricyanide 55%
Carboxymethyl cellulose 29%

Dimensions of test strip: 7.5 X36.06x0.5 (x0.2) mm

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



r pE»ee

Weight of one test strip: 0.17(+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 36.1 mmol/1 (from 20 to 650 mg/dl)
Analyte: Dextroglucose
Enzyme: GDH-FAD enzyme (glucose dehydrogenase - flavin-adenine dinucleotide)
Hematocrit range: 35% - 60%
Shelf life: 21 months from the date of manufacture or 6 months from the date of
container opening.
Sample type: fresh capillary whole blood; whole dark blood
14.2 Brief Description of Devices Intended for Use in Combination with the Stated Medical
Devices

14.2.1. SelfyCheck Prim Blood Glucose Meter

Figure
1. Test Slot/ Data Port
2. Front Panel
3. Display
4. Buttons: top/ bottom/ main (M)
5. Battery Compartment Cover
6. Back Panel
7. Ejector Pin of a Test Strip
8. Pad
Model: TD-4183
Power source: 1.5V AAA alkaline battery
Battery life: at least 500 measurement cycles
Display: LCD, white illumination
Memory: 1,000 measurement results with date and time
External output: Cable (strip port)
Enzyme type GDH-FAD enzyme (glucose dehydrogenase - flavin-adenine dinucleotide)
Analysis time: 5s
Measurement units: mg/dl or mmol/1
Measurement range: 20-650 mg/dl (1.1-36.1 mmol/1)
Resolution (measurement 0.1 mmol/1 (1 mg/dl)

interval):
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Sample size: 0.5 pi

Hematocrit level: 35-60 %

Consumed power: 157.08 mW

Dimensions: 52.3 X90.3 X 18.0 (x0.3) mm
Weight (with battery): 57.4 g% 15%

Operating mode setting time: 90 sec

Software Version 2011 0309 PM 02:08
Additional functions: Automatic detection of sample

Automatic countdown start
Automatic shutoffafter 3 minutes with no activity

W arning of violation ofthe temperature conditions

14.2,2 SelfyCheck Prim Control Solutions

SelfyCheck Prim Control Solution is intended for usage in combination with SelfyCheck Prim
Test Strips. SelfyCheck Prim Control Solution is used for calibration of the SelfyCheck Prim
Portable Blood Glucose Monitoring System (Blood Glucose Meter). The device is intended for

in vitro diagnostics only.

Model SelfyCheck Prim (Low) Control Solution TD-4907
SelfyCheck Prim (Norm) Control Solution TD-4908
SelfyCheck Prim (High) Control Solution TD-4909

Nominal vial volume 4 ml

Vial dimensions 58.2(x0.6) mm 0 17.5 (¥0.35) mm
Weight 6.6 g 10%
Composition Level Low Normal High

Composition”.

Dextroglucose 0.05% 0.12% 0.25%
(2.9 0.5 (6.7£1.0 (14.7 +2.2
mmol/1) mmol/1) mmol/1)

Normal saline 99.9% 99.83% 99.7%

Amaranth 0.05% 0.05% 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 isrecommended 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.
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15. OPERATION

15.1 Check of the Proper Combined Operation of the Blood Glucose Meter and Test Strips
Using SelfyCheck Prim Control Solutions

It is recommended to perform the independent check of the joint operation of the blood glucose
meter and test strip using SelfyCheck Prim Control Solution (supplied in the stating set as a part
ofthe System 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:

if you suspect that the blood glucose meter or test strips work improperly;
if your blood glucose test results are not consistent with how you feel, or if you think the

results are not accurate;
- for practising the testing process;
e ifyou have dropped or think you may have damaged the device.
Performing a Control Solution Test
For performance of a control solution test you will need the blood glucose meter, test
strips and control solution.
1. Insert a test strip . ™u oi 1
Insert the test strip into the slot with the contact strips forwards and upwards. lhe Blood
Glucose Meter will turn on automatically with “c=a” and - 4- symbols appearing on the display.

iiL
2. Mark the test Avith the control solution
Press the “M ™ button to mark the test with the control solution. When the “QC” symbol is
displayed on the device, the test results are stored in memory. If you decide not to carry out the

test with the control solution, press the “M” button again and the “QC” symbol will disappear.

/K When conducting a test with a control solution, itis necessary to switch to the QZC
mode so that the result is NOT stored in the device memory along with the TEST RESULTS with
blood. Otherwise, the results ofthe blood glucose test will be mixed in the device memory with

the results ofthe control solution test.

3. Bring the test strip to the drop of control solution
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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 o fthe control solution, do not apply the

solution directly to the test strip.

XTIl

4. Read and verify the result n m* i =
The confirmation window of the test strip will be filled in case of sufficient sample size

after that the blood glucose meter will produee a sound signal and start the test. After the en o
the countdown from 5 to 0, the test result with the control solution will appear on the display.
Compare the result with the range indicated on the test strip container. The result must be within
this range.

If the result is outside the specified range

Ifthe 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
o f test strips,

is intended onlyfor evaluating the results ofthe test with the control solution. This

range is nota recommendationfor blood glucose.

\ 5.2 Performance of Blood Sample Test

For performance of the blood sample test you will need.
1. SelfyCheck Prim Blood Glucose Meter

. SelfyCheck Prim Test Strips

. SelfyCheck Prim Control Solutions (Low, Norm, High)
. Lancing device (with AST tip).

. SelfyCheck Lancets.

o B w N

/ \Com plete set o fthe System is specified on the package.

Components that can be purchased additionally:
1. SelfyCheck Prim Test Strips

To reduce the risk of infection;
/ \never share a lancet or the lancing device with otherpeople:
/ \always use new sterile lancet, lancets arefor single use only;

/ \avoid getting lotions, oils, dirt and debris inside or on the lancets and the lancing

device.
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1. Setting up the Lancing Device for Blood Testing

1) Turn the lancing device cap and 2) Insert the lancet into the lancet

remove it by pulling it up. holder and press it in order to fix it firmly.

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

3) Remove the protective cap from the

lancet.

is in the extreme right nosition.

the 6) Pull by the slope adjustment area

puncture depth turning the adjustable tip in any until click. When the device is ready for use
direction so that the arrow on the cap points at the release button colour will be changed.

the required puncture depth. A If you did not hear the click

possibly the device jam med before the lancet

fixation.

2. Insert the Test Strip into the Blood Glucose Meter to S>vitch It On

W ait for and symbols to appear on the display.
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3. Select the Suitable Measurement Mode
The device has four measurement modes: General, AC, PC and QC.

MODE CONDITIONS FOR USE

General any time of day, 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. “4” symbol or “Gen” will appear on the display after switching on.

2. Press “A ” button to switch the modes General, AC and PC.
«aul 4C2N

o 8 i’ ;c-l?’.;t IQDtr
3. Press “M ” button to switch to QC mode.

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.

Please follmv the instructions below before collecting a drop of blood:

wash and dryyour hands before starting theprocedure;
select thepuncture site atfingertip or on otherpart ofthe body;
rub thepuncture sitefor about 20 seconds beforepenetration;

A clean thepuncture site using disinfecting wipe and let the skin dry;
5. Blood Drawing from the Finger

2) Remove the device from the

Press the lancing device tip to the puncture site. Use the lancing device to prick
bottom part ofthe finger pad tightly. the skin. After the puncture completion remove
In order to make puncture press the the first blood drop using clean cotton. It is
release button. After the puncture completion necessary to obtain not less than 0.5 pi of
the click will sound. blood sample. Press to the puncture site
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carefully to collect another blood drop. Be
careful in order NOT to smear the blood
sample.

ZIX choose a different spot each timeyou perform a test. Repeatedpunctures at the same

spot may cause painfeelings and calluses.
/' \ Consult the doctor before collecting the bloodfrom the alternative sites.

A\ It isrecommended to discard thefirst drop ofblood as it might contain tissue fluid,

which may affect the test result.

5. Apply the Blood Sample

It is necessary to bring the test strip inserted in the glucose meter to the drop of blood at
an angle. Once the absorbent hole of the test strip touches the drop of blood, the blood will be
drawn in automatically. The confirmation window of the test strip will be filled in case of
sufficient blood sample size; after that the blood glucose meter will produce a sound signal and
start the test.

/ \DO NOTREMOVE thefinger untilyou hear the sound signal.

/K Do notpress thepuncture site to the test strip and do notsmear the blood.

/l\ Ifyou do not apply the blood sam ple to the test strip within 3 minutes, the device will

switch offautomatically. To start a new measurementremove 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.

A\ Ifyou have trouble filling the confirmation window, consultyour doctor or support

service.
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6. Reading of Result
The result of blood glucose test will appear after the countdown from 5 to 0 and will be
saved to the device memory automatically (100 mg/dl = 5.5 mmol/1).

ZiX severe dehydration and excessive water loss can lead to the readings lower than the

actual values. Immediately contactyour doctor in case ofsuspicion ofsevere dehydration.

I fthe 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 norm al value.

A\ To measure the blood glucose level use onlyfresh whole blood samples. In case of

use o fother samples the results will be incorrect.

Ifyou have the symptoms that do not correspond to the test results and subject to

adherence to the instructionsprovided in this Manual.

/' \ Check ifthe result ofanalysis is within the acceptable range of results. Refer to

your doctor, ifthe value exceeds 14 mmol/l.

Range of normal values of blood plasma glucose level for
p~ple without diabetes {mg/dl)

Fasting and before meal < 100 mg/dl (5.6 mmol/1)

2 hours after a meal < 140 mg/dl (7.8 mmol/1)

Time of measurement

Consultyour doctor to define the target range o fvalues 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 ramol/I
value is as follows:

mg/dI divide by 18 = mmol/1
mmol/1 multiply by 18 = mg/dl
For example,

1 120 mg/dl 18 ~ 6.6 mmol/1,;
2. 7.2 mmol/1 x 18 = 129 mg/dl (conversion results are approximate).
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7. Disposal of Used Materials
Removal of the used test strip

Remove the test strip by moving the glucose meter ejector pin slider to the end position;
the glucose meter will switch off automatically.
Removal of the used lancet

1) Twist off the device cap and remove 2. In order to remove the used lancet
the lancet. Dispose the used lancet following move the ejector forward. 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.

/ \ Used lancets and test strips are considered to be biohazard waste. Dispose the used

lancet according to the regulations oflocal legislation.

ZiX use transparent tip for blood draw from the alternative sites (notfrom the finger

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.

/hs There are limitations in terms ofpossibility ofblood draw from the alternative sites.

Please consultyourphysician 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. When making injections to the
forearm, upper arm or hand, avoid sites with well defines veins, to avoid excessive bleeding.
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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 finger 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:

» Before a meal or on an empty stomach (not earlier than 2 hours after the last meal).

» Not earlier than 2 hours after the insulin administration.

» Not earlier than 2 hours after physical exercise.

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

¢ You assume low level of blood glucose.

e You are not sure whether you have hypoglycaemia.

* 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 .

Upper Am

16. DEVICE CONTACT WITH HUMAN BODY
The test strips contact with damaged skin for a short period of time.

When 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
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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); “Tn 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/1 and mg/dl units
(low, normal, high levels) for control solution (in tabular form); “Use only with SelfyCheck Prim
Blood Meter and SelfyCheck Prim Control Solutions” inscription; “Use within 6 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 of release:

1) SelfyCheck Prim Test Strips - with opening control

2) SelfyCheck Prim Test Strips - without opening control

Labels of the consumer packaging of the test strips contain 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 ot
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 Prim Blood Meter”
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

a .

Labeling symbol Interpretation
Manufacturer

iild
Device batch number according to the manufacturer’s numbering )
Use before the specified date

2 yyyy-mm
Re-use is forbidden

Storage temperature range

Protect from moisture
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**Y YYY

Y
y }//yyy y
% Refer to the User's Manual
Q Warning! Refer to the User's Manual
IV D In vitro diagnostics medical device

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 of vector-bome viral infections.
The product does not generate its own energy and does not absorb the user’s energy. The product
is not toxic at room temperature, does not release toxic substances into the environment, does not
have any harmful effect on the human body through direct contact.

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

19. SAEETY INFOImATION

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

The product cannot be used until it has been tested with the SelfyCheck Prim 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 has 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-bome
viral infections.

20. QUALITY STANDARDS

The device corresponds to the international standards: IEC 62366:2007, BS EN 62366:2008, 1SO
1497E IEC 62366-1:2015, EN ISO 15197:2015, ISO 23640: 2011, EN ISO 17511, EN
13532:2002, EN ISO 15223-1-2014, EN ISO 18113-4:15, EN 1SO 18113-5, EN ISO 13485, CE
MOD (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.
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23. STORAGE AND TRANSPORTATION CONDITIONS, SHELF LIFE
23.1 Transportation

Transportation 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: within the temperature range of 2°C to 30“C and
relative humidity up to 85% in the original container.

23.2 Shelf Life

Shelf life of the test strips in a closed container before the first opening constitutes 21 months
from the date of manufacture. Shelf life of the test strips after opening of the container
constitutes 6 months, but not more than 21 months from the moment of manufacture. Do not use
the test strip after expiration of the shell life.

23.3 Storage

Store the device at 2°C - 30°C and relative humidity up to 85%.
- Store the device in original container only, do not transfer to another package.
- Inadry cool place.
- Avoid direct sunlight and heat.
- Do not freeze.
- Keep the container with test strips away from children.

23.4 Use Cy
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 of the container.
- Never bend, cut or damage the test strip.
Do 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).
When 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 aecordanee with SanPiN 2.1.7.2790-10.

In everyday use in domestic conditions used test strips can be disposed of with household waste,
after plaeing them in paper or plastie packaging.
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25. WARRANTY OBLIGATIONS
The warranty period is valid for the period of the guaranteed shelf life.
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MepeBOA C aHTNMWCKOTO M KWNT alicKOTo Si3bl KOB Ha PYCCKUW 3bl K

PYKOBOACTBO no SKCIJTYATALNN

Tect-nonockun SelfyCheck Prim

npon3BoAcTBa «TanfoK TexHonomkn KopropenLH»
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Mepen HayanoM MCNONb30BAHNA

YBaxkaemblii nonb3osatens TecT-nonocku SelfyCheck Prim!

Meped HayanOM WUCMONb30BaHWA  W3AENWs, BHMMATE/IbHO MNpoYUTaliTe  AaHHOe
PYKOBOZCTBO MO 3KCM/yaTanuu.

ObpaTtnte 0C060e BHMMAaHVE Ha BCe NPeLyrnpexieHns n Mepbl MPefoCTOPOXHOCTH,

KOTOpble NMOMeYeHbl 3HaKOM

Bce anemeHTbl Cuctembl paspaboTaHbl, MPOTECTMPOBaHbI W MPOBEPEHbl  Ha
COBMECTUMOCTb TaknM 06pa3oM, YTobbl 0b6ecneymsaTb TOYHbIE PE3Y/bTaTbl U3MEPEHUA YPOBHSA
I/IFOKO3bl B KPOBM.

A TecT -nonocku SelfyCheck Prim Mcnonb3yWTe TONbKO B cocT aBe CucTembl
crniookomeT pom SelfyCheck Prim n KoHT ponbHbeiMu pacT Bopamu SelfyCheck Prim.

PerynspHblii KOHTPO/Ib YPOBHSA T/1OKO3bl B KPOBM M03BONUT Bam ¥ Baluemy nevaiiemy
Bpayy Nyu4lle KOHTPONMpoBaTb AnabeT. bnarogapsa He6onbLWMM pa3Mepam ¥ NpocToTe B paboTe
Cuctema Mo3BOMSET CaMOCTOATENIbHO NPOBEPATb YPOBEHb T/IHOKO3bl B KPOBM B /1K060M MecTe
1 B N1060€e Bpems.

MHorve niofmn, BrepBble BbIMOMHAKOLLME CAMOCTOATE/IbHbIA aHasM3 KpPOBM, HaxoaaTt
Mofie3HbIM CHavasa MonpakTUKOBaTbCA Ha KOHTPO/bHOM pacTtBope (cm. pasgen NMPOBEPKA
PABOTbI CUCTEMbI C NCIMOJIbBOBAHMEM KOHTPOJIbHOIO PACTBOPA).

Mo Bompocam, CBSi3aHHbIM C WUCMO/b30BaHWEM [AaHHOr0 YCTPOICTBa, Ob6paLaiiTeCh
B CNY>0Y MOALEPKKN UK NO MECTY NPUOBPeTEHNS YCTPOICTBA.

1 HAMMEHOBAHWVE MEANLUWMHCKOIO N3AENNA
Tect-nonockn SelfyCheck Prim (Janee no TekCTy - u3genve, MeauLUMHCKOe n3aenve, TecT-
MOoJIOCKN).

2, COCTAB MEANUWNHCKOIO N3AENNA
MeamunHckoe nsgenve «TecT-nonocku SelfyCheck Prim», BKoUaeT B cebs cregytoLme
BapuaHTbl UCMO/IHEHUS:

BapuaHT ncnonHeHuns I
1 Tect-nonocku SelfyCheck Prim (10 wr. sByn.)  1wr.
2. PykoBoACTBO NO aKcnayartaumm - 1.

BapuaHT ncnonHeHuns 2:
1 Tect-nonockn SelfyCheck Prim (25 wr. Byn.)  1wr.
2. PyKoBOACTBO MO 3Kcnayatauum - 1 ur.

BapuaHT ncnonHeHus 3.
1 Tect-nonocku SelfyCheck Prim (50 wr. Byn.)  1wr.
2. PyKOBO/CTBO MO 3Kcnayataumm - 1.

BapuaHT ncnonHeHuns 4.

1 Tect-nonockn SelfyCheck Prim (100 wr. Byn.)  1wm.
2. PyKoBOACTBO Mo aKcnayataumm - 1 L.
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3. CBEAEHUS O MPOW3BOAUTENE U YMOMHOMOYEHHOM MPEACTABUTENE
MEAVLIHCKOIro N3AENVSA

Mpownssogutenb: «Tallfok TexHonoaXxu KopnopeWw H»

Appec npowussogutena: B1l-7F., No 127, ByroHr CekoHp Poyga., paWioH Byry, HoBblii Tal6aii,
24888 TaiiBaHb, Kutalickas Pecnyb6nuka, Ten. +886-2-6625-8188, an agpec: sales@ taidoc.com .

MecTto npoussogcTtBa: 1F m 2F n 3F, Ne 12, leitn 5, Cek. 2, HaHwaH Pga., JTlyxxy TayHwwun,
TaowaHb 33852, TaliBaHb.

YNONHOMOYEHHbI nMpeacTaBnTenb (OpraHmsaymna, NnpuHUMato was NpeTeH3nmn):

OO0 «HOKCT Buo»

Apfpec ynoNnHOMOYeHHOro npepjctaeuTenda: Akajemuka [asnosa yn., pfom 5, nwutepa B,
nomeweHne 46-N, 197022 CaHkT-NMeTepbypr, Poccuiickas ®epepauns

Ten.: +7 (812) 703-79-75 (MHOToKaHanbHbI); pakc: +7 (812) 703-79-76

TenedpoH ropsavyeil nuHun: 8-800-333-43-76 (3BOHOK No Poccum GecnnatHbl i)

4. HA3SHAYEHWNE

Fect-nonockn SelfyCheck Prim npegHasHayeHbl NpefHasHauyeHbl AN KONWUYECTBEHHOTO OnNpeAeneHus
YPOBHSA TNOKO3bl B cocTaBe CuUCTeMbl AN ONpeAeneHUs YpPOBHS TNWKO3bl B KPOBWM (rNOKOMETP)
noprtatusHas SelfyCheck Prim Kak BcnomoratenbHOe CPeACTBO NMPW MOHUTOPWUHIE YPOBHS [0 KO3bl B
cCBeXel UenbHOW KaANMUANAPHOW KpOBW, B3ATOW W3 nanbua, NafgOHW, nNjeya UM npegnnedbs Ans
CaMOANarHOCTUKN y Nto Aei, 60NbHbI X CaXapHblM ANa6eTOM B JOMAW HWX YCNOBUAX U NPU HAXOXJEHUN B
MEAWUMWHCKON OpraHmusaumnm.

5. NMPNHUWNM NMPOBEAEHUA AHANN3A

M3genme npefHasHayeHo ANA MHAUBUAYANbHOTO UCNONb30BAHUSA.

Tect-nonockmn SelfyCheck Prim mncnonb3yt Tcs B cocTaBe cucTeMbl CUCTeMbl ANA ONpefeneHnss ypoBHSA
rNwKo3bl B KpoBM (rnwokomeTp) noptatusBHoin SelfyCheck Prim. [Ons npoBepkM MNpPaBUNbHOCTK
HDYHKLUUOHMPOBAHUA CUCTEMbl TNPUMEHSATCA KOHTpPONbHble pacTBopbl SelfyCheck Prim Hu3koii,
HOpPManbHOW M BbICOKOW KOHLEHTpauum n3 ctapToBoro Habopa B cocTaBe n3genns.

Ona npaBMNbHOTO WCNONb30BaHWA M3JeNnA, CaMOOBYYeHNA M NONYYEHUSA HaBblka CAMOKOHTPONA YPOBHA
N0 KO3bl B KPOBU B KOMMNNEKTe C M3jenNnemM NocTaBNAeTCHs PYKOBOALCTBO MO 3KcNAyaTaLuu.

MpuHUWN NnpoBefeHNA aHann3a

OnpepeneHne rnwKo3bl B nNpo6e KPOBM OCHOBAHO Ha M3MeEpPeHUW 3NeKTPUUYECKUX TOKOB, Bbl3BaHHbIX
peakumnein rnio Ko3bl ¢c hpepmMeHTOM Ha Tect-nonocke SelfyCheck Prim

Mocne BBeJeHNA TeCcT-NONOCKNW B TeCTOBOe TFHe340 rnwkometpa, Cncrtema nofgHOCKUTCA K mpobe KpPOBYU
CBOGOAHBLIM KOHLOM TecT-nonocku. Kposb aBTOMaTM4YeCKu BTArMBaeTca B KaHan Ana abcopbuyuum, rge
npoMcxoamnT peakumsa. B xofe peakynu obpasyeTcs nepexXoAHbl /i aneKTpuyeckuit Tok. Cucrtema cumTbiBaeT
3HaYeHWe CUAbl TOKa, MONyYeHHOEe MPW MPOTEKAaHUM peakuuu Mexay GepmMeHTOM U TFNOKO30i B mpobe
KPOBW B peakLUWOHHOM MPOCTPAaHCTBE TECT-NONOCKW M PacCYUTbiBaeT KOHLUEHTpPaLu YyPOBHSA T/10KO3bl B
KPOBM MO NpefyCTaHOBNEHHOMY YpPaBHEHWI NporpamMMbl, BCTPOEHHOW B rnwkKomeTp. Bennunua cunbl
TOKa 3aBWCUT OT KOHLUEHTpauuu TrNKO3bl B KPOBW, NMapTuUM TecT-nonocok, pabouyero HanpsxXeHus u
TemnepaTypbl. PesynbTaT oTo6paxaeTcs Ha fgucnnee.

Mpoby cBexel LenbHOW KaNMANAPHOA KPOBW ANS M3MEPEHUNA YPOBHS TN KO3bl B KPOBU MOXHO
MONYYNTb He TONbKO C KOHYMKA Nanblia, HO U C afbTEPHAaTUBHbLIX TOYEK Tena.

6. MOKA3AHNA K TMTPUMEHEHWIO

OCHOBHble NOKAa3aHUA ANA NMPUMEHEHUS MEAULWUHCKOTO N3jenns - caxapHbolii ana6etT 1m 2 Tuna.
7. MPOTUBOMNOKA3AHWNA K MPUMEHEHWIO

ABGCONOTHbIE MPOTUBOMNOKA3aHNA OTCYTCTBYOT. VIMeTCA OFpaHNYeHUA MPUMEHEHUNSA.
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8. BOSMOXXHbIE MOBOYHbIE geicTtBUA
He ycTaHOB/IEHbI.

9. OBJTIACTb NMPUMEHEHWA
MeguunHckoe wu3genne «Tect-nonocku  SelfyCheck  Prim»  npumeHsieTcas B 06nactu
3HAOKPUHOMOT WM.

10. NTIOTEHUWMANBHbBIE MOTPEBUTENWU

3aenme MOXET 1CMONb30BaTLCA NOALMU B AOMALLHUX YCMOBUSX Asi CAMOKOHTPONS, a Takxe
MEAVLIMHCKUMI PaBbOTHUKAMK /11 MOHUTOPUHTa 3((EKTUBHOCT MepP MO CaMOCTOSITE/TbHOMY
KOHTPO/HO CaxapHOro AnabeTa y nauyeHToB B 1e4e6HO-NPOMNIAKTUYECKUX YUPEXAEHMSX.
W3genvie MOXET WCMONb30BaTbCH HenpoecCMoHalaMii € Pas/IMuYHbIMU - (DU3UYECKUMU 1
MEHTaNbHbIMI  BO3MOXKHOCTAIMI, HE MMEIOLVMM  CMEUManbHbIX MEAULMHCKUX W HayuyHo-
TEXHWYECKMX 3HAHWIA  OTHOCMTENLHO  HAGMOfEHWNs  COAEpXKaHWsi T/IIOKO3bl B KPOBY,
NpeABapUTENIbHO 03HAKOM/EHHBIMM C PYKOBOACTBOM MO 3KCM/TyaTaluu.

11. OTPAHNYEHWA MPUMEHEHNA

A TecT-nosockn npefHasHayeHbl TOMbKO A1 HApYXXHOro NMPUMeHEeHWUs (415 AMArHOCTUKM in
Vitro).

A TecT-nonockn B coctaBe CUCTEMbl HENb3s WCMOMb30BaTb B CyXOW cpede, OCOGEHHO B
NPUCYTCTBUN CUHTETUYECKMX MaTepuanoB (CUHTETUYECKAs OfeXAa, KOBPpbl WM T.M.) MOXeT
MPUBECTU K MOBPEXAEHNIO CTATUYECKMM Pa3psafoM CUCTEMBI W, KaK CNneAcTBue, K OLUMO0YHbIM
pe3y/bTaTam.

A TecT-nonockn B coctaBe CUCTeMbI HeMb3s UCMO/b30BaTb B HEMOCPEACTBEHHON 6/1M30CTU OT
NCTOYHUKOB CU/IbHOTO 3N1EKTPOMArHUTHOIO M3/Ty4eHus.

A Tlpn ncnonb3oBaHNM CUCTEMBI B AOMALLHMX YCMOBUAX U3MepPeHMe MPOU3BOAUTCA TO/bKO Ha
obpasuax CBeXel LeNbHOM KanunnsapHOW KPOBU; B YCMOBUAX MELULMHCKMX YUPEXAEeHWUN,
PaboTHUKN 34paBOOXPaHEHNS MOTYT UCMO/b30BaTh NPOObLI CBEXEN LieSIbHON KaruinspHou v
BEHO3HOWN KPOBMW.

A W3penve He npegycMOTPEHO K CamMOCTOATENIbHOMY MCMOMb30BaHUIO NULAaMK, UMEHLINMA

ocobble notpebHocTn (geTm Ao 18 neT, WHBa/MAbI, SMLA CTapyecKoro BO3pacTa).

Vcnonb3oBaHue nmu n3genus TpebyeT acCUCTUPOBAHNUSA 1 NOMOLLI.

V3genvie He npumeHsieTcs ANA MAUMEHTOB C THXeNbIMU WHMEKLUAMM, 3/10Ka4eCTBEHHbLIMU

OrMyXxoNsMK1, MaCCUBHbIMM OTEKaMW.

W3penve He npefHa3HayveHo 4ns AMArHOCTMPOBAHMA caxapHoro auabeTa.

WN3penve He npegHasHayeHO ANS U3MePeHUst YPOBHS T/IHOKO3bl B KPOBW Y HOBOPOXAEHHbIX

AETeN.

B03MOXHbIe (haKTOpbl BUAHWUSA HA pe3y/ibTaTbl aHa/M3a:

lMpoBepsieMast KpoBb Oblna BblAaBneHa M3 Majbla WMHTEHCMBHBLIM HaXaTWUeM W MO3TOMY

COZEPXKUT TKAHEBYHO XXMAKOCTb.

CpoK TOAHOCTU TeCT-NOMOCOK WCTeK (CPOK roAHOCTM cocTaBnsieT 21 mecAy OT [Jatbl

M3roToBMIEHNA NN60 6 MEeCALEB CO AHSA BCKPbITUA KOHTENHEpa).

TecT-noMoCKN XpaHWIMUCb MpU HeHagiexalleid Temnepatype (Hagnexailas TemnepaTypa

XpaHeHus: oT +2°C po +30°C, He 6onee 85% OTHOCUTENIbHOW BNaXKHOCTMK).

TecT-nonocKu BbINM HeOCTaTOUHO 3aLUULLEHbI OT Baru.

[Je3nHuuypytoLlee cpefcTBo, UCMO/Mb3yeMoe Mpu NpeaBapuUTebHON fe3vHpeKLun Mecta

B3ATMA MPOObI KPOBW, UCMNAapUIOCh C KOXW He MOTHOCTbHO.

A V3mepeHne NpoBefeHO HEMbITbIMU PyKamW.

A Tlocne MbITbl PyKU He Obl CyXUMU 1 MOCNEAYHOLLEro N3MepeHns caxapa B KPOBW.

>>» >» » »>» P> P
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A CnvWwKOM BbICOKOE AaBfieHWe B KPOBM MOXET MPUBOAUTL K WCKEXKEHUAM, 3aHVKEHHbLIM
pesynbTartam U3MepeHus.

A OueHb BbICOKMIA 1 04eHb HU3KMIA TeMaToKpUT (HKe 35% 6o Bbile 60%) MOXET NPUBECTU
K HenpaeW/bHbIM pe3yfibTaTtam. 3HauyeHve reMmaTtoKpuTa Jo/MKHO ObITh B AnanasoHe oT 35% Ao
60%.

A Y nauneHToB C CU/IbHO MOHMXKEHHbIM apTepuasibHbIM AaBNeHUEM UM HAXOLALLMXCA B LLUOKe
BO3MOXHbI HETOUHbIE pe3y/bTaThl.

A DH[OreHHble BELLECTBa, €CTeCTBEHHbIM 06pa3oM MNPUCYTCTBYHOLLME B TeNe 4esioBeka
(6bunupy6buH, MoueBas KWCMOTa, [NYTATUOH, TPUMNULEPUAbI, ApYyrue MeavKaMeHTO3Hble
XUMUYECKNEe COEANHEHNA), a TAKXKe NIEKapPCTBEHHbIE NpenapaTtbl He 0Ka3blBatOT 3HAYMUTE/IbHOr0
BNUAHUA Ha pe3ynbTaTbl WU3MEPEHUs YPOBHA [/1HOKO3bl B KPOBW T[/IIOKOMETPOM, €eCin He
MPEBbILLAKTCA HOPMasibHble KOHLEHTPpaLUM UM UCMOb3YHOTCA 0OblYHbIE TepaneBTUYECKME
[03bl. BbicOKoe cofepXaHue B KPOBW MOXEeT BAMATbL Ha pe3ynbTaTtbl aHanm3a. Cnefyet
BHVMMAaTENIbHO OTHOCUTLCA K MHTEPNpeTaLMmn TakuxX pesynbTaTos.

A TMauyeHTaM C HapyLleHHOW nepudepryeckon LUPKyNsumMen KpoBM He pPeKOMeHAyeTcs
3abupaTtb KpOBb M3 a/lbTEPHATMBHBIX YYaCTKOB Tefa, TakK Kak MoslyyeHHble MoKa3aHusa MoryT
OT/INYaTbCA OT (PaKTUYECKOro YPOBHSA TNHOKO3bl B KPOBW. [10406HbIE HECOOTBETCTBUA MOTYT
HabMo4aTbCa B CNefylowWmX Cciyyasx: Npyu TSHKENOoM 00e3BOXMBaHUM B pe3ysnbraTe
AMabeTnYecKoro KeTtoauuzaosa, runeprinkeMun B pesynbTaTe cTpecca, rMnepocMONspHO
HEKeTOTUYECKON KOMe, LLOKe, AEKOMMEHCUPOBaHHON cepaeyHoii HegocTaTtodHocTm IV Knacca
no wkane NYHA unam OKKNKO3MOHHOW 60ne3Hn nepudeprnyeckux apTepuid. OwmbKm
N3MEpPEHNss MOTryT MPUBECTN K HEBEPHbLIM WHTEPMpeTaumaMm M TemM CaMbiM K Cepbe3HbIM
NnocneacTBunAM 415 340PO0BbLS.

12. YCNoBNA MPUMEHEHNA
W3genve npegHasHauyeHO [/ UCMOMb30BaHWA B 60NMbHULAX, MOMMKINHUKAX, MEAULIMHCKUX
YUPEXAEHNAX, MaLLHaX CKOPO MOMOLLM, a TaKXKe B JOMaLLHMX 1 MOMEBbLIX YCNOBUSX.

13. MEPbI TTPEAOCTOPOXHOCTW MNP NMPUMEHEHNWA

A TecT-NoM0CKM NOCTaBSKOTCS U A0/MKHbBI XPAHUTLCS B MIACTUKOBOM KOHTEMHEpE C MIOTHO
3aKPbITOV KpPbILLKOA. Cpa3y e Moc/ne W3BMeYeHNs OHOI TeCT-MONOCKN U3 KOHTelHepa
cneflyeT HeMea/IeHHO MI0THO 3aKPbITh KPbILLKY KOHTeliHepa.

A TecT-nonocku npeaHasHaueHbl Ans 0HOKPATHOrO NMPUMEHEHMS, MOBTOPHOE MPUMEHeHMe
3anpeLLeHO 1 MOXKET BblI3BaTb NEPEKPECTHYH MH(EKLIMIO,

A Tlpu wncnonb3oBaHWKM W3AeNMs cnefyeT cob6noAaTh MNpaBuna aHTMcenTuku. [Mepeq
MPUMEHEHNEM HEOBXOAMMO BbIMbITb PYKM B TEM/ION BOAE C MbIIOM IGO0 MCMO/b30BaTh
[E3VH(ULIMPYHOLLYIO BNaXKHYIO CaNeTKy, 3aTeM aTb KOXE NMPOCOXHYTb.

A TpebyeTcs MCMONb30BaTh CTaHAAPTHbIE Mepbl MPEAOCTOPOXHOCTY MpU 06paLLEHNN ¢
KpoBbt0. Bce Mpobbl 1 maTepuanbl, C KOTOPbIMA KOHTAKTUPOBaA MauMeHT, CUMTaOTCA
61OMOrMYECKN OMACHBLIMK, C HAMM He06XOAMMO 06pallaThCsl KakK C MOTEHLUMabHbIMY
MepeHoCYMKamMm UHADEKLN.

A W3genve coaepXuT MenKue JeTanu, CrocoOHble Bbi3BaTh YAYLILE W TPaBMbl Y [ETei
MNaALWwero BospacTa Npu BAbIXaHWW W MPOrnaTbiBaHUW. M3aenue crnepyeT XpaHWTb B
HEeJOCTYMHOM /151 IeTeli MecTe.

A Henb3s BblHMMATb TeCT-MOMOCKY M3 TEeCTOBOrO TFHe3fa [/IlOKOMETpa BO BpeMs
BbIMO/IHEHMSA aHaIn3a.

A CamOCTOSITE/IbHOE OMPEAENeHNe YPOBHS T/IIOKO3bl B KPOBM HE MOXET 3aMEeHUTb
MOCTaHOBKY [AMarHo3a BpayoM Wau PerynsipHble BU3WTbI K Bpadvy. CamoTecTUMpoBaHMe
YPOBHS TNOKO3bl B KPOBW CeflyeT UCMONb30BaTh /LLb MOC/e MOMYyYeHUs MOAPOGHbIX
WHCTPYKUMIA 0T  KBaNMU(MLMPOBAHHOTO Bpaya-cneuuanncta (3HAOKPUHOMOra) Mo
HaGNIOAEHMIO 1 NTeYEHNIO CaxapHoro AnabeTa.
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14. OMNCAHUME N TEXHUWYECKWE XAPAKTEPUCTUKN
14.1 Tect-nonockn SelfyCheck Prim

A TecT-nonockKa CoCTOUT U3 CNeayHLLMX YacTel:
b----1 1. KaHan gnsa abcopbumm

O6nacTb  KOHTaKTa TeCT-MofockM ¢ npo6oit  Kposu. [Mpu
COMNPUKOCHOBEHMM abcopbums NPOUCXOANT aBTOMATUYECKM.

X 2. OKHO NOATBEPXAEHNSA

fTl 3anofHeHNe OKHA CBWAETENbCTBYET, UTO KO/MYECTBO KPOBM
[OCTaTO4HO [N aHa/m3a.
3. OCHOBHasa 4acTb TECT-MOJIOCKK
O6nacTb yaep>kaHUs TeCcT-MOMOCKN NPV BCTaBKe TECT-MOJSIOCKN B
TECTOBOE IHe3A0.
4. KOHTaKTHbIe Nonochkl
O6nacTb KOHTaKTa TeCTOBOIO rHe3fa W TecT-nosocku. [pu
BBEAEHNV TeCT-MOMOCKN B TECTOBOE FHe3[0, MHOKOMETP BK/IHOUUTCA
aBTOMATUYECKW.

A TecT -nonocka BcT asnAeT cA BBepPX NMLEBON YacT b, NAOTHO 4O Yynopa.

A Ecnn KkoHTakT HLE NonoCH T eECT -N0NOCKM He 40 KOHLA BCT aBNeHbl B [0 KOMETp,
pe3yNbT aT TecTaMOIXXET 6blTb HEMPABW bHBI M.

A TecT-nonocku ponKHL 66 Tb NCNONb30BAaHb B TeueHue 6 MecAlyes C MOMEHT a
NepBOro BCKPb T NA hnakoHa (HO He No3jHee 21 MecsAila CMOMEHT a U3TOT 0BNeHUA). HeoGXOAUM O
3anuMcaTb faTy NepBOro BCKPb T NS KOHT eliHepa Ha ero 3T MKeT Ke.

A nocne ussneuenun TecT -nonockn ns KOHT eifHepa HEOBGXOANMO Cpa3y NAOT HO 3aKphl T b
KOHT eliHep.

A NpukacaTbcas Kk TecT-nonocke cnegyeT TONbKO HUCTBHMMW M CyXrwvm pyKamu.
Mcnonb3oBaTb Ka> Yl T ecT -NONOCKY cpasy X e Nocfe U3bAT MUA U3 KOHT eifHepa.

A He Wcnonb3oBaTb TecT -NONOCKM NOCAE MCT eYeHUS CPOKA FOAHOCT M. 3T 0 MOX eT
NPUBECT M K NONYUYeHNIO HENPaBUbHbIXPEe3yNbT aT 08.

A HecruéaTes, ne pesaTb U He fepopMMUpPOBAT b TECT -MONOCKNU.

TexHnYyeckKmne xapakTepucTuku

Mogenb TD-4311

Xumnyeckme kKomnoHeHtol PepmeHT GDH-FAD 8%
docpar kKanua 8%
deppuymnaHng 55%

Kap6okcumetunuyenntonosa 29%

FabapuTHbie pasmepbl 7,5 X 36,06 X0,5 (x0,2) mm
TeCT-MONIOCKK:

FabapuTHble pasmepbl  53,0(x0,5) mm, 0 30,46(+0,25) mm.
KOHTelHepa:
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Macca ofHOM Tect- 0,17 (£ 0,003) r

MONOCKN:

Macca 6pyTTo - 10 WT. B KOHTeliHepe: 178 r+ 10%

KOHTelHepa: - 25 WT. B KOHTelHepe: 20,4 r+ 10%
- 50 WT. B KOHTEWHepe: 248 rx 10%

O6bem npobbl: 0,5 mMKn

EAVHWLbL N3MepeHnsa: Mr/gn mam mmons/n

Bpemsa peakuuu: 5¢

[Ovana3oH namepeHns: 1,1-36,1 mmonb/n (20-650 mr/gn)

AHanut: D-rnoko3sa

depMeHT: depMeHT GDH-FAD (rnoko3opernaporeHasa-paaBaHageHmH
AVWHYKNeoTunpa)

[Ovnana3oH remaTokpuTa: 35-60%

CPpOK FOAHOCTM: 21 mecsy oT paThl M3roTOBNEHWA NU60 6 MecsAlLeB CO JHA BCKPbITUA
KOHTelHepa.

TUN npoGbi: CBeXas LenbHas KanunnspHas KpoBb

14.2 KpaTKaa onucaHue V|3,u,enm7|, npegycMoTpeHHbIX ANnda Mcnosib3oBaHUA € 3adABIEHHbIM

MW.

14.2.1 . T nrokomeTp SelfyCheck Prim

BHewHWIA BYA
1 TecToBOE rHe340/NopT AaHHbIX

. 2. MepepHss naHenb
3. Aucnnei
4. KHonkw: BBepx/ BHU3/ ocHoBHas (M)
5. KpblwKa 6aTapeiHoOro otceka
6. 3a4HAA naHesb
7. BblTanKnsaTeNlb TECT-MOMOCKN
8. Moayweyka

Mogens: TD-4183

VICTOUHUK NUTaHNA: anKannHoBas 6atapes 1,5 B Tun AAA

Pecypc 6atapem: He MeHee 500 n3mepeHuii

[Ovicnnei: KK/, noaceetka - 6Genas

MamsTb: 1000 pe3ynbTaToOB M3MEPEHNIA C AATO N BPEMEHEM
BHewwHWlA BbIxoa; Kabensb (strip port)

Tun thepmeHTa GDH-FAD (rniokosofervaporeHasa-jiasaHafieHH AUHYKNeoTn )
Bpemsa aHanmsa: oe

EAVHULLI n3MepeHus: Mr/gn unm MMosb/n

[anasoH U3MEepPEHWIA: 20-650 mr/gn (1,1-36,1 mmonb/n)

Paspewatolas  cnoco6HoeTh 0,1 Mmons/n (1 mr/gn)
(war n3mepeHns):

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



O6bem npoobbI: 0,5 MKn

YpoBeHb remaTokpuTa: 35-60%

MoTpebnsemas MOLWHOCTb: 157,08 mBT

rabapuTHbIe pasmMepsbl: 52,3 X90,3 X 18,0 (£0,3) mm
Macca (c anemeHTom 57,4 1 (= 15%)

nuTaHus):

Bpewms ycTtaHoBneHna 90 cek

paboyero pexxuma:

Bepcusa MO 2011 0309 PM 02:08

JlononHnTenbHble PyHKUMKM:  ABTOMATMYECKOE ONpejeneHne Hannyumusa obpasua
ABTOMaTMYECKNIA 3anyCcK 06paTHOro 0TCYeTa BPEMEHU
ABTOMaTUYECKOe OTK/IOUEHUE Yepe3 3 MUHYTbI 6e34eliCTBUS
MpeaynpexzaeHvie 0 HapyLLeHUN TeMnepaTypHOro pexumma
14.2.2 KoHTponbHble pacTBopbl SelfyCheck Prim

KoHTponbHbIi pactBop SellyCheck Prim npeaHa3HayeH Ans UCNOMb30BaHNUSA C TECT-NOMOCKaMM
SelfyCheck Prim. KoHTponbHbini pacTBop SelfyCheck Prim ucnonb3yetca gns KaavbpoBKu
Cuctembl Ans onpefeneHns ypoBHS THOKO3bl B KpoBu (rntokomeTp) noptatueHoii SelfyCheck
Prim. [laHHOe n3aenue npegHasHavyeHo TOMbKO A8 AMarHOCTUKK in Vitro.

Mogenb KoHTponbHbii  pactBop SelfyCheck Prim Low TD-4907
(Hu3knin)
KoHTponbHbiin pactBop SelfyCheck Prim Norm TD-4908
(HopmarnbHbIiA)
KoHTponbHbIA  pactBop SelfyCheck Prim High TD-4909

(BbicokwiA)
HoMuHanbHbIA ~ 06bem 4 MN
(hnakoHa
[abapuTHble  pa3mepbl 58,2(x0,6) mm 0 17,5 (x0,35) Mm
(hnakoHa
Macca 6,6 r+ 10%
Cocras ~m"--Y"poeHb  Low (Hu3kuin) Normal High
Cocra/-"--.A (HopmanbHbIin)  (BbICOKWIA)
D-rntoko3a 0,05% 0,12% 0,25%
(2,9 £0,5 (6,7£1,0 (14,7 £2,2
MMO/1b/1T) MMOJ/1b/1) MMO/1b//1)
PacTeop 99,9% 99,83% 99,7%
HaTpus
xnopuaa
(0,9%-1)
AMapaHT 0,05% 0,05% 0,05%

He ncnonb3oBaTb KOHTPO/IbHbLIM pacTBOP MOC/E UCTEYEHNS CPOKa ro4HOCTM UAn cnycTs 3 Mecsua
rnocsie NepBMYHOrO BCKPbITUSA (PnakoHa. HeobxoAuMMO yKasaTb [aTy BCKPbITUA Ha (D1akoHe C
KOHTPO/bHbIM PacTBOPOM W YTUAN3NPYIATE OCTaBLUMIACS pacTBOP MO UCTEYEHUM 3 MECSILIEB.

TecT ¢ KOHTPO/NbHLIM PAaCTBOPOM PeKOMEHAYEeTCA NPOBOANTL Npu Temnepatype ot 20°C go 25°C
1 OTHOCUTENbHON BnaxkHOCTM OT 30% [0 85%. Mepen npoBeaeHMeM TecTa y6eanTbCs B TOM, YTO
KOHTPO/IbHbI  pacTBop, [/IIOKOMETP W TECT-MOMOCKA HAaxoAAaTcsa B Mpedenax YKasaHHOro
[lmana3oHa Temnepartyp.

lMepen “cnonb3oBaHMEM BCTPAXHYThL (PriakoH. He peKoMeHAYeTCs CUIbHO BCTPAXMBATL (D1aKOHbI
BO M306eXKaHve My3bIpbKOB.
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15. SKCIMNAYATALNA

15.1 TpoBepka MpPaBUILHOCTM COBMECTHOW paboTbl [/IIOKOMCTPaA W TeCT-MOJSI0COK
KOHTpPO/IbHbIMY pacTBopamn SelfyCheck Prim

PekoMeHAyeTCA NPOBOAWTL CaMOCTOSTE/IbHYHO MPOBEPKY COBMECTHON paboThbl F/IOKOMETpa U
TECT-NoMIOCKA Mpyv  MoMoLWm KOHTposibHoro pacteopa  SelfyCheck Prim (noctaBnsercd B
CTapTOBOM Habope B cocTaBe CuCTeMbI, MO0 NprobpeTaeTcs 0TAENbHO). KOHTPObHLIA pacTBop
MOMeLLIEH BO (D1IAKOH C FepMETUYHOW KPbILLKOW.

®nakoH ¢ MapK1poBKoW «Low» (HW3KuiA) Heobxoaum Ans NPOBEPKM U OTOOPaXKEHWUS HWU3KOIO
YPOBHS T/IHOKO3bl, PNIAKOH C MapKMPOBKON «Normy» (HOpMasibHbI) HEO6X0AUM AN MPOBEPKU 1
OTOOPaKEHMS HOPMa/IbHOrO YPOBHSA T/OKO3bl, ()lakOH C MapkMpoBKol «High» (BbICOKMIA)
HeobXo4nM [ NPOBEPKN 1 OTOOPaXKEHMS BbICOKOTO YPOBHS T/1HOKO3bl.

[lonycTuMbIA  Auana3oH pesy/nbTaTOB MpU  aHa/M3e KOHTPOSbHOrO pacTBopa YKasaH Ha
KOHTeHepe C TecT-nonockamu. [ns nosyyeHns TOYHbIX Pe3y/ibTaToB HeOOXOAMMO PerynspHo
NPOBOAUTL MOLOGHYIO ANarHOCTUKY.

TecT ¢ KOHTPO/IbHbIM PacTBOPOM C/ielyeT NPOBOANTL:
* PV NOAO3PEHNM Ha TO, UTO FIFOKOMETP M/IN TECT-MOMOCKM paboTatoT HEKOPPEKTHO;
* [PN HECOOTBETCTBUM PEe3Yy/IbTaTOB M3MEPEHUA TNHOKO3bl B KPOBW BalleMy CamO4yyBCTBUIO,
NM6O NpY NOA03PEHUAX Ha HETOYHOCTb M3MEPEHNIA;
e NS TPEHVPOBKM NPOBEAEHUS 3MEPEHWIA;
* MpV NageHnn yCTPOICTBA UM NPY MOAO3PEHNN Ha €r0 MOBPEXAEHME.

NMpoBeaeHMe TecTa ¢ KOHTPO/IbHbIM PacTBOPOM

[ns npoBefeHNs TecTa C KOHTPO/bHLIM PacTBOPOM BaM MOHAA06UTCA TIHOKOMETP, TECT-
MOMOCKM 1 KOHTPO/bHbIV pacTBop.

1. BcTaBbTe TeCT-MOMIOCKY

BcTaBbTe TECT-NOIOCKY B pa3beM C KOHTaKTHbLIMW Nosiocamim Bniepes 1 BBepX. [IIOKOMETP
BK/THOYMTCA aBTOMAaTUYECKK, Ha AMCNIee NOABUTCA CUMBO «c=m» U «A».

2. OTMETbLTE TECT C KOHTPO/IbHbIM PacTBOPOM

Haxmute KHonky M ansi Toro, 4Tobbl OTMETUTb TECT C KOHTPO/bHLIM pacTBopoMm. IMpu
oTo6paXkeHMn cumBona «QC» Ha Amcnnee yCTPOMCTBA pe3y/ibTaTbl TECTa COXPAHAKTCA B MaMATH.
Ecnn Bbl pelunTe He NPOBOAUTL TECT C KOHTPO/IbHLIM PAacTBOPOM, CHOBA HaXKMUTE KHOMKY M u
cmBo/ «QC» nCYesHeT.

A Mpu nposBefjeHMN TecTa C KOHT PONIbHBIM pacT BOPOM HeO6XOAMMO NepexoanMT b B
pe>xx um «QC», 4T O06bI pe3ynbTaT HE coxpaHancas B nNamMsaTuW ycTpoicTBa BMecTe C
PE3SYNbTATAMMW TECTA Cc KpoBblo. B npoT uBHOM cnyyaepesyAbT aT bl TECTaypoOBHSA I KO3bl
KpOBM CMewawTCcAa B NamMAaTuU ycTpolicTBa C pe3ynbraTaMu TecTa C KOHTPOAbHbLIM

pacTBOpPOM .

3. NofgHecnTe TeCcT-NMOMOCKY K Kanjie KOHTPO/IbHOro pacTeopa
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Mepes OTKpbITMEM  (blakoHa  TpebyeTcs  HECKOIbKO  pa3
MepeBepHYTb 3aKpbITbIl (PNakoH (He BCTpAXmBaTb). Kamnis KOHTPObHOro
pacTBOpa HaHOCWUTCA Ha YMCTbIA KONMAYoK (hfakoHa, 3aTeM K Karse
NMoAHOCUTCA  TeCT-NOMoCKa, BCTaBNeHHasd B rtOKomeTp.  [Mpu
COMPUKOCHOBEHNM KaHana ans abcopbumm TecT-MONOCKA C  Kannein
KOHTPO/IbHOIO pacTBOpa, BcacblBaHWe MPOUCXOAUT aBTOMATUYECKN.

Bo wn36e> aHWe 3arpsisHeHUss KOHT PONIbHOIO0 pacT BOpa He

HaHoOCMTepacT BOpPp HenocpeaCT BEHHO Ha T ECT -NMONTOCKY.

4. CuuTaiiTe 1 NpoBepbTe pe3y/bTar

OKHO NOATBEPXAEHWS TECT-MOIOCKM 3arOHATCA NPK LOCTATOYHOM KO/MYeCcTBe Npoobbl,
nocne Yero rNKOMETP U34AcT 3BYKOBOM CUrHaM U NPUCTYNUT K NPOBeAeHU0 aHanm3a. ocne
OKOHYaHusA 0bpaTHoro otcyeta ot 5 1o OHa Agucnee NOABUTCA pe3y/bTaT TeCcTa C KOHTPO/IbHbIM
pacTBOpoM. CpaBHUTE NOMYYEHHbIV pe3ynbTaT C Anana3oHoM, YKasaHHbIM Ha KOHTeHepe TecT-
MO/OCOK. Pe3ynbTar Jo/mKeH 6bITb B Npefesiax 3Toro AmanasoHa.

Ecnu pesynbTaT HaxoauUTCA BHE YKa3aHHOro AuManasoHa

Ecnv noBTOpHble pe3ynbTaTbl TecTa MPOAO/HKAKT He nonafaTb B YKa3aHHbIA Ha
KOHTeHepe Ananas3oH, Nprbop MOXET paboTaTb/MCNoNb30BaTbCA HENPaBUILHO NM60 BO3MOXHA
HEeCOBMECTUMOCTb T/IIOKOMeTpa M TecT-nonocok. HE VICTOMIb3YWTE 3ToT KOMAAEKT As
TecTMpoBaHus obpasua Kposu. O6paTUTeCh 3a MOMOLLBLIO B CNYXOY NOALEPXKKM WM B MECTO
nprobpeTeHus.

Avnana3oH 3HauyeHWh pAnNs TecTa C KOHT PONbHbLIM pacTBOPOM, yKa3aHHb Ha
KOHT elfiHepe TecT-NONOCOK, MNpeAHasHayeH T ONbKO ANS OrF"eHKW pe3ynbTaToB TecTa C
KOHT PONlbHbLIM pacTBOPOM. DTOT AMana3oH He ABNAeT CHA peKoMeHAalUuueldl NO COAEPIX -aHUIO

rNK KO3bl B KPOBMU.

15.2 TpoBefeHMe TecTa ¢ NPobo KpoBK

[ns BbINOMHEHUA TecTa ¢ NPo60i KPOBM BaM MOHag0bUTCS:

1 'mokometp SelfyCheck Prim.

2. Tect-nonocku SelfyCheck Prim.

3. KoHTponbHble pacteopbl SelfyCheck Prim (Low, Norm, High).

4. Pyyka Ans npokanbiBaHUs aBToMaTuyeckas (C HakoHe4YHUKOM AST).
5. NaHueTobl SelfyCheck.

KomMmnnekT ayumsa CucT embl YyKa3aHa HaynaKoBKEe.
KOMMOHEHTBI, KOTOPbIe MOXHO NPYOBPecTy LONONHUTENbHO:
1 Tect-nonockn SelfyCheck Prim.

UTOGb! CHU3WTb PUCK 3apadKeHWs:

HuMmkKorpa He I'IO]'Ib3yI7IT €eCb OAHMUM NaHUeT oM UMM pyHKOI7I ANnAa nNpokKanblBaHMA BMeECT € C

OPYTUMU N0 AbMWU:

BCerfa Mcnonb3yihTe HOBbIM CTEepPUNbHbLIA NaHweT . JlaHUueT bl NpefHa3HaYeHbl T ONbKO

ANA OQHOPAa30BOro mcnonb3oBaHUA!

nsberanmTe nonagaHmMda noCbOHOB, Macen, rrpasnM N MHOPOAHDBLIX YacT UL BHYT Ppb UNWN Ha

NOBEPXHOCT b NaHUeT OB N aBT oOMaT MYyeckom PYYKU ANnd npoKanblBaHWA.
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1. MofroToBKa aBTOMaTUHECKOW PYyYKU 4151 NMPOKa/IbIBaHNS K TECTUPOBaHMIO KPOBU

1) MNMoBepHMUTE KONMAYOK PY4YKM ANS 2) BcrtaBbTe flaHUET B Aepxartenb
NPOKa/IblBaHWS WM CHUMWUTE €ro, MOTAHYB JflaHUeTa U HafaBuTe Ha Hero, YTobbl HaEXHO
BBEPX. 3aKpenuTb.

3) CHUMMUTE 3aLMTHYIO KPbILLKY 4) HageHbTe KoNnavok pyykn ob6paTtHO
naHLeTa. M TMNOBEPHWUTE €ero [0 LWenyka, YTobbl

3aKpenuTb Ha MecTe (CM. puc.).
Konnayok 3aKpenJseH, ecnm

MHAMKATOP KPEMIeHNsi HaxoauTca B KpaiiHem
MPaBOM MOSIOXKEHUM.

5) yplep)KMBaﬁTe KOJINMayoK n 6) MoTaHuTe 3a 061aCTb perynmpoBku
BbiGepuTe rNy6UHY MPOKOMa, MoBopadvBas HakKMoHa Ao uenyka. Korga wmspenue bynet
perynmpyeMb”‘/] HaKOHeYHUK B /wobom TFOTOBO K MCMNO/Mb30BaHWIO, LIBET I'IyCKOBOVI
Hanpas/eHUn, Takum  06pa3oM, 4TOObl KHOMKW M3MEHUTCA.

CTpenika Ha KOMMayke YyKasblBasla Ha
Tpebyemyto rny6uHy npokona.

Ecnu Bbl He yCcnblWauwm wenuka,
BO3MOX>X HO, YCT pPOWCT BO 3aKNWHUNO T pej

ycT aHOBKOMN NaHueT a.

2. BcTaBbTe TECT-MOIOCKY B I/IFOKOMETP A/19 ero BK/IHOYeHUA

LoXamTecb NOABNEHNA CUMBOA <a—» U «4» HA AUCIEe.
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3. BblbepnTe NOAXOAALLNIA PEXXUM U3MEPEHNS
Ha ycTpoiicTBe npefyCMOTPeHO 4eTbipe pexuma uamepeHus: General (o6w.), AC (go

PEXXUM YCNOoBUA NCIMOJIbBOBAHINA

General B N1t060€ BPeMs CYTOK, He3aBMCUMMO OT nNpuema nuilmn
AC MWUHMMYM 3a 8 4acoB [0 efbl

PC yepes 2 yaca nocne efbl

QC AMNarHOCTMKa C KOHTPO/IbHbIM PacTBOPOM

1. ocne BKNKOYEHMA, Ha gucCniee noaBUTCA CUMBON «4» unu «Geny.

2. HaxunmainTe KHOMNKY « A » Ana nepekntoyeHuns pexxmmos General, AC n PC.
e *€=m

(D-1? 10-DD- J0-12 000" tolr 1000
3. HaxxmuTte KHONKY «M» 0ns nepekntoyeHns Ha pexxum QC

4. Mony4nTe 0bpaseL, KPoBn

MoaroToBka MecTa 3abopa KpoBwu

Ha KauyecTBO MOJIyYEeHHOro pesynbTara W3MEpPeHUs YPOBHA T/IIOKO3bl B KPOBU
CYLWEeCTBEHHOE BNMAHUE OKa3blBaeT CTUMYNMpOBaHME KPOBOOOGpalieHUs, ANA 3TOro noTpute
MEecTo yKona nepej 3abopom KpoBu. [MokasaTenb COAEPXaHWUA T/IOKO3bl B KPOBW, B3ATOW U3
MecTa, KOTOpOe MpefBapuTeNlbHO He pacTupanocb, CyLLeCTBEHHO OT/AMYaeTcs OT MoKasaTens
cofep>XaHuna TrnHOKO3bl B KPOBWU, B3STOl W©3 nanbla. PaCTI/IpaHI/Ie MeCTa yKO/na nepen B3ATUEM
KPOBW MO3BONIAET 3HAYNTE/IbHO YMEHBLLLINTL 3Ty pPasHULY.

MoxanyiicTta, cobntoganite crefyoLime yKasaHUsa nepes B3ATUEM Kanjn KPOBU:

BbIMONTE M BbICYWMTepPyKun nepej TeM, Kak NPUCTYNUT b K npoueaype;
A\ BbiGepunT e MecT OYyKONna Ha KONYMKe nayblya Mam na Apyromn vacTwum Tena
A\ nepej NPOKONOM NOTPUTE MeCT OYyKONa B TeyeHne npumepHo 20 ceKyHS;

/K npoTrpuTemMecT OyKoOna flesuHbunumpyroweh cantheT Ko, W gali T e KOX € BBICOXHYT b;

5. 3abop KpoBu 13 NanbLa

1) MpokonuTe naney, 2) YpanuTte YCTPOWCTBO C MecTa
MNOTHO NPMKMUTE HAKOHEUYHWUK pydkn MNpoKona.  Mcnonb3yiiTe  aBTOMaTUYECKYHO
[N MPOKanblBaHUA K HWKHEA yvacTu PYUKY AN NpOKanbiBaHWs, 4T06bI NPOKONOTh
noAyLIeyKkn nanbua. KoXy. locne BbINOMHEHUS MPOKONa yaanute
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[na BbINOMHEHWA NPOKOMa HaXMUTE TMEepPBYH0 Kamnit KPOBM C MOMOLLbI YUCTOWA
MYyCKOBYIO KHOMKY. 10 BbIMOMHEHWW NpoKona BaTbl. HeobXxoguMo MOny4uTb He MeHee
MPO3BYYUT LLENYOK. 0,5mMkn  o6pasHa  KpoBu.  OCTOPOXHO

HaflaBMTe Ha MecTO NpoKona, 4tobbl cobpaThb
ewle OAHY Karn/alo KpoBW. byabTe akKypaTHbl,
yTo6bl HE cma3aTbh 06pasel, KpoBu.

Mpu Ka> fJOM W3MEPEHUU BbiGUpaliTe HOBOE MecTO. HeofHOKpPAT Hble MPOKONbL B
OLHOM W TOM > € MecTe MOFyT noBfieyb 3a co60il GONe3HEHHbI e OWYLWEHNS W NpPpUBECT U K

nNosABNEHUNI MO30NEN.
A\ TTPOKOHCYNbT UpPYyATecb C Bpayom nepes 3a6opomM KPOBW M3 aNbT epHaT UBHbLIX MecT .

PekoMeHAyeT cA YyAaNUT b NepBYH Kannw KPOBU, T akK Kak OHa MOXX €T COAep>X aT b

T KaHeBY X UAKOCT b, YT O MOX T UCKAa3NTbpe3ynbT aT W3IMEepPeHUs.

5. HaHecuTe o6pasel, KpoBu

Yy

Heo6xo4MMO MOAHECTM TeCcT-MOMOCKY, BCTABNEHHYIO B F/IIOKOMETP, K Kamnnae KpoBW Moj,
HakMoHOM. [lpyM COMPUMKOCHOBEHWM KaHana Ans abcopbuum TecT-MOMOCKM C Kannel KpoBM,
BCacblBaHWEe KPOBM Npou3oiieT aBToMaTMyeckn. OKHO MNOATBEPXAEHUS TeCT-MOMOCKK
3anosiHMTCA MNpU A0CTaTOYHOM KO/MMYecTBe Mpo6bl KPOBW, MNOCME 4Yero rKOMeTp u3gact
3BYKOBOW CUTHaN W NPUCTYNUT K NMPOBEAEHUIO aHanm3a.

HE YBUMWPAWMTE naney, NnoKa He yCNbl WM T e 3BYKOBOW curHan.

l \He npunx MMalhTe MecT O YKO/la K TeCcT -NoNnocCKe N He paswla3b|Ba|7|Te KPpOBb.

/ \Ecnm B TeuyeHMe 3 MUHYT obpasel KpPpoOBM He 6GyfeT HaAHECEH Ha TEeCT-NONOCKY,
ycT policTBO aBTOMAaTMWYEeCKW OTKUYKOUYMTCA. [nNns Hayaya HOBOTO U3IMEepeHUSs HeOBXOAUMO

yoaymnTb MW 3aHOBO BCTaBMTb TECT -NONNOCKY.

OKHO nojT BepatOAeHNA JONX HO 6bl Tb NONHOCT b0 3aNONHEHO KPOBbLIO ANA Hayaua
o6paTHoOro orcyera. HMKOTAOLA He nblTalmTecb [0o6aBMTb JONONHUTENbHOE KONMYECT BO
KPOBW Ha T eCT -NONOCKY NMocne T Oro, Kak BNMT avyacb nepsasd Kanna. MM 3s.yeknTe NCNONb30BAHHYIO

T ecT -NONIOCKY MW NOBT OPMT € MU3MEPEHNE C HOBON T ecT -MOJTOCKOM.

Ecnn BaM HeyfjaeT CA 3aNONNHNT b OKHO NOAT BEPXK JeHNsA, o6paT MT ecb 3a NOMOL bt

KBaWeMy nfeyalweMy Bpauyy WAu B CAYX 6y NOAAEPXK KN .
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6. CuuTbiBaHWE pe3ynbTaTa
Pe3ynbTat n3MepeHuns YpOBHSA T/1H0OKO3bl B KPOBM MOABUTCA MOC/e 06paTHOro oTcyera ot 5
fo Ou byfeT coxpaHeH B NamMATW ycTpoicTBa aBToMaTuyeckn (100 mr/gn =s,5 MMONb/n).

/ \Cmanoe 06e3BOX MBaHMWe N Yype3mMepHas NOTeps BOAL MOFyT MPUBECT U K TOMY, 4TO
nokasaHuWsa O6yAYyT HUXeEe AeACTBUTEeNbHbIX. MpW NOJO3PEHUM Na CUNbHOE 06e3BOXK MBaAHUE

HeMefneHHO o6paT UT ecb K Bpauy.

Ecnum nokasaHWsa YypOBHS TNHKO3bl B KPOBW HUXKE UNU BblWe }OPMb, a
cCooOTBeT CTBYylOUWMUE CUMNTOMbL 3aboneBaHMs OTCYTCTBYWT, nNpexX e BCero, NOBTOPUTE
TecT. EcAM cMMNTOMB MNPUCYTCTBYWT WAU €CNU NOBT OPHble MWU3MEPEHUS MNpPoAoON3waw T
NokKasblBaT bpe3yNbT aTbl, KOT OPble€ HUXX € UNN Bbl W e HOPMbl, CNefyli TepeKoMeHAaULuaMmM Ball ero

nevyauw ero spava.

l \,U,I'IFI N3IMepeHMAa ypoBHA TN KO3bl B KpoBMU VICI'IOI'Ib3yf/'IT€ T ONbKO CBeX une o6pa3u,b|

LenbHOW KpPOBM. NMpKU MCNONb30BAHUMN UHBIX 06pa3L OB pPe3ynbT aT bl 6GYAYT HEBEPHbI MU.

Ec.w, Npu ycnoBMM T OYHOTFO COGNIAEHUSA UHCT PYKLUWUIA, NW3NOX EHHbIX B HacT oAl eM
pykoBojgCT Be, Y BaC MMel TCHA CUMNTOMb, HE COOT BeT CTBYyHWMNEe pe3yabT aT aM MW3IMEpPeHU,

obpaTuTecb K BalWeMy neyalwemMmy Bpauy.

/ \I‘Ipoaepr e, yknagblBaeT ca v pe3ynbTaT, MONYYeHHbLI 1 Bpe3ynbT aTe aHanusa, B

npuemneMbl i fuanasoH peaynbT aT oB. NNpun 3HaueHnax 6onee 14 MMonb/n o6paT MT ecb KCBOEMY

Bpauy.

[vana3oH HopManbHbIX 3HAaYEHWNI YPOBHA FNIIOKO3bI B Na3Me
KpPOBMW ANs N0fen, He cTpagatrowmx guabetom (Mr/pn)
Hatowak nnu nepeg egon < 100 mr/an (5,6 mmons/n)

CnycTta 2 yaca nocne efpl < 140 mr/an (7,8 mmons/n)

BDEMFI N3MepeHnd

/ \HDOKOHCyﬂbTMpyVITECb C nevyawmm BpayoM, 4T O06bl ONPEeAeNnUMT b NOAXOASWUIA Bam

LueneBoll AmanasoH 3HAYEeHUN.
ypOBeHb KOHLUEHTPaLUNK rnioKo3bl B KPOBM UNN Ma3Me MOXET BbipaXkaTbCA B eANHULax

Beca (Mr/gn) nan MonspHoOn KoHueHTpauum (MMonb/n). MpuHLMN NPpUGAN3UTENBHOTO NepecyeTa

mr/on pasfennTb Ha 18 = MMOJb/N
MMOSb/N YMHOXWUTb Ha 18 = Mmr/an
Hanpuwmep,
1 120 mr/gn-~18 = 6,6 mmonb/n;
2. 7,2 mmonb/n X 18 = 129 mr/an (pe3ynbTaTbl NepecyeTa NPUGAN3UTENBHbBIE).
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7. YTunnnsayya ncnonb3oBaHHbIX MaTepuanios
3BneyeHne Mcnonb30BaHHOM TeCT-NOMOCKN

M3BneknuTe TeCcT-NOMOCKY nepeaBUHYB MOM3YHOK BbiTaKMBaTeNd rMHOKOMeTpa B KpaﬁHee
nonoXKeHne, rMIOKOMETP OTKTHYNTCA aBTOMaTUYECKMN.

M3BneyeHne NCNoNb30BAHHOTO NaHLUeTa

1) OTKpyTUTE KOMAMa4YoK PY4YKU nu 2. YT06bl yaanuTb WCMOMNb30BaHHbIM
ypanuiTe NaHLerT. yT|/|f||/|3|/|py|7|Te NaHUET, BblIABUHbTE BbLITECHUTENL BMEpen.
NCMOMb30BaHHbIA NaHLeT, cobnogas Mepbl YTUAU3NPYATE flaHUEeT B COOTBETCTBUM C
LLPEAOCTOPOXHOCTM: MOMECTUTE 3alMTHYH HOPMamu N0OKasbHOro 3aKoHOAaTeNbCTBa.
KPbILWKY NaHueTa Ha TBEPAYHO NMOBEPXHOCTb U
Bbl4BNHbTE B HEFO UCMONb30BAHHYIO UTY.

/ \MCI’IO/’IbSOBaHHbIe naHueT bl MW TeCcT -MNONOCKN CYMNT A T CA GMONOTMYECKN ONacCHbI MU

oOT Xo0faMu. Y TUNU3UPYNT e UX B COOTBETCTBUN C HOPMaMU NOKaNbHOTO 3aKOHOAAaT enbCcT BA.

A\ [Ons 3a6opa KPOBM W3 auYbT epHAaTWUBHBIX MecT (He U3 MNOAyWe4YKU nanbuya)

MCNonb3yiTe NPoO3payHblii HAKOHEUYHUK.

15.4 3abop KpoBM U3 a/IbTEPHATUBHbLIX MECT
Bbl MOXeTe nMpoBecTV aHann3 obpasLia KpoBU, B3ATON U3 aNbTePHATUBHbIX MECT.

A\ CyuwecTBYl T OrpaHWYeHUss Ha BO3MOX HOCT b 3a60opa KPOBU M3 anbT epHaT NBHBIX

MecT . MoncauyyihcTa, NPOKOHCYNbT UPYATecb C BAWMUM BpayoMmM JO Hayalla MCNONb30BAaHUA 3T OrO
MeToga.

3ameHuMTe KO/navyoK yCTPOMCTBa BBEAEHMSA Ha NPO3payHblil Konnavyok ans 3abopa Kposu
U3 anbTepHaTUBHbIX MeCT (AST). MoTAHWTE KOHTPO/b B3BOAA Hasaj 4O LWendyka. Mpu ykone B

npegnneybe, Nae4Yo UNW Pyky n3beraite MecT ¢ SPKO BblpaXXEHHbIMWU BEHaMM, YTOObI M36exaTb
Ype3MepHOro KpOBOTEUEHMS.
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MapKupoBKa Kopriyca KOHTelHepa C TeCT-MOMOCKaMW COAEPXUT  CrefyHoLLyHO
MH(OPMALMIO:  HaMMeHOBaHWE, MOfeNlb, TOBapHbIi 3HaK, HaMMeHOBaHME WU  ajpec
Npon3BOANTENA, HAMMEHOBaHWE N aApec YNOSIHOMOYEHHOro NpefcTaBuTeNs, TeneoH ropsayen
NNHUWN, CEPUINHBIA HOMEP, MeCTO ANA YKa3aHWsA [aTbl BCKPbITUA, KOMIMYECTBO TECT-MONOCOK B
ynakoBke, cuMBon «OcCTOpoxHO! O6paTuTechb K PYKOBOACTBY MO 3KCMayaTauum», CUMBON
«Mcnonb3osatb fo» (B hopmate NMTT-MM), cumon «MefUUUHCKOe n3genue ans GUarHoCTUKK
in vitro», cumBOoN «TemnepaTypHbIii AManasoH»; CUMBON «[lMana3oH BAAXHOCTWU», CUMBO/
«3anpeT Ha NOBTOPHOE NPMMEHEHMNE; Anana3oH 415 KaYeCTBEHHON MHTepnpeTaLmn N3mMepeHHbIX
3HayYeHW B eaMHMUAX MMONb/A U Mr/an (HU3KWIA, HOPManbHbIA, BbICOKWIA YPOBEHbL) ANA
KOHTPO/LHOrO pacTBopa (B opme Tabnuubl); Hagnuchk «cnonb3yetcs TONbKO € FHOKOMETpaMu
SelfyCheck Prim n koHTponbHbiMu pacTsopamu SelfyCheck Prim»; Hagnuce «lcnonb3oBaTth B
TeyeHne 6 MecsLEeB MOCNe NEPBOro BCKPbITUA»; HagNUCb «He 3aMopaXKmBaTb»; BHYTPEHHWIA KOf
9TUKETKU, HOMep ¥ AaTa PY, KOHTPO/b BCKPbITUA (MOMOCKA, HaKNeeHHas Ha KOHTeilHep) — B
3aBMCMMOCTM OT (JOPMbI BbIMyCKa.

TecT-nosI0CKN NPon3BOAATCA B ABYX (hopmax BbiMyCKa:

1) Tect-nonockn SelfyCheck Prim - ¢ KOHTpO/sieM BCKpbITUA
2) Tect-nonockmn SelfyCheck Prim - 6e3 KOHTPO/S BCKPbITUSA

MapkupoBka Ha NOTPeOMTENIbCKON  yrnakoBKe  TEeCT-MOMOCOK  COAEPXKUT:
HauMeHOBaHWe, MOAe/b, TOBAPHbIV 3HAK, HaMeHOBaHMWe 1 afpec NPOU3BOAUTENS, HAMMEHOBaHWe
M agpec yrnoaHOMOYEHHOro npeAcTaBuTeNs, TeNleOH ropsyein NMHUKN, CEPUAHLIA HOMep, MeCTo
ANS yKasaHUs faTbl BCKPbITUA, KOANYECTBO TeCT-MOJIOCOK B YyNakoBKe; CUMBON «OCTOPOXHO!
ObpatnTech K pyKOBOACTBY MO aKcnayatauum»; cMMBoS «kicnonb3osatb fo0» (B (hopmaTe ML I'T-
MM); cumBon «MeguLUMHCKOe W3genue ANA AUArHOCTUKK in vitro»; cuMmBon «He fgonyckatb
BO3/eiCTBMA COMHEYHOrO CBeTa»; CUMBON «bepeyub OT Bnaru»; cUMBON «TemnepaTypHbIi
[manasoH»; CUMBON «3anpeT Ha NMOBTOPHOE NMPUMEHEHME»; BPEMS U3MEPEHUs A8 MONyYeHus
pesynbtata (5 €); HagnNuch «Mcnonb3yetcs ToNbKO ¢ rntokoMmeTpamu SelfyCheck Prim»; Hagnuch
«Mcnonb3oBaTh B TeYeHUe 6 mMecsLeB Nocne MepBOro BCKPbITUSA»; BHYTPEHHUIA KOL 3TUKETKM;
TeneoH ropsyein NuHUK, HoMep ¥ gata PY.

CunMBO/IbI, UCNONb3yeMble B MapPKUPOBKE MEAULIMHCKOTO 13aennsa

CumBON MapKUpoBKK PaclumngpoBKa ciMmBona

II’]I MponssognTens

Eés Homep napTun n3genns no cuctemMe Hymepauunu M3roToBUTeNs
Wcnonb3oBath 40 YKasaHHOIA Aathl

2 ITrr-mm
3anpeT Ha MOBTOPHOE WCNO/b30BaHNe

x TemnepaTtypHbIi f1ana3oH XpaHeHus

bBepeub OT BNaru
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Korga cnegyeT ncnonb3oBaTb MeTOA 3a60pa KPoBU U3 albTEPHATUBHbIX MeCT?

OCO06eHHOCTM NUTaHWsA, NeYEeHUs, YPOBEHb Harpys3ku WM cTpecc u 60ne3Hu MoryT
OKa3blBaTb B/IMSHWE Ha YPOBEHb IHOKO3bl B KPOBWU. KanunnapHas KpoBb B KOHUMKAX NasblieB
OTpaxaeT Takue WM3MEHeHUs ObICTpee, YemM B APYrux 4yactax Tena. Moatomy, npu nusMepeHUn
YPOBHS TNOKO3bl B KPOBM BO BPEMSA WM HEMOCPELCTBEHHO MOC/e efbl, (GU3NYECKOWA Harpysku
W KaKUX-NnM6o Apyrux AeicTBUIA unm cobbiTUiA, CNeayeT MCMonb3oBaTb TO/IbKO 06pasLbl
KPOBW M3 MasbLieB.

Mbl HacTOATENbHO PEKOMEHAYEM MCMNOJb30BaTh 3a60p KPOBWU M3 aflbTEPHATUBHbLIX MECT
'TOJIbKO npwu cnefyolmx ycnoBumsx:

e [lo eAbl AN Ha TONOAHbIA XenyfoK (He paHee 4eM 4yepes3 2 yaca nocne NOCNefHEro
npvemMa nuiin).

* He paHee yeM yepes 2 yaca nocne npuema NHCyNNHa.

* He paHee yem yepes 2 yaca nocne PU3NYeCKNX HarpysoKk.

HE MCMOJIb3YWTE 3aGop KpoBu U3 anbTepHATUBHbIX MECT, ECAN:

* Bbl npegnonaraete HA3KMIN YPOBEHb NHOKO3bl B KPOBMU.

* Bbl He yBepeHbl, eCTb /N Y Bac rUnorinKeMus.

* Bbl NpoBOAMTE TECT HA FTMMNepPrINKeEMUIO.

e PesynbTaT W3MEpPeHUs YPOBHA T[/IIOKO3bl B KPOBM M3 aNbTEPHATUBHLIX MECT He
COOTBETCTBYET BalleMy CaMO4YyBCTBUIO.

° Pe3yanaTb| BalLUUX 06bIYHbIX NMPOBEPOK NOABEPXKEHBLI YaCTbIM KonebaHmam.

AnbTepHaTUBHbIE MECTa /19 3a60pa KPOBU:
1 Manewy

2. [TapoHb
3. Mneyvo

4. MNpeanneybe

nnevo

npegnneuse

npegnonaraemas 3oHa
MCNoMb30BaHNS AN PyKn

16. KOHTAKT N3AQENUNA C TE/JIOM YEJIOBEKA
TecT-nonoCcKM KPaTKOBPEMEHHO KOHTAKTUPYHOT C MOBPEX/AEHHOIN KOXKENA.

Mpy M3rOTOBMEHWN W3LENMSI HE MCMOMb3YHOTCA KOMMOHEHTbI YKMBOTHOIO MPOVCXOXKAEHMS.
W3penvie He COAEPXXUT B COCTaBe BELLECTB, KOTOPbIE MOTYT pacCMaTpUBaTLCA Kak /IeKapCTBEHHbIE
npenapatbl WK hapMaleBTUYeCKMe. B u3genmm He ncnonb3yroTcs MaTepuanbl 61M0N0rM4eckoro
MPOVCXOX/EHNSI, NpeHa3HauYeHHble Ans NepepaboTKM 1 MOBTOPHOIO NPUMEHEHNS.

17. MAPKPOBKA
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I O6paTuTech K pyKOBOACTBY MO 3KCNyaTaLuu

A OcTopoxHo! O6paTMTECh K PYKOBOACTBY MO 3KCMAyaTaLum

IVD MeauumMHCKoe n3aenne Ans ANarHoCTUKK in vitro

18. TPEEOBAHUNA K OXPAHE OKPYXXAILLEN CPE/bI
MeauumHCKoe u3genne 6e30MacHO M He OKasblBaeT BJ/IMAHUA HA OKPYXatolyro cpefgy.
MoTeHuManbHas 6uonornyeckas oNacHOCTb: Bpayn UK NIOAN, UCNONb3YIOLWMe aHHOe U3fenne
AN15 NPOBEEHNA aHaIM3a y HECKOTbKMX NaLMeHTOB, LO/MKHbI 0CO3HaBaTb, YTO Nt06bie NpegmeThl,
KOHTaKTMpylOLMe C KpOBblO, fJaxe nocne 006paboTkM, MOryT 6biTb  MCTOYHUKAMU
pacnpocTpaHeHNs TPAaHCMUCCUBHbBIX BUPYCHbIX UHDEKLMWIA.
N3penve He reHepupyeT COBGCTBEHHYK 3HEPrMt0 M He MOrnoWaeT 3HEepruto Mnosb3oBaTess.
N3penne He TOKCMYHO NpWM KOMHATHOMW TemrnepaType, He BblAefifeT B OKPYXawLWyr cpemy
TOKCUYHbIX BELLEeCTB, He OKa3blBaeT BPEAHOro BO3JENCTBMA Ha OpraHuW3M 4YenoBeka npu
HernocpeLCTBEHHOM KOHTaKTe.
N3genve He COAepXUT XUAKNUX N ra3006pa3HbIX KOMMOHEHTOB B COCTaBe.

19. M"H®OPMALUWMA MO BE3OINMACHOCTN
KoMnaHna-npon3BoAnTENb He rapaHTUPYeT KOPPEKTHYHO paboTy TecT-nonocok SelfyCheck Prim
Mpu WUCNOJSIb30BaHWU C NHO6bLIM TNIIOKOMETPOM, OTAUYHLIM OT rnokomeTpa SelfyCheck Prim.
cnonb3oBaHne Apyrux ratOKOMETPOB COBMECTHO C TecT-nosockamm SelfyCheck Prim moxet
MPUBECTN K OTMOOYHbBIM pe3ynibTartam.
W3penne Henb3s Mcnonb3oBaTb [0 Tex MoOp, MOKa He NpoBefeHa MpoBepka Mpu MNOMOLLY
KoHTponbHoro pactsopa SelfyCheck Prim u pe3ynbTaTbl, NONYYEHHbIE C NOMOLLbIO MPOBEPKYU,
HaxoaaTcs B TpebyeMoM fuanasoHe.
Bo un3bexaHue nepekpecTHOro 3apaKeHUs He pPeKOMeHAYeTCHs WMCMNO0Nb30BaTb OfHY PY4YKY ANS
MPOKasibiBAHWUSA HECKO/IbKUMU NINLAMW.
3anpeLeHo Nonb30BaTbCA NIAHLETOM, KOTOPbIM MNONb30BaNCs APYroil yenosek. Bo n3bexaHue
3aHECeHMA MHMEKLUN KaXXabl pa3 cnefyeT UCN0Nb30BaTh HOBbIN CTEPUbHbIV NaHLET.
Nobble npefMeTbl, KOHTaKTUpYHOLWWe C KPOBb, [Jaxe nocne o06paboTku, MOryTt 6bITb
MCTOYHMKAMM PacnpoCTpaHeHUs TPaHCMUCCUBHBIX BUPYCHbIX UHMEKLMA.

20. CTAHOAPTBI KAYECTBA

3genve cOOTBETCTBYET MeXAYHapoAHbIM cTaHgapTam: M3K 62366:2007, 6C EH 62366:2008.
NCO 14971. M3K 62366-1:2015, EH MCO 15197:2015, NCO 23640: 2011, EHNCO 17511,
EH 13532:2002, EHNCO 15223-1-2014. EHMNCO 18113-4:15, EHMNCO 18113-5,
EH MCO 13485, AnpekTuea o megmumnHcKom obopyposaHum (93/42/EEC), M3K 61326-1.

21. CTEPUJIbBHOCTb
MefuuMHCKoe n3aenne nocTaBiAeTCA HECTEPUIbHBIM.

22. METO/AbI 7 CPEACTBA AE3SVHOEKL NN 7
MPEACTEPUIN3ALMOHHOW OUYNCTKUN

[laHHOe u3penue npefHa3HayeHO [N OAHOPA30BOr0 MPUMEHEHWUS,, OYUCTKa [ANs
MOBTOPHOI0O MCMNO/b30BaHUSA He [ONyCcKaeTcs.
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23. yYCnoBmna XrPAHEHWNA, TPAHCITOPTUPOBKW, SKCMNYATALUWW,
CPOK TOAHOCTHN
23.1 TpaHcnopTUpOBKa

TpaHCNopTUPOBKA MOXKET OCYLLIECTBATLCA BCEMU BUAAMW TPAHCNOPTA B KPbITbIX TPAHCMOPTHBIX
CpeAcTBaX WM  YHMBEPCA/bHbIX KOHTeWHepaX, 3allWLIEeHHbIX OT COMHEYHOro CBeTa, B
COOTBETCTBMM C [EACTBYIOWMMM Ha HWX NpaBAIaMn  MEPEBO3KM  TPY30B. YCNoBuA
TpaHCNopTMpPOBaHNUA: Npu Temnepatype oT 2:c A0 30°C M OTHOCUTE/IbHOW BIAXKHOCTU He 6onee
85% B OpUrMHA/IbHOM KOHTElHepe.

23.2 CpoK rogHoctu

CpOK TOfHOCTU TECT-MOMOCOK B 3aKPbITOM KOHTEe/iHepe A0 MepBOro OTKPbITUS KOHTelHepa
COCTaBnseT 21 Mecsil, C MOMEHTA M3roToB/eHUs. CPOK FOHOCTU MOMOCOK C MOMEHTA BCKPbITUS
KOHTeliHepa COCTaBNseT 6 MecsALEB, HO He No3aHee 21 MecsLEeB C MOMEHTA U3rOTOB/EHNS. Herb3s
1CMO/b30BaTh TECT-MOMIOCKM C UCTEKLLMM CPOKOM FOHOCTY.

23.3 XpaHeHwne

XpaHnTb n3genue npv Temnepatype ot 2:c A0 30°C, He 60onee 85% OTHOCUTENbHON BNAXKHOCTMK.
- XpaHUTb TONbKO B OPUIMHAIbLHOM KOHTEHepe, He NepeMeLLaTh B APYryHo YrNakoBKY.
- B npoxnagHOM CyxOM MecCTe.
- W36eraTb BO3AENCTBMS MPSMbIX COMHEYHbIX /TyYel 1 Tenna.
- He 3amopaxxmBaTb.
- XpaHWTb KOHTENHEP C TECT-NOM0CKaMuM BAaNN OT [eTeil.

23.4 JKcnnyaTaums

3kcnnyatvpoBaTb u3genne cnefyet npu Temnepatype ot 10°C go 40°C, He 6onee 85%
OTHOCUTE/IbHOW BNXXHOCTM.
- Tlocne n3BneyYeHnst TeCT-MOOCKN U3 KOHTENHepPa HEMe/IEHHO MI0THO 3aKPbITb KPbILLKY
KOHTeHepa.
- bpatb TecT-nonocKy TOMbKO YUCTLIMUA U CyXUMW pyKamu. LICronb3oBaTh KaxKayto TecT-
MOMOCKY Cpasy e Nnoc/ne U3BeYeHUs U3 KOHTeHepa.
- HwuB Koem cnyyae He crnbatb, He pa3pesartb 1 He NOBPeXAaTb TECT-MOJIOCKY.
- He ucnonb3oBaTh TECT-MOMOCKM MOC/E UCTEYEHNSA CPOKA TOLHOCTU. DTO MOXKET MOB/UATHL
Ha TOYHOCTb Pe3y/nbTaToB.

24. YTUNN3AUNA N YHUNYTOXEHWE

TecT-nonockn SBNAKOTCA W3AENMEM OAHOKPATHOrO MPUMEHEHWUS W YTUAM3UPYIOTCS Mocne
KaXXI0ro MCMosb30BaHMs MpW MPOBEAEHWN aHanm3a. Tak Kak 3TU W3AeNMs KOHTaKTMPYHT C
KPOBbIO, OHU SBMISILOTCA MH(MLMPOBAHHBIMM W/ NOTEHLMANBHO MHAOULMPOBAHHBIMU OTXOAaMM
(knacc B). TMpU NPUMEHEHUM B MEAWLIMHCKUX YUPEXAEHUAX WCMOMb30BaHHbIE W3[enus
YTUNM3NPYIOTCA B COOTBETCTBMM C CaHMTapHO-3MUAEMMUONOTMYECKUMM  TPeBOBaHUAMU K
opraHu3auusm, oCyLLECTBNSIOLLINM MEAULIMHCKYH AeSTENbHOCTb, K JaHHOMY BU/Y OTXO/0B.
Heuncrnonb3oBaHHble U3ENMS OTHOCATCS K KNacCy 0TX0A0B A, He COAEpPXKaT BPeHbIX BELLECTB U
MOTyT 6bITb YTUAM3MPOBaHbI BMeCTe C ObITOBbIMI OTXOAaMU B COOTBETCTBUM C CaHluH
2.1.7.2790-10.

Mpn NoBceaHEBHOM MPUMEHEHWN B GbITOBbIX YC/IOBKSIX UCMO/b30BaHHbIE TECT-MOMOCKA MOXHO
YTUM3MPOBaTb C ObITOBLIMM OTXOAaMW, NPEABAPUTENIbHO MOMECTMB WX B BYMaXHYH WM
MOSIM3TUIEHOBYHO YMaKOBKY.
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25.rapanHTtuiinele OBASATE/IBCTBA

'apaHTUIHbINA Nepuoa AeiCTBYET Ha NEPUO/ rapaHTUIAHOTO CPOKA XpaHeHWs.

1 hravn1\ 2020 naii-t0aHb-MUH-L3eHb-XCYaHb-L3y

[Jeno Ne 000089 [ata: 31 aHBapsa 2020 T.

[JaHHbIA AOKYMEHT 6bl1 HOTapUasibHO OOPMIIEH B HOTapWasibHOV KOHTOpe «Baild-fa MapTHepe»

PaiioHHOro cyfia ropofa Tai6aii TavisaHu, Kutalickas Pecry6/ivika, 1 CBULETENLCTBYET O TOM, YTO nogrmc /
nevat «Taingok TexHonompkn Kopn.» B ;aHHOM [IOKYMEHTe SIBMAKOTCS NOA/MHHBIMIAL

Hotapuyc 1Mogmes1 * Xcy XcyaHb-FOH

1l ravnl: «Taiigok» * BI-7F., No.127, ByroHr CekoHp Poyp,., 24888 * paiioH Byry, HoBbIi Tali6ald, TaliBaHb
Llogrmes!

1l hravnd\ 10F-10, Ne 148, Cek. 4, WkoHcsio et Poyp, * paiioH [daaHb, ropog Taii6ain 106, TaiiBaHb (KuTalickas
Pecry6nmka)

/MevaTb!: HoTapuanbHas KoHTopa «Baid-fa MapTHepe», PalioHHbIA Cyp, ropoga Taiibai, TalieaHb * Kualickas
Pecrnybnmka * Hotapuyc * Xcy XcyaHb-HOH
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MepeBod, C aHr/IMNCKOr0 M KUTaNCKOrO $3blKOB Ha PYCCKWIA A3blK BbIMOHEH MEPEBOLYUKOM
OpaHckoit AHacTacueli KOpbeBHOW. MoATBepXKAat0, UTO BbINOSHEHHbIA MHOW MepeBof, ABNSETCS
MPaBW/IbHbIM, TOYHBIM U MOJTHBIM.

@ a

Poccuiickas ®epepauus
CaHkT-MeTepbypr

UeTBepToro MapTa ABe ThiCSUM ABaALATOrO roja.

A, A3eHc AnekcaHap [eoprmeBnd, BPEMEHHO WCMOMHAOLWMIA 0653aHHOCTM HOTapuyca
HoTapuasibHoro okpyra CaHkT-IeTepbypr [3eHC HaTanbyM AHATONbEBHbLI, CBUAETENLCTBYHO
NOL/IMHHOCTb NoANUcK nepesofumka OpaHckon AHactacum KOpbeBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb nognucasLLero JOKYMeHT YCTaHOB/IEHa.

3aperncTpmupoBaHO B PEECTPE: Nq 78/H0-nMH -2020-
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