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Operational documentation for in vitro
diagnostic medical device

1. Name of medical device

Test to determine ovulation performance:

1 Test strip to determine ovulation, as part of:

- Test strip in individual package - 5 pcs.;

- Instructions for use-insert - 1pcs. (in necessary).
2. Test cassette to determine ovulation, as part of:

- Test cassette in individual package - 1pcs.;

- Pipette - 1pcs.;

- Instructions for use-insert - 1pcs. (in necessary).
3. Test cassette to determine ovulation, as part of:

- Test cassette in individual package - 2 pcs.;

- Pipette -2 pcs.;

- Instructions for use-insert - 1pcs. (in necessary).
4. Test cassette to determine ovulation, as part of:

- Test cassette in individual package - 3 pcs.;

- Pipette - 3 pcs.;

- Instructions for use-insert - 1pcs. (in necessary).
5. Test cassette to determine ovulation, as part of:

- Test cassette in individual package - 4 pcs.;

- Pipette-4 pcs.;

- Instructions for use-insert - 1 pcs. (in necessary).
6. Test cassette to determine ovulation, as part of:

- Test cassette in individual package - 5 pcs.;

- Pipette - 5 pcs.;

- Instructions for use-insert - 1pcs. (in necessary).
7. Test midstream to determine ovulation, as part of:
- Test midstream in individual package - 1pcs.;

- Instruction for use insert - 1pcs. (in necessary).

8. Test midstream to determine ovulation, as part of:
- Test midstream in individual package - 2 pcs.;

- Instruction for use insert ~ 1 pcs. (in necessary).

9. Test midstream to determine ovulation, as part of:
- Test midstream in individual package - 3 pcs.;

- Instruction for use insert- 1pcs. (in necessary).
10. Test midstream to determine ovulation, as part of:
- Test midstream in individual package - 4 pcs.;

- Instruction for use insert - 1 pcs. (in necessary).
11. Test midstream to determine ovulation, as part of:
- Test midstream in individual package - 5 pcs.;

- Instruction for use insert - 1pcs. (in necessary).

2. Manufacturer of medical device
Atlas Link (Beijing) Technology Co., Ltd., Room 811 Zeyang Plaza, No. 166 Fushi Road,
Shijingshan District, 100043 Beijing, PR of China.

3. Manufacturer's authorized representative.
BOLEAR Limited Liability Company. Address: room XIV, 13 Kashirsky proezd, Moscow,
15201, Russia. Tel/fax +7 (495) 787-92-68, e-mail: info@bolear.ru. www.bolear.ru.
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4. Information on the purpose of medical device.

4.1. Purpose of medical device.

The test is intended for the qualitative measurement of luteinizing hormone (LH) in urine using
immunochromalographic assay.

4.2. Description of target analyte, specifying the qualitative, semi-quantitative or
guantitative type.

The test allows to detect luteinizing hormone (LH) in urine samples.

Luteinizing hormone (LH) is a glycoprotein hormone that is secreted by the basophilic cells of
the anterior pituitary gland, the main function is to stimulate ovulation, the release of luteinizing
hormone. All healthy women ovulate regularly, every month, so there is a problem of achieving
the goal of controlling pregnancy by predicting the ovulation period, especially for infertile women
who hope that more attention will be paid to artificial insemination in the near future.

4.3. Specific disorder, condition or risk factor to be detected, defined or differentiated by
medical device.

- excessive intake of fluids and diuretics;

- non-compliance with the instructions for use;

- shelf life expiration;

- non-integrity of individual package (foil bag).

4.4. Type of analyte

The test is intended only for the urine assay.

Urine collected in a clean and dry container, as well as a stream of urine, which is directed to
the receiving part of the midstream test, can be used as an analyzed sample.

Since LH is synthesized early in the morning and appears in the urine during the day, the best
time to collect urine is between 10:00 AM and 08:00 PM, approximately at the same time every
day.

Before the test, it is necessary to reduce the amount of liquid consumed and refrain from
urinating for 2-3 hours before the test.

5. Information on the intended use for clinical laboratory diagnostics.
The test is a disposable medical device for self-diagnosis.
Target user profile:

a) user type: woman, no special education;

b) education: no special education is required,

c¢) knowledge: reading and understanding Europeanized Arabic numerals;

d) linguistic understanding: reading instructions in Russian;

e) experience: no experience required.

6. Performance and purpose of medical device.

The test is an aid in the detection of ovulation.

The test is intended for the qualitative measurement of luteinizing hormone (LH) in urine using
immunochromatographic assay.
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7. Description of the test procedure using medical device, description of reagents,
calibrators and control materials.

When testing should be performed

Before determining the start of testing, it is necessary 10 pjengtrual cycle  Test start time
calculate the duration ofyour cycle. The cycle is counted from

the first day of menstruation to the first day of the next %%3‘21 gg}’g ng

menstruation. 25 days Day 8

For women of reproductive age, in order to determine the 26 davs Day 9
day of the start of testing, it is necessary to subtract 17 days %Zg ggﬁ Bg ]1_,?
from the number of days ofthe monthly cycle. In most women, 29 davs Day 12
the cycle is constant and lasts for 28 days. In the case ofanon- 30 davs Day 13
constant cycle, select the shortest cycle to count. gzré-'é'- 5 Bgy %g
For example, if your cycle lasts for 28 days, then testing 33 dag;s Dag 16
should start on the 11th day after the start of the cycle. To 34 days Day 17
determine the start date of testing, use this table. 35 days Day 18
In order to determine the day of the increase in the content 36 days Day 19
o ] ) 37 days Day 20

of LH hormone, it is necessary to conduct a daily urine test, 38 days Day 21

approximately at the same time. Usually for most women with
a constant monthly cycle, five days of testing is enough. If there was no increase in LH hormone
during the five days oftesting and your cycle is irregular, then you need to continue testing for other
2-3 days. If an increase in the content of hormone is not detected during three menstrual cycles, it
IS necessary to consult a doctor.

The two most favorable days come from the moment of a sharp increase (positive test) the
content of the ovulation hormone. The highest probability of impregnation is two days before
ovulation and on favorable days of ovulation itself

Description of the test procedure.
Bring the individual package with the test and the urine sample to room temperature.

Ovulation Test Strip,

1 Open the individual package and remove the test, holding it by the colored end.

2. Place the test strip vertically (upright) into the urine sample. Make sure that the arrows on
the strip are pointing down. Be careful not to drop the maximum (MAX) line on the test strip
(marked with arrows) below the surface of the urine sample.

3. Remove the test after 10 seconds from the urine and place it on a horizontal, dry surface.

4. Wait for the colored lines to appear. Depending on the LH content in the urine sample, the
result can be observed after at least 40 seconds. However, to confirm a negative result, a full
completion of the reaction is required (5 minutes). It is not permitted to read the results after 10
minutes.

5. After use, throw it in the trash bin.

Ovulation Test Cassette.

1 Open the foil bag and remove the cassette.

2. Place the test cassette (sideways) on a flat and clean surface. Pipette 0.2 mL (about 4 drops)
ofthe sample and then pour into the sample well on the cassette.
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3. Wait for the colored lines to appear. Depending on the LH content in the urine sample, the
result can be observed after at least 40 seconds. However, to confirm a negative result, a full
completion of the reaction is required (5 minutes). It is not permitted to read the results after 10
minutes.

4, Afteruse, throw it in the trash bin.

Midstream Ovulation Test.

1 Open the foil bag and remove the cassette.

2. Hold the round end of the cap with one hand. With other hand, detach the testing device
from the cap to open the absorbent tip.

3. Point the absorbent tip downward, place it in the urine stream for at least 10 seconds until
it is completely wet. Otherwise, you can collect your urine in a clean cup and half-dip the absorbent
Scimpler into it for at least 10 seconds.

4. Replace the device cap and wait for the colored strips to appear. Depending on the LH
content in the urine sample, the result can be observed after at least 40 seconds. However, to
confirm a negative result, a full completion of the reaction is required (5 minutes). It is not
permitted to read the results after 10 minutes.

5. After use, throw it in the trash bin.

Evaluation of results

C

IC T Negative result
rzcC

cC 7T

H U

C T Positive result
m

T Invalid

Negative result: Only one purple-pink line appears in the control area of the results, and there
IS no stripe on the test area, or the test line is lighter than the control line. If an increase in the
ovulation hormone is not detected, it is necessary to continue daily testing (once a day) until an
increase in the hormone content is detected.

Positive result: Two purple-pink lines appear, and the color of the test line is the same or more
intense than the control one. This result indicates the level of a surge in LH and most likely you
will begin ovulation within 24-48 hours. The greatest probability of getting pregnant occurs during
sexual relations during these 2 favorable days. Once you have determined that the LH is elevated,
there is no need to continue testing.

Invalid: There are no strips on the control area, the test was performed incorrectly. This is
extremely rare. Repeat the test with new test, strictly adhering to the requirements of this
instruction.
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8. Risks of medical device, contraindications, expected and predictable side effects

associated with the use of medical device for its intended purpose.
1) Do not touch the membrane area on the test strip.

2) Do not reuse.

3) Do not use if the integrity of the individual package has been compromised.

4) Do not use after the expiration date specified on the package.

5) Do not remove the test from its individual package until the time of testing.

6) The result is valid within 10 minutes, any changes thereafter should not be considered.

7) The test is not intended to prevent pregnancy.
8) Keep out from children reach.

9. List of materials and specific materials that are required for testing (assay), but are not

included in the kit.
Urine container.

10. Specifications of medical device.
The test is available in the form of: test strip, test cassette and midstream test.
The test design is shown in Scheme 1and Figures 1, 2, 3.

1)
2) 6)

3) 4) 5)

7)
Scheme 1. Cross section of layers

1) Sample pad

2) Gold conjugate pad (S4)

3) Coated nitrocellulose membrane (SI)
4) Test line

5) Control line

6) Absorbent (hygroscopic) pad

7) Plastic base

Membrane
Plastic protective film Plastic rod
Colloidal gold layer Test IimControI line
et prier Absorbentp”er

Figure 1 Test strip.
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Test window
FRONT
SECTION
Position indicating the ine ) *at protects the

Absorbent ps™>er colloidal gold layer folding element

INTERNAL STRUCTURE
Control line
/\
Str/ attacknent Test Kie
1 2 3 4

Figure 3. Midstream test.
Cap.
Absorbent end of the strip (pad).

1

2.

3. Test region.
4 Control region.
5

. Holder.
The inner strip of the cassette and midstream test is similar to that of the test strip.

11. Description of accessories, medical devices or devices that are not medical, but
intended for use in combination with a medical device.
The cassette test kit includes a pipette. The appearance of the pipette is shown in Figure 4.

Resemar

Nozzle

Figure 4. Pipette.
The pipette is a tube with a closed reservoir for filling pipette at one end and with an elongated

nozzle for sampling and transferring sample to the cassette at the other end.

12. Information for identification of medical devices in order to obtain a safe combination
and (or) information regarding known restrictions on combined use of medical devices for

their intended purpose.
The test is an aid in the detection of ovulation.
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13. Information on the presence of human medicinal products, materials of animal and
(or) human origin in a medical device.

The main biological material used in the test strip is free from pathogens, human tissues and
body fluids, and other processed or synthesized microorganisms associated with the addition of
such substances. Liquids of animal origin are the main raw materials for the test strip. Goat anti-
mouse IgG antibodies taken from uninfected sources of goat serum are subjected to saline
purification to remove substances other than 1gG immunoglobulins. Other biological material is
purified (removal of foreign substances) using monoclonal antibodies. There are no disease-
producing factors. After dilution, the materials were adsorbed onto DPM (tissue with nitrocellulose
membrane), then sealed at 37-43 degrees and dry processed for 18-20 hours, whereafter they were
fixed on a plastic base. The fully assembled products were packed in a sealed aluminum foil bag
(sachet). In the process of manufacture, storage and transportation of biological raw materials,
there is no direct contact of raw materials with the human body. The product used must not come
into contact with the human body (including operators and users). After use, biological containers
are sterilized with alcohol or bromo-heramine (deactivation of protein coagulation). Therefore,
these materials do not pose a hazard to users and the environment during manufacture,
transportation and use.

14. Information on the stability characteristics of medical device.

14.1. Conditions of transportation

Transportation is carried out by any type of transport in line with the requirements of
transportation applicable to this type of transport, subject to the temperature regimen from +2°C
to +30°C in a dry place protected from direct sunlight and freezing.

14.2. Shelf life and storage conditions.

Shelf life is 36 months from the date of manufacture, subject to the storage and transportation
conditions. The test should not be used after the expiration date.

Store in sealed containers at +2®C to +30°C in a dry place protected from direct sunlight and
freezing.

15. Information on the sterile status of medical device, mode of its sterilization and the
procedure if the sterile package is damaged.
The test is non-sterile.

16. Information on the procedure of processing medical device for reuse, including
cleaning, disinfection, packaging and, if applicable, re-sterilization.
The test is a disposable medical device and should be disposed of after use.

17. Information for the consumers of medical devices on precautions to be taken if
necessary, as well as precautions and/or measures to address potentially infectious material
contained in a medical device.

1) Do not touch the membrane area on the test strip.

2) Do not reuse.

3) Do not use if the integrity of the individual package has been compromised.

4) Do not use after the expiration date specified on the package.

5) Do not remove the test from its individual package until the time of testing.

6) The result is valid within 10 minutes, any changes thereafter should not be considered.
7) The test is not intended to prevent pregnancy.
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8) Keep out from children reach.

18. Information on the intended use of medical device for single use only.
The test is intended for single use.

19. Information on the conditions required for collection, processing and preparation of
samples, data on the stability of analyzed samples, including the conditions and duration of
storage, transportation conditions, restrictions on freezing (thawing) cycles.

The test is intended only for the urine assay.

Urine collected in a clean and dry container, as well as a stream of urine, which is directed to
the receiving part of the midstream test, can be used as an analyzed sample.

Since LH is synthesized early in the morning and appears in the urine during the day, the best
time to collect urine is between 10:00 AM and 08:00 PM, approximately at the same time every
day.

Before the test, it is necessary to reduce the amount of liquid consumed and refrain from
urinating for 2-3 hours before the test.

20. Information on preparation for intended use and operation of medical device.
For testing, urine can be collected in any clean and dry container.

21. Description of the test procedure, including calculation and interpretation of test
results and, if applicable, information on the rationale of conArTtalory tests.

When testing should be performed

Before determining the start of testing, it is necessary Menstrual cycle  Test start time

to calculate the duration of your cycle. The cycle is A

. . ; 21-22 da Day 6

counted from the first day of menstruation to the first day 23-24 days Day 7

ofthe next menstruation. 25 days Day 8

For women of reproductive age, in order to determine 26 days Day 9
A 27 days Day 10
the day of the start of testing, it is necessary to subtract g gays Day 11
17 days from the number of days of the monthly cycle. In 29 days Day 12
most women, the cycle is constant and lasts for 28 days. 30 days Day 13
In the case of a non-constant cycle, select the shortest oL 98¥ Day 14
ycle, 32 days Day 15
cycle to count. 33 days Day 16
For example, if your cycle lasts for 28 days, then 34 days Day 17
testing should start on the 11th day after the start of the gg ggy: Bg %g
cycle. To determine the start date oftesting, use this table. 37 da;%s Day 20
In order to determine the day of the increase in the 38 days Day 21

content of LH hormone, it is necessary to conduct a daily
urine test, approximately at the same time. Usually for most women with a constant monthly cycle,
five days of testing is enough. If there was no increase in LH hormone during the five days of
testing and your cycle is irregular, then you need to continue testing for other 2-3 days. If an
increase in the content of hormone is not detected during three menstrual cycles, it is necessary to
consult a doctor.

The two most favorable days come from the moment of a sharp increase (positive test) the
content of the ovulation hormone. The highest probability of impregnation is two days before
ovulation and on favorable days of ovulation itself.
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Description of the test procedure.

Bring the individual package with the test and the urine sample to room temperature.

Ovulation Test Strip.

1 Open the individual package and remove the test, holding it by the colored end.

2. Place the test strip vertically (upright) into the urine sample. Make sure that the arrows on
the strip are pointing down. Be careful not to drop the maximum (MAX) line on the test strip
(marked with arrows) below the surface of the urine sample.

3. Remove the test after 10 seconds from the urine and place it on a horizontal, dry surface.

4. Wait for the colored lines to appear. Depending on the LH content in the urine sample, the
result can be observed after at least 40 seconds. However, to confirm a negative result, a full
completion of the reaction is required (5 minutes). It is not permitted to read the results after 10
minutes.

5. After use, throw it in the trash bin.

Ovulation Test Cassette.

1 Open the foil bag and remove the cassette.

2. Place the test cassette (sideways) on a flat and clean surface. Pipette 0.2 mL (about 4 drops)
of the sample and then pour into the sample well on the cassette.

3. Wait for the colored lines to appear. Depending on the LH content in the urine sample, the
result can be observed after at least 40 seconds. However, to confirm a negative result, a full
completion of the reaction is required (5 minutes). It is not permitted to read the results after 10
minutes.

4. After use, throw it in the trash bin.

Midstream Ovulation Test.

1. Open the foil bag and remove the cassette.

2. Hold the round end of the cap with one hand. With other hand, detach the testing device
from the cap to open the absorbent tip.

3. Point the absorbent tip downward, place it in the urine stream for at least 10 seconds until
it is completely wet. Otherwise, you can collect your urine in a clean cup and half-dip the absorbent
sampler into it for at least 10 seconds.

4. Replace the device cap and wait for the colored strips to appear. Depending on the LH
content in the urine sample, the result can be observed after at least 40 seconds. However, to
confirm a negative result, a full completion of the reaction is required (5 minutes). It is not
permitted to read the results after 10 minutes.

5. After use, throw it in the trash bin.

Evaluation of results

Negative result
Positive result
Invalid
Page 12 of 26

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



. . o Name Owulation test
Operational documentation for in vitro No OD-RU-LH

diagnostic medical device .
9 Version 1

Negative result: Only one purple-pink line appears in the control area of the results, and there
IS no stripe on the test area, or the test line is lighter than the control line. If an increase in the
ovulation hormone is not detected, it is necessary to continue daily testing (once a day) until an
increase in the hormone content is detected.

Positive result: Two purple-pink lines appear, and the color of the test line is the same or more
intense than the control one. This result indicates the level of a surge in LH and most likely you
will begin ovulation within 24-48 hours. The greatest probability of getting pregnant occurs during
sexual relations during these 2 favorable days. Once you have determined that the LH is elevated,
there is no need to continue testing.

Invalid: There are no strips on the control area, the test was performed incorrectly. This is
extremely rare. Repeat the test with new test, strictly adhering to the requirements of this
instruction.

22. Analytical performance.

22.1. Sensitivity

Predicted values.

The test allows to detect LH levels of 25 mlU/ml or higher.

Sensitivity analysis.

- Solutions: LH concentrations of 0, 10, 25 and 50 mlU/ml in the buffer; Standard for LH was
purchased from NICPB (National Institute for Control of Pharmaceutical and Biological Products).

- Test device:

- Ovulation test;

- Testing is carried out jointly by R&D and QC specialists; tests of each concentration were
carried out for 10 samples; all results were recorded (see Tables 3-5)

Table 3. Test strip sensitivity analysis results.

Rate of positive results

LH concentration 140501LHS 140502LHS 140503LHS
50 iU/ 100% (30/30) 100% (30/30)  100% (30/30)
25 miU/ml 100% (30/30) 100% (30/30)  100% (30/30)
10 MU/ 0(0/30) 0(0/30) 0 (0/30)
0 mlU/ml (negative control) 0(0/30) 0(0/30) 0 (0/30)

Table 4. Test cassette sensitivity analysis results.

Rate of positive results

LH concentration 140401 LHC 140402LHC 140403LHC
50 miU/m 100% (30/30) 100%(30/30)  100% (30/30)
25 miU/m 100% (30/30) 100%(30/30)  100% (30/30)
10 mIU/ml 0 (0/30) 0 (0/30) 0 (0/30)
0 mlU/ml (negative control) 0 (0/30) 0(0/30) 0 (0/30)
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Table 5. Midstream test sensitivity analysis results.

Rate of positive results

LH concentration 140601LHM 140602L HM 140603LHM

50 miU/ml 100% (30/30) 100% (30/30)  100% (30/30)

25 miU/ml 100% (30/30) 100% (30/30)  100% (30/30)
lomIU/ml 0(0/30) 0 (0/30) 0(0/30)
0 mIU/ml (negative control) 0(0/30) 0 (0/30) 0 (0/30)

Results: All samples with a concentration of 0 and 10 mIU/ml LH received negative results.
All samples > 25 mlU/mi LH were positive for 10 minutes (the results are shown in the Table
above).

Conclusion: The value of separation point is 25 mlU/ml LH, and the sensitivity value is > 25
mlU/ml LH.

22.2. Effects of interfering substances.

Expected result.

The test is used to test a negative urine sample (0 mlU/ml LH) supplemented with FSH, TSH,
Albumin, Glucose and Ascorbic acid; all test results must be negative.

The test is used to test a positive urine sample (25 mIU/ml LH) supplemented with FSH, TSH,
Albumin, Glucose and Ascorbic acid; all test results must be positive.

Study on the effects ofinterfering substances.

To assess the effect of interfering substances in the negative and positive urine samples (0
TLU /ml and 25 mlU/ml LH), the following was added:

FSH 200 ralU/ml
TSH 250 yL/mi
Ascorbic Acid 20 mg/ml
Glucose 2 g/l
Albumin 100 mg/ml

Each concentration was tested on 30 samples.
Test device:

o Test strip, lots No. 140501 LHS, 1440502 LHS and 140503 LHS;

» Test cassette, lots No. 140401 LHC, 140402 LHC and 140403 LHC;

* Midstream test, lots No. 140601 LHM, 140602 LHM and 140603 LHM.
Testing is carried out collectively by the R&D and quality control specialists; all results were
recorded (see Table 6-8).

Table 6. Study on the effects of interfering substances for test strip.

Urine samples L H(O miu/ml) LH (25 mlU/ml)
supplemented with 140501 1440502 140503 140501 1440502 140503
substances LHS LHS LHS LHS LHS LHS
200 mlU/ml FSH - - - + + 4
250 ulll/ml TSH - - - + + 4
Ascorbic acid 20 mg/ml - - - + a +
Glucose 2 g/dl - - - + 4 4

Page 14 of 26

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



vulation
Operational documentation for in vitro Name Ovulation test

diagnostic medical device NO OD-RU-LH
Version 1
Albumin 100 mg/ml + + +

Table 7. Study on the effects of interfering substances for test cassette.

Urine samples L 1(0 mlU/ml) LH (25 miU/ml)
supplemented with 140401 140402 140403 140401 140402 140403
substances LHC LHC LHC LHC LHC LHC

200 mlU/ml FSH - - - + + +
250 plU/ml TSH - - - + o +
Ascorbic acid 20 mg/ml - - - + + +
Glucose 2 g/dI - - - + + +

+ + +

Albumin 100 mg/ml - - -

Table 8. Study on the effects of interfering substances for midstream test.

Urine samples Lh (0 mlU/ml) LH (25mnJ/ml)
supplemented with 140601 140602 140603 140601 140602 140603
substances LHM LHM LHM LHM LHM LHM

200 mlU/ml FSH - - . + + +
250 plU/ml TSH - - ‘ + + +
Ascorbic acid 20 mg/ml - - + +

Glucose 2 g/di , _ + + +
Albumin 100 mg/ml : - + + +

Result: All results obtained in the process of testing samples of 0 mlU/ml LH with 200 mlU/ml
FSH, 250 plU/ml TSH, Ascorbic acid, Glucose and Albumin were negative.

All results obtained in the process of testing samples of 25 mlU/ml LH with 200 mIU/ml FSH,
250 plU/ml TSH, Ascorbic acid, Glucose and Albumin were positive.

Conclusion: Interfering substances do not affect the results of the analyte (LH) assay.

22.3. Repeatability.
Expected result.
A random sample of tests of each type and version from one lot is used to test one negative
urine sample (0 mIU/ml LH); all test results should be negative.
A random sample oftests of each version for testing a positive urine sample (25 mlU/ml LH);
all test results should be positive.
Test device:
« Test strip, lot No. 140501 LHS;
» Test cassette, lot No. 140401 LHC,;
* Midstream test, lot No. 140601 LHM.
Study Design.
Test one lot of ovulation test with one operator on one day. Repeatability test conditions are
shown in Table A-1.
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Table A-1. Operator 1
LH 0 miu/ml LH 25 miU/ml
Day 1 10 duplicates 10 duplicates

Assessment criteria.

Negative result: If only one pink strip occurs in the control region (C line).
Positive result: if two pink strips occur: - control (C line) and test (T line).
False result: Ifthe control strip (C line) is not visible in the control region.
The results of repeatability are shown in Tables 9, 10, II.

Table 9. Operator 1. Repeatability test results for test strips.

Lot No. 0 mlU/ml LH 25 mlU/ml LH
123456 78 9 10 1 2 3 4 5 6 7 8 9 10
140501 LHS + + 4+ + + o+ + o+ o+ o+

Table 10. Operator 1. Repeatability test results for test cassettes.

Lot No. 0 miU/ml LH 25 mlU/ml LH
123 45 6 7 8 9 101 2 3 4 5 6 7 8 9 10
140401 LHC + + + 4+ + + + o+ o+ o+

Table 11. Operator 1. Repeatability test results for mic stream test.

Lot No. 0 mlU/ml LH 25 mlU/ml LH
12345 6 7 8 9 10 1 2 3 4 5 6 7 8 9 10
140601 LHM + + + + + + 4+ o+ o+ o+

Result: All results obtained during the testing with one negative urine sample (0 mlU/ml LH)
by means of tests were negative.

All results obtained during the testing with one positive sample (25 miU/ml LH) by means of
tests were positive.

Conclusion: The results demonstrate that the repeatability of the data was observed during the
studies.

22.4. Reproducibility.

Objective.

To verify that the test reproducibility meets the requirements.

Expected result.

A random sample of tests of each type and version from 3 lots is used to test one negative urine
sample (0 mlU/ml LH); all test results should be negative.

A random sample of tests of each version from 3 lots is used for testing a positive urine sample
(25 mlU/ml LH); all test results should be positive.

Test device:

» Test strip, lots No. 140501 LHS, 1440502 LHS and 140503 LHS;
e Test cassette, lots No. 140401 LHC, 140402 LHC and 140403 LHC;
* Midstream test, lots No. 140601 LHM, 140602 LHM and 140603 LHM.
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Study Design.
Perform testing of 10 tests of each type and version on three different lots by two different
operators, on two different experimental sites. Repeatability test conditions are shown in Table B-

land B-2.
Table B-1. Operator 1
LOT 1 LOT 2 LOT3
Day 1 10 duplicates 10 duplicates 10 duplicates

Table B-2. Operator 2.
LOT 1 LOT 2 LOT3

Day 1 10 duplicates 10 duplicates 10 duplicates

Assessment criteria.

Negative result; Ifonly one pink strip occurs in the control region (C line).
Positive result: if two pink strips occur: - control (C line) and test (T line).
False result: Ifthe control strip (C line) is not visible in the control region.
The reproducibility results are shown in Tables 12, 13, 14.

Table 12. Reproducibility results for test strips.

Operator 1
0 miU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 1 - - - - - - - - - -
25 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 1 + + + + + + + + + +
0 pcrator 2
0 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 2 - - - - - - - - - -
LOT3 - - - - - - - - - -
25 mlU/ml LH
2 3 4 5 6 7 8 9 10
LOT 2 + + + + + + + + + +
LOT3 + + + + + + + + + +

Page 17 of 26

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



Operational documentation for in vitro Name Ovulation test
No. OD-RU-LH

diagnostic medical device ;
9 Version 1

Table 13. Reproducibility results for test cassettes.

Operator 1
0 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 1 - - - - - - - - - -
25 mlU/ml LH
2 3 4 5 6 7 8 9 10
LOT 1 + + + + + + + + + +
Operator 2
0 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 2 - - - - - - - - - -
LOT3 - - - - - - - - - -
25 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 2 + + + + + + + + +
LOT3 + + + + + + + + +

Table 14. Reproducibility results for midstream lest.

Operator 1
0 miu/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 1 : : - - : - - -
25 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 1 + + + + + + + + + +
Operator 2
0O mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 2 : - - - : , - - -
LOT3 - - . - - , - - _ -
25 mlU/ml LH
1 2 3 4 5 6 7 8 9 10
LOT 2 + + + + + + + + +
LOTS3 + + + + + + + + + +

Results: All results obtained during the testing with one negative urine sample (0 mlU/ml LH)
by means of tests were negative.
All results obtained during the testing with one positive sample (25 mIU/ml LH) by means of

tests were positive.
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Conclusion: The results demonstrate that the reproducibility of the data was observed during
the studies.

23. Clinical efficacy profile.

23.1. Clinical trials.

Clinical trials were conducted at two hospitals in Shijiazhuang (Hebei Province) from June
2015 to September 2015. 110 samples were taken from 110 women in each hospital. A total of
220 samples were collected.

The age groups and the corresponding number of patients are presented in Table 15-1.

Table 15-1. Information about patients.

Age group <20 2h25 26-30 31-45 Above 45 Total
Quantity 3 47 ol 113 6 220

The age ranged from 20 to 50. Most of the patients were in the age range of 31 to 45 years.

Device information.

Control group: “One-step urine LH ovulation test” (license No. 20152400272; Blue-cross bio-
tech Co., Ltd.), which is currently available on the market.

Treatment group: “Ovulation test”, manufactured by Atlas Link (Beijing) Technology Co., Ltd.

None of the devices sent for testing were damaged or wet when the package was first opened.
All necessary components were provided. No nonconformances were seen between the label and
the package insert. Shelf life was specified for each of the devices.

Test results obtained at Hospital A are shown in Table 15-2. Test results obtained at Hospital
B are shown in Table 15-3.

Table 15-2. Test results obtained at Hospital A.

Sample ) . Control group Treatment group

No. Age Sampling time Testing time Result Testing time Result
001 38 2015.06.25 10:00 2015.06.25 10:15 - 2015.06.25 10:15 -
002 25 2015.06.25 10:20 2015.06.25 10:25 - 2015.06.25 10:25

003 32 2015.06.25 10:30 2015.06.25 10:35 + 2015.06.25 10:35 +
004 20 2015.06.25 11:00 2015.06.25 11:15 + 2015.06.25 11:15 +
005 32 2015.06.26 09:00 2015.06.26 09:05 - 2015.06.26 09:05

006 33 2015.06.26 11:10 2015.06.26 11:30 - 2015.06.26 11:30

007 40 2015.06.26 11:30 2015.06.26 11:35 + 2015.06.26 11:35 +
008 27 2015.06.26 15:00 2015.06.26 15:05 - 2015.06.26 15:05

009 26 2015.06.26 16:20 2015.06.26 16:25 - 2015.06.26 16:25

010 38 2015.06.26 16:30 2015.06.26 16:35 + 2015.06.26 16:35 +
oil 35 2015.06.27 10:00 2015.06.27 10:05 - 2015.06.27 10:05

012 33 2015.06.27 11:10 2015.06.27 11:15 + 2015.06.27 11:15 +
013 33 2015.06.27 11:10 2015.06.27 11:17 - 2015.06.27 11:17

014 26 2015.06.27 16:00 2015.06.27 16:03 - 2015.06.27 16:03

015 29 2015.06.30 08:30 2015.06.30 08:35 - 2015.06.30 08:35 -
016 40 2015.06.30 11:30 2015.06.30 11:35 + 2015.06.30 11:35 +
017 34 2015.06.30 14:10 2015.06.30 14:30 - 2015.06.30 14:30 -
018 24 2015.06.30 15:40 2015.06.30 15:45 + 2015.06.30 15:45 +
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019
020
021
022
023
024
025
026
027
028
029
030
031
032
033
034
035
036
037
038
039
040
041

SREBR

047

049
050
051
052

055
056
057
058
059
060
061
062

064
065
066
067

29
28
26
44
26
25
35
24
39
24

3
25
25

28

27
28

28
28

SRNBLBFIBLUERS

25
28
42

25

37

47

22
23

2015.07.01 09:30
2015.07.01 10:40
2015.07.01 11:30
2015.07.02 09:00
2015.07.02 09:20
2015.07.02 10:00
2015.07.02 11:30
2015.07.02 11:40
2015.07.02 14:40
2015.07.02 15:55
2015.07.02 16:09
2015.07.02 16:00
2015.07.03 10:30
2015.07.04 09:00
2015.07.04 10:25
2015.07.04 11.05
2015.07.04 14:20
2015.07.04 16:09
2015.07.07 08:50
2015.07.07 14:50
2015.07.08 10:40
2015.07.08 11:30
2015.07.08 14:15
2015.07.09 08:25
2015.07.09 08:50
2015.07.09 11:49
2015.07.10 14:00
2015.07.10 15:20
2015.07.10 15:40
2015.07.11 11:40
2015.07.11 15:30
2015.07.14 1450
2015.07.14 15:30
2015.07.15 11:50
2015.07.16 14:50
2015.07.17 11:00
2015.07.17 11:30
2015.07.17 14:10
2015.07.17 14:40
2015.07.18 08:40
2015.07.18 09:50
2015.07.18 10:10
2015.07.18 11:20
2015.07.21 08:50
2015.07.21 10:20
2015.07.21 11:00
2015.07.21 11:35
2015.07.21 14:47
2015.07.21 15:30
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2015.07.01 09:35
2015.07.01 10:45
2015.07.01 11:40
2015.07.02 09:05
2015.07.02 09:25
2015.07.02 10:10
2015.07.02 11:35
2015.07.02 11:50
2015.07.02 14:45
2015.07.02 15:55
2015.07.02 16:11
2015.07.02 16:10
2015.07.03 10:35
2015.07.04 09:17
2015.07.04 10:30
2015.07.04 11:11
2015.07.04 14:30
2015.07.04 16:09
2015.07.07 08:55
2015.07.07 15:.00
2015.07.08 10:44
2015.07.08 11:50
2015.07.08 14:30
2015.07.09 08:35
2015.07.09 08:55
2015.07.09 11:53
2015.07.10 14:10
2015.07.10 15:30
2015.07.10 15:50
2015.07.11 11:50
2015.07.11 15:35
2015.07.14 15:00
2015.07.14 1540
2015.07.15 11:53
2015.07.16 15:.00
2015.07.17 11:00
2015.07.17 11:40
2015.07.17 14:20
2015.07.17 14:50
2015.07.18 08:45
2015.07.18 10:00
2015.07.18 10:20
2015.07.18 11:30
2015.07.21 08:57
2015.07.21 10:25
2015.07.21 11.05
2015.07.21 11:40
2015.07.21 14:49
2015.07.21 15:35

+ 4+ 4+ 4+ + + +

Owulation test

OD-RU-LH

1

2015.07.01 09:35
2015.07.01 10:45
2015.07.01 11:40
2015.07.02 09:05
2015.07.02 09:25
2015.07.02 10:10
2015.07.02 11:35
2015.07.02 11:50
2015.07.02 14:45
2015.07.02 15:55
2015.07.02 16:11
2015.07.02 16:10
2015.07.03 10:35
2015.07.04 09:17
2015.07.04 10:30
2015.07.04 11:11
2015.07.04 14:30
2015.07.04 16:09
2015.07.07 08:55
2015.07.07 15:.00
2015.07.08 10:44
2015.07.08 11:50
2015.07.08 14:30
2015.07.09 08:35
2015.07.09 08:55
2015.07.09 11:53
2015.07.10 14:10
2015.07.10 15:30
2015.07.10 15:50
2015.07.11 11:50
2015.07.11 15:35
2015.07.14 15:.00
2015.07.14 1540
2015.07.15 11:53
2015.07.16 15:00
2015.07.17 11:00
2015.07.17 11:40
2015.07.17 14:20
2015.07.17 1450
2015.07.18 08:45
2015.07.18 10:00
2015.07.18 10:20
2015.07.18 11:30
2015.07.21 08:57
2015.07.21 10:25
2015.07.21 11.05
2015.07.21 11:40
2015.07.21 14:49
2015.07.21 15:35

1 4+ 1

+

+ + + 4+ + + +
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068
069
070
071
072
073
074
075
076
o77
078
079

081

2EEBR

087
088
089
090
091
092
093

095
096
097
098
099
100

102
103
104

106
107
108
109
110

REBNEBBRERRNERE

25
23

58K

BRELAE

40

ISRARS RN

24
28
28
25
39
40
40

42
49
39

2015.07.22 10:10
2015.07.22 10:50
2015.07.22 11:00
2015.07.22 11:30
2015.07.22 11:40
2015.07.23 10:30
2015.07.23 11:30
2015.07.23 1550
2015.07.25 11:40
2015.07.25 16:40
2015.07.28 08:30
2015.07.28 15:30
2015.07.28 15:40
2015.07.29 09:00
2015.07.29 09:10
2015.07.29 10:00
2015.07.29 11:50
2015.07.29 14:20
2015.07.30 08:30
2015.07.30 11:20
2015.07.30 16:45
2015.08.04 09:00
2015.08.04 11:10
2015.08.04 11:40
2015.08.04 14:40
2015.08.05 09:30
2015.08.05 11:00
2015.08.06 09:04
2015.08.06 10:10
2015.08.07 08:30
2015.08.07 08:35
2015.08.07 11:00
2015.08.07 11:10
2015.08.07 15:20
2015.08.07 16:10
2015.08.08 08:20
2015.08.08 08:25
2015.08.08 08:30
2015.08.08 09:00
2015.08.08 09:10
2015.08.08 09:30
2015.08.08 09:35
2015.08.09 16:12
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2015.07.22 10:14
2015.07.22 10:55
2015.07.22 11.05
2015.07.22 11:35
2015.07.22 11:40
2015.07.23 10:35
2015.07.23 11:30
2015.07.23 15:50
2015.07.25 11:40
2015.07.25 16:40
2015.07.28 08:35
2015.07.28 15:30
2015.07.28 15:40
2015.07.29 09:05
2015.07.29 09:15
2015.07.29 10:05
2015.07.29 11:50
2015.07.29 14:20
2015.07.30 08:35
2015.07.30 11:20
2015.07.30 16:45
2015.08.04 09:00
2015.08.04 11:10
2015.08.04 11:40
2015.08.04 14:50
2015.08.05 09:30
2015.08.05 11:00
2015.08.06 09:04
2015.08.06 10:10
2015.08.07 08:30
2015.08.07 08:35
2015.08.07 11:00
2015.08.07 11:10
2015.08.07 15:20
2015.08.07 16:10
2015.08.08 08:20
2015.08.08 08:25
2015.08.08 08:30
2015.08.08 09:00
2015.08.08 09:10
2015.08.08 09:30
2015.08.08 09:35
2015.08.09 16:15

Owulation test

OD-RU-LH

1

2015.07.22 10:14
2015.07.22 10:55
2015.07.22 11.05
2015.07.22 11:35
2015.07.22 11:40
2015.07.23 10:35
2015.07.23 11:30
2015.07.23 15:50
2015.07.25 11:40
2015.07.25 16:40
2015.07.28 08:35
2015.07.28 15:30
2015.07.28 15:40
2015.07.29 09:05
2015.07.29 09:15
2015.07.29 10:05
2015.07.29 11:50
2015.07.29 14:20
2015.07.30 08:35
2015.07.30 11:20
2015.07.30 16:45
2015.08.04 09:00
2015.08.04 11:10
2015.08.04 11:40
2015.08.04 14:50
2015.08.05 09:30
2015.08.05 11:00
2015.08.06 09:04
2015.08.06 10:10
2015.08.07 08:30
2015.08.07 08:35
2015.08.07 11:00
2015.08.07 11:10
2015.08.07 15:20
2015.08.07 16:10
2015.08.08 08:20
2015.08.08 08:25
2015.08.08 08:30
2015.08.08 09:00
2015.08,08 09:10
2015.08.08 09:30
2015.08.08 09:35
2015.08.09 16:15

+ +
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Table 15-3. Test results obtained at Hospital B.

Sample
No.

001
002
003
004
005
006
007
008
009
010
Oil

012
013
014
015
016
017
018
019
020
021
022
023
024
025
026
027
028
029
030
031
032
033
034
035
036
037
038
039
040
041
042
043
044
045

Age

25
25
32
21
35
38
40
27
38
38
22
33
33
26
35
40
34
24
25
28
25
47
26
25
35
24
39
21
45
33
47
21
31
25
25
31
22
30
27
28
35
28
28
29
33

Sampling time

2015.06.28
2015.06.28
2015.06.28
2015.06.28
2015.06.29
2015.06.29
2015.06.29
2015.06.29
2015.06.29
2015.06.29
2015.06.30
2015.06.30
2015.06.30
2015.06.30
2015.06.30
2015.06.30
2015.06.30
2015.06.30
2015.07.03
2015.07.03
2015.07.03
2015.07.06
2015.07.06
2015.07.06
2015.07.06
2015.07.06
2015.07.06
2015.07.06
2015.07.06
2015.07.06
2015.07.07
2015.07.10
2015.07.10
2015.07.10
2015.07.10
2015.07.10
2015.07.12
2015.07.12
2015.07.13
2015.07.13
2015.07.13
2015.07.19
2015.07.19
2015.07.19
2015.07.20
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09:00
09:20
09:30
10:00
09:00
11:10
11:30
15:00
16:20
16:30
10:00
11:10
11:10
16:00
08:30
11:30
14:10
15:40
09:30
10:40
11:30
09:00
09:20
10:10
11:30
11:40
14:40
15:55
16:09
16:20
10:30
09:00
10:25
11:05
14:20
16:09
08:50
14:50
10:40
11:30
14:15
08:25
08:50
11:49
14:00

Control group

Testing time
2015.06.28 09:15
2015.06.28 09:25
2015.06.28 09:35
2015.06.28 10:15
2015.06.29 09:05
2015.06.29 11:30
2015.06.29 11:35
2015.06.29 15:05
2015.06.29 16:25
2015.06.29 16:35
2015.06.30 10:05
2015.06.30 11:15
2015.06.30 11:17
2015.06.30 16:03
2015.06.30 08:35
2015.06.30 11:35
2015.06.30 14:30
2015.06.30 15:45
2015.07.03 09:35
2015.07.03 10:45
2015.07.03 11:40
2015.07.06 09:05
2015.07.06 09:25
2015.07.06 10:20
2015.07.06 11:35
2015.07.06 11:50
2015.07.06 14:45
2015.07.06 15:55
2015.07.06 16:11
2015.07.06 16:20
2015.07.07 10:35
2015.07.10 09:17
2015.07.10 10:30
2015.07.10 11:11
2015.07.10 14:30
2015.07.10 16:09
2015.07.12 08:55
2015.07.12 15:00
2015.07.13 10:44
2015.07.13 11:50
2015.07.13 14:30
2015.07.19 08:35
2015.07.19 08:55
2015.07.19 11:53
2015.07.20 14:10

Ovulation test
OD-RU-LH

Result

1

Treatment group

Testing time
2015.06.28 09:15
2015.06.28 09:25
2015.06.28 09:35
2015.06.28 10:15
2015.06.29 09:05
2015.06.29 11:30
2015.06.29 11:35
2015.06.29 15:05
2015.06.29 16:25
2015.06.29 16:35
2015.06.30 10:05
2015.06.30 11:15
2015.06.30 11:17
2015.06.30 16:03
2015.06.30 08:35
2015.06.30 11:35
2015.06.30 14:30
2015.06.30 15:45
2015.07.03 09:35
2015.07.03 10:45
2015.07.03 11:40
2015.07.06 09:05
2015.07.06 09:25
2015.07.06 10:20
2015.07.06 11:35
2015.07.06 11:50
2015.07.06 14:45
2015.07.06 15:55
2015.07.06 16:11
2015.07.06 16:20
2015.07.07 10:35
2015.07.10 09:17
2015.07.10 10:30
2015.07.10 11:11
2015.07.10 14:30
2015.07.10 16:09
2015.07.12 08:55
2015.07.12 15:00
2015.07.13 10:44
2015.07.13 11:50
2015.07.13 14:30
2015.07.19 08:35
2015.07.19 08:55
2015.07.19 11:53
2015.07.20 14:10

Result
+
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046
047

049
050
051
052

SR

056
057
058
059
060
061
062

064

066
067

069
070
071
072
073
074
075
076
077
078
079

081

SRR RS
BB BREROREBBRREBNESERBARRNERBRY

087

089
090
091
092
093
094

33
37
3
3
25
26
38

22
43
25
28
42
30
25
44

37
45
42

N
o1

2015.07.20 15:20
2015.07.20 15:40
2015.07.21 11:40
2015.07.21 15:30
2015.08.03 14:50
2015.08.03 15:30
2015.08.04 11:50
2015.08.05 14:50
2015.08.08 11.00
2015.08.08 11:30
2015.08.08 14:10
2015.08.08 14:40
2015.08.09 08:40
2015.08.09 09:50
2015.08.09 10:10
2015.08.09 11:20
2015.08.10 08:50
2015.08.10 10:20
2015.08.10 11:00
2015.08.10 11:35
2015.08.10 14:47
2015.08.10 15:30
2015.08.11 10:10
2015.08.11 10:50
2015.08.11 11:00
2015.08.11 11:30
2015.08.11 11:40
2015.08.12 10:30
2015.08.12 11:30
2015.08.12 15:50
2015.08.13 11:40
2015.08.13 16:40
2015.08.14 08:30
2015.08.14 15:30
2015.08.14 15:40
2015.08.15 09:00
2015.08.15 09:10
2015.08.16 10:00
2015.08.16 11:50
2015.08.17 14:20
2015.08,18 08:30
2015.08.19 11:20
2015.08.19 16:45
2015.08.20 09:00
2015.08.20 11:10
2015.08.20 11:40
2015.08.20 14:40
2015.08.21 09:30
2015.08.21 11:00
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Name
No

Version

2015.07.20 15:30
2015.07.20 15:50
2015.07.21 11:50
2015.07.21 15:35
2015.08.03 15:00
2015.08.03 15:40
2015.08.04 11:53
2015.08.05 15:00
2015.08.08 11.00
2015.08.08 11:40
2015.08.08 14:20
2015.08.08 14:50
2015.08.09 08:45
2015.08.09 10:00
2015.08.09 10:20
2015.08.09 11:30
2015.08.10 08:57
2015.08.10 10:25
2015.08.10 11.05
2015.08.10 11:40
2015.08.10 14:49
2015.08.10 15:35
2015.08.11 10:14
2015.08.11 10:55
2015.08.11 11.05
2015.08.11 11:35
2015.08.11 11:.40
2015.08.12 10:35
2015.08.12 11:30
2015.08.12 15:50
2015.08.13 11:40
2015.08.13 16:40
2015.08.14 08:35
2015.08.14 15:30
2015.08.14 15:40
2015.08.15 09:05
2015.08.15 09:15
2015.08.16 10:05
2015.08.16 11:50
2015.08.17 14:20
2015.08.18 08:35
2015.08.19 11:20
2015.08.19 16:45
2015.08.20 09:00
2015.08.20 11:10
2015.08.20 11:40
2015.08.20 14:50
2015.08.21 09:30
2015.08.21 11:00

+ +

+ + +

+ +

1 + 1

+

+ 4+ + 0+ 0+ o+

Ovulation test

OD-RU-LH

2015.07.20 15:30
2015.07.20 15:50
2015.07.21 11:50
2015.07.21 15:35
2015.08.03 15:00
2015.08.03 15:40
2015.08.04 11:53
2015.08.05 15:00
2015.08.08 11:00
2015.08.08 11:40
2015.08.08 14:20
2015.08.08 14:50
2015.08.09 08:45
2015.08.09 10:00
2015.08.09 10:20
2015.08.09 11:30
2015.08.10 08:57
2015.08.10 10:25
2015.08.10 11:05
2015.08.10 11:40
2015.08.10 14:49
2015.08.10 15:35
2015.08.11 10:14
2015.08.11 10:55
2015.08.11 11.05
2015.08.11 11:35
2015.08.11 11:40
2015.08.12 10:35
2015.08.12 11:30
2015.08.12 15:50
2015.08.13 11:40
2015.08.13 16:40
2015.08.14 08:35
2015.08.14 15:30
2015.08.14 15:40
2015.08.15 09:05
2015.08.15 09:15
2015.08.16 10:05
2015,08.16 11:50
2015.08.17 14:20
2015.08.18 08:35
2015.08.19 11:20
2015.08.19 16:45
2015.08.20 09:00
2015.08.20 11:10
2015.08.20 11:40
2015.08.20 14:50
2015.08.21 09:30
2015.08.21 11:00

+ 4+ 4+ 0+ 0+ 0+
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095 27
096 36
097 38
098 3
099 27
100 24
101 28
102 25
108 25
14 38
105 40
106 40
107 36
108 42
109 42
no 35

2015.08.22 09:04
2015.08.22 10:10
2015.08.22 10:30
2015.08.22 10:35
2015.08.22 11:00
2015.08.22 11:10
2015.08.22 15:20
2015.08.22 16:10
2015.08.23 08:20
2015.08.23 08:25
2015.08.23 08:30
2015.08.23 09:00
2015.08.23 09:10
2015.08.23 09:30
2015.08.23 09:35
2015.08.23 16:12

Name

No.

\ersion

2015.08.22 09:04
2015.08.22 10:10
2015.08.22 10:30
2015.08.22 10:35
2015.08.22 11:00
2015.08.22 11:10
2015.08.22 15:20
2015.08.22 16:10
2015.08.23 08:20
2015.08.23 08:25
2015.08.23 08:30
2015.08.23 09:00
2015.08.23 09:10
2015.08.23 09:30
2015.08.23 09:35
2015.08.23 16:15

Ovulation test

OD-RU-LH
1

2015.08.22 09:04
2015.08.22 10:10
2015.08.22 10:30
2015.08.22 10:35
2015.08.22 11:00
2015.08.22 11:10
2015.08.22 15:20
2015.08.22 16:10
2015.08.23 08:20
2015.08.23 08:25
2015.08.23 08:30
2015.08.23 09:00
2015.08.23 09:10
2015.08.23 09:30
2015.08.23 09:35
2015.08.23 16:15

Table 15-4. Comparison of the Kits of the test group and control group

Treatment group (+)
Treatment group (-)

Total

Control group (+)

82
0
82

Control group (-)

0

138
138

Total
82
138
220

Conclusion: Per cent of compliance between the test and control groups was 100%.

23.2. Independent evaluation by the third party.
Contractor: Medical Device Evaluation Center (Henan Province)

Sample name
Form
Lot No.

Date of receipt
Manufacture
Parameter
Cut-offvalue
Specificity

Consistency

Sample move
speed

Ovulation test
Strip, one kit/bag

20150314LH
20150318
20150323

20150802

Atlas Link (Beijing) Technology Co., Ltd.

Reference value
LH 25 mlU/ml

200 mIU/ml FSH in LH O: negative
250 [iM/ml TSH in LH 0: negative
Random sample of 10 strips from
each lot, testing with 25 mlU/ml LH
(each strip inturn), all results
should be positive and the color
scores should be similar

> 10 mm/h

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Sample No. 216 (each lot)
Expiration date 201702
Report date 20151012
Result Conclusion
Positive Compliance
Negative Compliance
Negative

Alll stripes are positive, Compliance
the color scores are

similar

66 mm/h Compliance

Page 24 of 26



Operational documentation for in vitro Name Ovulation test
p No. OD-RU-LH

diagnostic medical device

Version 1
Width >3.0mm 3.3 mm Compliance
Appearance Neat edges, clean Compliance Compliance
Stability 37°C, 60 days, all test parameters Compliance Compliance
above meet requirements.
Lot-to-lot Random sample of 3 lots (10 strips ~ All 30 strips are positive, ~ Compliance
variations from each lot); testing with 25 the color scores are

miU/ml LH (each strip inturn), all ~ similar
results should be positive and the
color scores should be similar

23.3. Non-professional studies.

Objective.

The objectives of this study are to evaluate how simple and straightforward our Instructions for
Use are, so that non-professional users can correctly use our ovulation test as a medical device for
home use and interpret the results; to check if the results obtained with our test are comparable to
those obtained with another widely used one-step LH test kit manufactured by IND (both strip,
and cassette for midstream test); to check if non-professional users have additional comments
and/or if the Instructions for Use should be improved.

Project.

The ovulation test developed by Atlas Link (Bejing) Technology Co., Ltd. (ALK) and IND,
including the instructions for use for both tests and the survey form, are provided to 120 female
patients. After reading the instructions for use, patients will use the test (strips, cassettes or
midstream test) and record the results of their own interpretation, comparing them with the results
obtained with a comparable kit. Quality control specialists use two types of kits (each for 120
female patients) and document the results of these studies.

Results.

Table 16-1. Comparison of ALK and | 4D kits conducted by At as Link technicians

TEST Bluecross (Positive) Bluecross (Negative)
ALK (Positive) 41 1
ALK (Negative) 0 78

Comparable results: 99%
Inconsistent results: 1%

Table 16-2. Comparison of ALK and | 4D kits conducted by non-professionals

TEST Bluecross (Positive) Bluecross (Negative)
ALK (Positive) 37 2
ALK (Negative) 1 80

Comparable results: 97%
Inconsistent results: 3%

Table 16-3. Comparison of data provided by the non-professionals and technicians of

Atlas Link
TEST Technician (Positive) Technician (Negative)
Non-professional (Positive) 37 2
Non-professional (Negative) 5 76

Comparable results: 94%
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diagnostic medical device

Version 1
Inconsistent results: 6%
Table 16-4. Study results.

. . . Answer .
Question regarding the LH test kit Yes None No varian
Is this your first time using LH test kit? 88 32 0
Does the test show certain fluctuations in the LH value? 39 81 0

Easy Hard
Reading and understanding package insert 116 4 0
Test procedure 116 4 0
Reading results 118 2 0

Conclusion.

- The instructions for use accompanying the tests (strip, cassette or midstream test) were clear
and simple enough to enable non-professionals to perform the test and interpret the result(s)
accordingly.

- No comments were received regarding any changes to the instructions.

- The results obtained by non-professionals were consistent (94%) with those obtained by
trained technicians.

- The inconsistency between the results obtained by the technician and the non-professional is
due to the fact that the non-professional is not fully familiar with the readings, especially when the
sensitivity ofher LH sample is close to the threshold value. This is specific of such an assay. Thus,
the test instructions set appropriate restrictions.

- In general, all feedback from participants regarding the use of tests was positive.

24. Biological reference interval for the medical device.
The biologically reference interval of tests is 25 mlU/ml - 930 mlU/ml.

25. Information on sample-related limitations that may affect study results

- Women in a state of pregnancy, or at the age oftransition, as well as those receiving injections
containing hCG or LH (that is, chorigon, perganil, etc.) as part of fertility enhancement procedures,
may receive a positive response due to the presence of hormones that are not related to the
ovulation process. In this case, it is necessary to consult a doctor.

- Treatment with icacalomine (for example: chlomiphone) does not affect the testing results,
but it affects the duration of the menstrual cycle which may cause the need for testing for additional
days to detect a content of LH.

- High intake of fluids or diuretics prior to testing.

26. Warnings and/or special precautions regarding the safe disposal of the medical device
and its accessories.

Lfsed tests should be disposed of as domestic waste.
If expired, unused tests should be disposed of as domestic waste.

Page 26 of 26

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



SKcnnyaTaLmoHHas JOKYMeHTaLms HavveHoBaHve  TecT Ana onpeaeneHns OBy SLMM
MeAMLIMHCKOrO u3aenus in vitro Howmep OD-RU-LH
ANarHOCTUKN Bepcua 1

SKCMNYATAUNOHHAA JOKYMEHTALNA
MEOANUNHCKOTI O U3AENUA ANA IN VITRO ANATHOCTUKN

TecT ANns onpeAeneHns OBYNALUN UCTIONHEHNS.

MpoussoacTBa komnaHmy Atlas Link (Beijing) Technology Co., Ltd., Room 811 Zeyang Plaza,
No. 166 Fushi Road, Shijingshan District, 100043 Beijing, PR of China.

CrtpaHuua 1 13 29
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o

10.
11.

12.

13.

14.

15.

16.

9Kcn/yaTaloHHas JOKyMeHTaLA HaumeHosaHe — TecT ANist onpefesieHnst OBy NsLWN

MefMLMHCKOr0 13aenuns in vitro Howmep OD-RU-LH
ANarHoCTUKM Bepcua 1
COLEP>XAHUE

HanmeHoBaHMe MeSULMHCKOTO U3Aenus.

Mpoun3BoAMTENb MEAULIMHCKOIO M3eNMS.

YNO/IHOMOYEHHbIV NpeLcTaBuUTe b MPOU3BOANTENS.

CsefileHns 0 Ha3HayYeHUN MeULMHCKOrO U3genus.

4.1. Ha3HayeHne MeAULMHCKOro U3aenns.

4.2. OnucaHue LeneBoro aHaImMTa ¢ ykasaHuMem KayeCTBeHHOro, noslyKonnM4yecTBEHHOro
NN KONMYECTBEHHOTO BUAA.

4.3. Cneunpuyeckoe pacCTPOINCTBO, COCTOAHME MW (PAKTOP pUCKa, AN 0BHapY>XEHMS,
onpegeneHns nnu audhepeHUMpPoBaHMSA KOTOPOro npefHa3Ha4yeHo MeAMUMHCKOoe
n3genve.

4.4.  Twvn aHanM3npyemoro obpastia.

WHpopmayms o npegHasHavyeHnn 4ns KMHUYECKon 1abopaTtopHO AMarHOCTUKM.

PYHKLUMOHa/IbHbIE XapaKTepUCTUKN N Ha3HaYeHNe MeAULIHCKOTO U3Lenus.

OnwucaHne nopsaKa BbIMOMHEHUA TECTUPOBAHUA C MPUMEHEHNEM MEeAMLIMHCKOrO U3fenus,

OruncaHue peareHToB, KaIMbpaTopoB M KOHTPO/IbHOro Marepuana.

7.1. OnucaHwe NOCTaHOBKM TeCTa.

7.2.  WNHTepnpeTtaums pe3ynbTaTos.

PUCK/ NpyMeHeHUs MeAWLMHCKOrO W3fenns, MpPOTMBOMOKAa3aHUs, OXWAaemble W

npefckasyemMble N060YHbIe 3(EKTbI, CBA3AHHbIE C MPUMEHEHNEM MEAWLMHCKOr0 U3Lenus

MO Ha3HaYeHuIo.

MepeyeHb MaTepPUaIoB 1 CreLmabHbIX MaTepuanos, KOTopble TPeBYTCS A8 NPOBeLeHS

TECTUPOBaHWUA (aHan3a), HO He COfepXKaTCAd B KOMIMJIEKTE MOCTaBKA MeAULMHCKOrOo

N3genus.

TexXHN4YecKre XapakTepuUCcTUKM MeAULIMHCKOTO U3Aenns.

OnuvcaHve NPUHAANIEXHOCTER, MEANUMHCKUX WU3LENWIA WA U3LENWIA, He SABNSHOLLMXCS

MeAUUMHCKMMYK, HO NPeAyCMOTPEHHbIX 415  WCMO/MIb30BaHWA B KOMOWHAUMW ¢

MEeANLIMHCKAM U3LeNvem.

WHpopmauua  ans  naeHTUGUKaumMn  MeauUMHCKUX  U3AeNNiA € Uenblo  NoNy4YeHus

6e3omacHOn KomOuHauum u (MnM) MHGopMauuio 06 W3BECTHbLIX OrpaHWYeHUsX Mo

COBMECTHOMY MPUMEHEHMNIO MEANLMHCKNX U3AENNIA NO Ha3HAYEHWIO.

WHpopmauusa 0 HaMuMum B MeAMLMHCKOM W3LeNnn  NIEKapCTBEHHOIO CpeAcTea  [A/1s

MELMLUMHCKOrO MNPUMEHEHUs, MaTepuasioB >XMBOTHOTO UM (M)  Ye/I0BEYeCKOro

MPOUCXOXAEHNS.

WHpopmauma 0 xapakTepucTkax cTabuibHOCTU MeLULUHCKOTO M3fenmns.

14.1. ¥Ycnosusa TpaHCNOPTMPOBaHUA.

14.2.  CpoK rofHOCTU W YCNOBUA XPaHEHWS.

WHpopmaums 0 CTEPUIbHOM  COCTOSHMM  MEAWLIMHCKOrO  WM3Jenns, MeTofde ero

CTepUAM3aLmMmn 1 0 NOpsaKe AENCTBUIA B Cyyvae HapyLUEHUS CTEPU/IbHOW YNaKoBKW.

WHgopmaums o nopsgke 06paboTKM  MegUUMHCKOro W3fenvs [Ans ero MoBTOPHOro

MCNOMNb30BaHUA, BKIOYAsA OYMUCTKY, AE3VH(EKUMO, YMNakoBKy M NpuM HeobXo4umoCTu

MOBTOPHYHO CTepuan3aLmio.

Crtpanuua 2 u3 29
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17.

18.

19.

20.

21.

22.

23.

24.
25.

26.

JKCnyaTaumMoHHas JOKyMeHTaUns HanmveHosaHme TecT gna onpeneneHns oBynALMn
MeAMLMHCKOro 13aenus in vitro Howmep OD-RU-LH
[MarHOCTUKM Bepcus 1

WHhopmauma ans notpeduTenein MeauLUMHCKOro MU3fenms o Mepax npefocTOpOXKHOCTY,
npeanpvHUMaeMbIX B C/lydae HEOOXOAMMOCTU, a Takke O Mepax MpefOoCTOPOXHOCTU U
(nnn)  mepax, nNpeanpUHUMaeMblX B OTHOLUEHUM MOTEHUMaNbHO WH(EKLMOHHOTO
marepuana, Coaepxallerocs B MeUUNUHCKOM U3AeNnn.

WHpopmaums 0 npegHasHauYeHUM MeSUUMHCKOrO W3Lenvs TONMbKO AN OLHOKPAaTHOro
NPUMEHEHNA N0 HasHayYeHus.

MHpopmaymsa 06 ycnosusx, Heobxoammblx a5 céopa, 06paboTKM 1 NOArOTOBKN 06pasLoB,
[aHHble N0 CTabWNbHOCTM aHa/M3MpyeMblX 06pa3LoB, B TOM 4UC/e YCMOBUA W
AIUTENBbHOCTb XPaHeHWs, YCI0BUA TPaHCNOPTUPOBKM, OrpaHUYeHns Mo LMKIaM 3aMOPO3KU
(pasmopaxkmsaHus).

VHpopmamsa 0 NOAroToBKe K MPUMEHEHMIO MO Ha3HaYeHMto, aKCnyaTaumm MeguunMHCKOro
n3genvs.

OnucaHve npoueaypbl TeCTUPOBaHUSA, BK/IKOYaA pacyeTbl U UHTEpPNpeTauun pesynbTaTos
TECTUPOBaHMA W, NPU HEOOXOAMMOCTUN, MH(OPMALMIO O LieNecoobpasHOCTM NPOBeAeHUA
noATBepXAatoLnx TeCTOB.

XapakTepuCcTUKM aHa/IMTUYECKON 3tD(heKTUBHOCTM.

22.1  YyBCTBUTENbHOCTb.

22.2. BnuaHue vHTepdeprpyoLLmX BELLECTB.

22.3. TloBTOpPSAEMOCTb.

22.4. Bocnpon3BognMOCTb.

XapaKTepuUCTUKN KIIMHUYECKON 3D(eKTUBHOCTW.

23.1.  KnnHW4Yeckue ucnbiTaHus.

23.2. HesaBucumas oueHka.

23.3. HenpodeccroHanbHble UCCnesoBaHUS.

Bronornyecknin pediepeHTHbIN MHTePBaT MPUMEHEHUS MeAULUHCKOTO U3LeNus.
NHpopmaums 06 orpaHMYeHusX, CBA3aHHbIX C NPO6O0iA, KOTOpble MOryT MOBAWUATbL Ha
pe3ynbTaTtbl UCCeA0BaHUS.

MpegynpexaeHnsa wn (uan) crneunaibHble Mepbl NPeAOCTOPOXHOCTUM B OTHOLLEHWM
6e30MacHoOl yTuam3aumMmn MeanLMHCKOro U3aenns 1 ero NpuHaLIeXHOCTeN.

CtpaHuua 3 13 29
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JKcnnyaTaunoHHas JoOKyMeHTaums HavmveHoBaHne  TecT 419 onpesenieHns OBy IALIMN
MeANLIMHCKOro MU3enuns in vitro Howmep OD-RU-LH
ANarHOCTUKM Bepcus 1

1. HanmeHoBaHWe MeAULMHCKOr0 U3LeNns.
TecT ans onpefeneHns o0BYNALUN UCMIOTHEHUS:
1 TecT-nonocka gnsa onpefeneHnsa oBynALnKn, B COCTaBe:
- TecT-nonocKa B UHAMBUAYa/IbHON yNakoBKe - 5 WT.;
- VIHCTpYKUMA MO NPUMEHeHMIO-BKNabIw - 1 wT. (Mpy HEOO6XOANMOCTMW).
2. TecT-KacceTta Ans onpeaeneHns oBynaUun, B COCTaBe:
- TecT-KacceTa B MHAVBUAYaNbHOW YNakoBke - 1 LWuT.;
- Munetka - 1 wr,;
- IHCTpYKLUMA NO NprMeHeHNIo-BKNaabIw - 1 wr. (Npy He06Xo4MMOCTK).
3. TecT-KacceTa 4ns onpeseneHns oBYNALMK, B COCTaBe:
- TecT-KacceTa B MHAVBUAYaNbHOW YNaKOBKe - 2 LUT.;
- [uneTka-2 wWwr.;
- VIHCTpYKUMA NO NpUMeHeHWNo-BKNaapIW - 1 wT. (Mpyv HeO6X0ANMOCTW).
4. TecT-KacceTa A/19 onpefenieHns oBynsaLuMn, B COCTaBe:
- TecT-KacceTa B MHAVMBUAYa/IbHON YNakoBKe - 3 LUT.;
- [vneTtka - 3 Wrt,;
- VIHCTpYKUMA NO NpUMeHeHNo-BKNaapiw - 1wT. (MpyM Heo6X0ANUMOCTW).
5. TecT-KacceTa Anda onpeaeneHnsa oBynaunn, B COCTaBe:
- TecT-KacceTa B UHAVMBUAYA/IbHOW YNaKoBKe - 4 LWUT.;
-MnneTtka-4 wWwr.;
- VIHCTpYKUMA No NpuMeHeHno-BKNaapiw - 1wT. (Mpyv HEO6XOANMOCTW).
6. TecT-KacceTa 19 OnpesenieHns OBY/ALMMK, B COCTaBE:
- TecT-KacceTa B MHAMBMAYa/IbHOM YNaKoBKe - 5 WT.;
-Munetka - 5 Wwr;
- VIHCTpYKUMA NO NpUMeHeHNo-BKNaabiw - 1 wT. (Mpyv HEO6X0ANMOCTW).
7. CTpyViHbIA TeCT Ana onpegeneHns oBynaLmm, B COCTaBe:
- CTpyWHbIi TECT B MHAMBUAYaNbHON ynakoBke - | wWT.;
- IHCTpYKLMA No NpuMeHeHuo-BKNabiw - 1 wT. (Mpy HE06X0AUMOCTH).
8. CTpyiMHbI TeCT AN onpefenieHns oBynsuun, B COCTaBe:
- CTpYWHbIV TECT B MHAMBUAYa/IbHOIN YNaKoBKe - 2 LWUT.;
- VIHCTpYKUMSA MO NpYMeHeHUIO-BKNaapIW - 1 wT. (Npu Heo6X0AMMOCTH).
9. CTpyWiHbIA TeCT AN onpegeneHns oBynsaLnm, B COCTaBe:
- CTpy¥iHbIl TECT B MHAMBUAYa/IbHOM YNaKoBKe - 3 LIT.;
- IHCTpYKUMSA N0 NPpUMEHEHNO-BKNabIW - 1 wT. (Mpy HE06X0AUMOCTHN).
10. CTpyiHbIA TECT A1 ONpefeneHns oBynauun, B COCTaBe:
- CTpYWiHbIN TECT B UHAUBUAY&/IbHOW YNaKoBKe - 4 LWT.;
- IHCTpYKUMA MO NpYMeHeHuIo-BKNagpiw - 1 wr. (MpyM HeOO6X0AUMOCTHN).
11. CTpyiHbI TECT 419 ONpefeNieHns 0ByNsLun, B COCTaBe:
- CTpyWHbIN TeCT B UHAMBUAY&IbHOIN YNakoBke - 5 WT.;
- IHCTpYKUMA Mo NpUMeHeHN0-BKNapIW - 1T, (Npy He0O6X0AMMOCTH).

2. MponszBoanTeNb MeANLMHCKONO VU3AeNus.
Atlas Link (Beijing) Technology Co., Ltd., Room 811 Zeyang Plaza, No. 166 Fushi Road,
Shijingshan District, 100043 Beijing, PR of China.

3. YNO/HOMOYeHHbIV NpeacTaBuTeslb NPOU3BOAUTENS.

OOLLECTBO C OrpaHMYeHHON OTBETCTBEHHOCTbIO «BOJIEAP». Agpec: Poccus, 15201, T.
Mockga, Kawmpckuin npoesg, . 13, nomeweHne XIV. Ten./dakc +7 (495) 787-92-68, e-mail:
info@bolear.ru. www.bolear.ru.
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SKcn/yaTaumoHHas A0KyMeHTauus HavveHoBaHne  TecT 4/19 onpeaeneHns oBynaumn
MEeAULMHCKOr0 U3Aenus in vitro Howmep OD-RU-LH
AMarHOCTUKM Bepcus 1

4. CBefleHMs1 0 Ha3Ha4YeHUN MEAMLIMHCKOI0 N3aenns.

4.1. HasHa4yeHne MegULMHCKOro U3fenms.

TecT npefHa3HayeH AN Ka4yeCTBEHHOr0 ONpeAeneHns NKTenHu3npyrowero ropmoHa (J1N) B
Mouye, METOAOM MMMYHOXpPOMATOrparyecKoro aHaimnsa.

4.2. OnucaHue Le/1IeBOro aHa.lmta ¢ yKasaHve.M KayecTBEHHOro, NoslyKo.LLUYeCTBEHHOIO
NN KOJINYEeCTBEHHOIO BUAA.

TecT N03BONAET BbIABMATL B NP06axX MOYM NOTEUHUIUPYHOLLMIA ropMoH (JTT).

NoTenHnsmpyownii  ropMmoH  (JIF) ABNSeTCA FMKONPOTEMHOBLIM FOPMOHOM, KOTOPbIN
BblAenseTca bazoguibHbIMU KeTKaMu nepeaHeit 4onm runomsa, OCHOBHON (yHKLUMEN ABNsSeTCs
CTUMYNAUMA OBYNALMK, BblAENeHNe NIOTEMHU3MPYIOLLErO FOPMOHA. Y BCEX 3[0POBbIX YEHLLUMH
OBY/IILMA NPOUCXOANT PETYNIAPHO, KX/bIN Mecsl, No3TOMY BO3HMKAET Mpob/ema LOCTUMXKEHUS
LeNM KOHTpoNs 6GepeMeHHOCTV MeTOAOM MpeAckasaHust nepuofda OBYNAUWMM, OCOGEHHO [A/1S
OECNIOAHbIX >KEHLMH, KOTOpPble HafetTCs, YTO WCKYCCTBEHHOMY OMJIOLOTBOPEHUIO B
6nvkariLem 6yayulem 6yaeT yaenaTbcs 6onee NpUCTaibHOE BHUMaHMe.

4.3. CneumnduryecKoe pacCTPOMCTBO, COCTOSIHNE UK (DAKTOP PUCKa, ANS 06HapPYXXeHWUS,
onpegeneHnsa unu guddepeHLUMpoBaHNA KOTOPOro npegHasHavyeHo MeAULMHCKOe N3enue.

- Ype3MepHbIA NPUEM XKULKOCTU 1 MOYETOHHBIX NPenapaTos;

- He cobt04eHNe NHCTPYKLUMMU NO NPUMEHEHNIO;

- UICTEYEHME CpOKa roaHOCTH;

- HapyLleHre LenoCTHOCTN NHAMBMAYaANTbHON YNakoBKK ()0NIbrMpPOBaHHbIA NaKeT).

4.4. Tun aHanM3mpyemoro obpasua.

TecT nNpefHa3Ha4YeH UCKOUUTENBHO A1 aHam3a Npo6 mMouw.

B KauyecTBe aHanM3npyeMoi Npobbl MOXET ObITb MCMO/b30BaHA MOYa, CObpaHHas B YUCTYHO U
CYXYt0 eMKOCTb, a TaKXe CTpys MOYM, KOTOpass HanpasiseTcsa Ha MPUEMHYIO 4acTb CTPYMHOro
TecTa.

Tak Kak JII' cHTe3npyeTca paHo YTPOM U NPOSBASETCA B MOYE B TEUEHMWE LHSA, NyUllee Bpems
Ans coopa moun - mexgy 10:00 1 20:00, NnpubAn3NTENLHO B OAHO 1 TOXKE BPEMS KX/ [LeHb.

Mepen npoBefeHWeM TecTa criefyeT COKpaTWTb KOMMYECTBO YNOTPebnseMOon XWUAKOCTU Y
BO3JEPXKaTbCA OT MOYENCMYCKaHUA B TeYeHMe 2-3 YacoB nepes NpoBeAeHNeM TeCTUPOBAHNS.

5. IHopmaymsa o npefHasHayeHUN 4,39 KIMHUYECKON NabopaTopHO AnarHOCTUKMN.
TecT ABNSETCA 04HOPA30BbIM MeAVNLMHCKUM U34eIMeM ANt CAaMOCTOATENNbHON ANarHOCTUKM.
LleneBoii npogunb nonb3osartens:

a) TUN MoNb30BaTeNs: XeHLLUMHa, 6e3 cneyuaibHOro 06pasoBaHus;

6) obpasoBaHue: cneuyansHoe 06pa3oBaHne He TpebyeTcs;

B) 3HAHWS: YTEHVE M MOHUMaHVe eBPOMEN3NPOBaHHbIX apabCKux Lmdp;

I) IMHIBUCTUYECKOE MOHUMAHUE: YTEHME MHCTPYKLUMMW Ha PYCCKOM AI3blKE;

[1) ONbIT: ONbIT He TpebyeTcs.

6. PYHKLUMOHA/IbHbIE XapaKTEPUCTUKM 1 HasHAUYeHe MeANLUHCKOr0 U3AeNus.

TecT sBNseTCs BCoOMOraTe/lbHbIM CPeACTBOM B 0GHAPY)XXEHUN OBYNSLNN.

TecT npeaHa3HaueH [/ KauyeCTBEHHOr0 ONpeaeneHus MITEMHN3NPYOLLEro ropMoHa (/1) B
MOoue, METOJJ0M MMMYHOXPOMATOrpadUecKoro aHanu3a.

7. OnucaHue nopsiika BbINOMIHEHMS TECTUPOBAHMSA C MPUMEHEHMEM MEAULIMHCKOIOo
n3aenunsi, onmncaHne peareHToB, KannMbpaTopoB M KOHTPO/IbHbIX MaTepuarsios.
Korga cnefyeTt nNpoBoAUTb TECTMPOBAHME.
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3KcnnyaTaumoHHas JOKYMeHTaLMS HammeHoBaHue — TecT ANis ONpeaeneHunst OBy LN

MeAMLMHCKOr0 U3Aenust in vitro Howmep OD-RU-LH
[AMarHoOCTUKY Bepcust 1
Mepen onpegeneHviem Hauas oM m%ﬂpya“b"'bm TBe%?rgﬂ Ha4ana
TECTUPOBaHNS cnemyet paccumTate 5995 nueis 6-14 f1eHb
MPOAOMKNTENLHOCTL  Ballero  Umkna.  LMkn  23-24 geit 7-i1 fieHb
OTCUMTBLIBAETCA OT MEepBOro AHA MeHcTpyauuu 25 AHen 8-i1 fieHb
[10 NEePBOro [1HA CNEAYHOLLEA MEHCTPYaLN. %g ﬂ:g; %E)M-V'ﬁzghb
>KeHWyuHam penpoAyKTMBHOrO BO3pacTa AN 28 gwei 11-i1 AeHb
TOro, 4TO6bLI onpefie/MTb [eHb  Havana 29 [Hen 12-11 peHb
TECTUPOBaHWS,  HEOBXOAWUMOOT uMCIa  fiHeld gg ﬂgﬁg %23 ﬂgnt
MECAYHOTO  LMKNa OTHATb 17 fgHeidl. Y 35 nHeii 15-11 JieHb
GOMbLUMHCTBA JKEHLUMH LMKA MOCTOSHEH M 33 AHs 16-1 AeHb
npojomkaetca 28  aHell. B cnyuae 34 4HA 17-i1 fieHb
HEMOCTOSIHHOMO LIMK/a BbIGepUTe [Ns OTcuyeTa gg ﬂ:g; %g; ﬂg::
Hanb0ee KOPOTKNIA LK. 37 [Hei 20-14 oeHb
K npumepy, ecnvn Baw unkn anutes 28 aHelt, To - 38 iHeil 21-i fieHb

TEeCTMpOBaHMe Heo6X0AMMO HauaTb Ha 11-blii AeHb Mocne Hayana uykna. s onpeaeneHuns AHs
Hauana TeCTMPOBAHWA UCMONb3YIATe AaHHYHO TabnuLy.

[ns Toro, 4ToGbl ONPeAeNUTb AeHb MOBbLILIEHUS COfepXaHus ropmoHa J1I, Heob6Xxoaumo
MPOBOAWTL aHanM3 MOYM EXe[HEBHOro, MPUMEPHO B OAHO W TOXe Bpems. OBbIUHO Y
6OMBLUMHCTBA XXEHLLMH C MOCTOSHHLIM MECSAYHBIM LIMK/IOM A0CTATOUHO MATY AHel TeCTUPOBaHMS.
Ecnu B Xofe NATW AHel TECTUPOBAHMS MOBbILLEHVE FopMoHa J1I He NPOM30LWI0 U Balll LMK/
HeperynsipHbIiA, TO HEOGXOAMMO MPOAOMKUTL TeCTUPOBaHMe elle 2-3 fAHs. Ecnn B xode Tpex
MEHCTPYa/lbHbIX LMK/OB TMOBbILLEHME COAEPXKaHWUs TOPMOHA He O0GHapYy)XXeHO, HeoGXOAMMO
06paTUTLCA K Bpauy.

[lBa HauGonee OGNAronpusTHbIX [HS HAcTymatdT C MOMEHTa Pe3Koro MoBbILLIEHUS
(NONOXMTENbHBIA TECT) COAEPXKaHWs TFOPMOHa OBYNAUMW. Hambonee BbICOKAs BEPOSTHOCTb
3a4aTvs 3a [Ba [HS 10 OBYNSLWN U B 6NaronpusTHbIE IHM CaMoii OBYNSILLUN.

OnucaHve NOCTaHOBKM TecTa.
[loBeanTe WHAMBUAYaNbHYIO YMNakoBKYy C TeCcTOM W 06pasel, MouM [0 KOMHATHOM

Temneparypbl.

TecT-nonocka gnsa onpegesieHUs OBYNALNN,

1 Bckpoiite MHAMBMAYaAbHYHO YMaKOBKY W W3BNEKUTE TECT, AepXXa ero 3a OKpalleHHbIN
KOHeL,

2. TlomectuTe TecT-nosocKy BepTUKasibHO (NPsAMO) B o6pasel, moun. Mpu 3TOM cnegute,
4TOObl CTPENKM Ha MOSIOCKe OblIM HanpaBneHbl BHU3. Takxke Creaute 3a Tem, YTOObl IMHUA
MakcumanbHoro (MAX) ypoBHS Ha TeCT-MOJIOCKe (OTMeYeHa CTpenkaMu) He OnycKanacb HUKe
MOBEPXHOCTN 06pasLa MouMn.

3. BblHbTe TecT 4yepe3s 10 CeKyHA M3 MOYM W MOMNOXKWUTE HA TOPU3OHTAIbHYHO CYXYHO
NMOBEPXHOCT.

4. [oxguTecb MNOSBNEHWUS OKPaLLEHHbIX NNHWIA. B 3aBucuMMocT OT cogepaHus JII B
obpasue Moun pesynbTaT MOXeT HabnodaTbCa Kak MUHUMYM depe3 40 cekyHa. OpHako ans
MOATBEPXKAEHNA OTpULLIATENBHOrO pesynibTata TpebyeTcs MonHOe 3aBeplueHve peakumn (5
MUHYT). Henb3s cunTbiBaTh pesysnibTarhbl nocse 10 MUHYT.

5. [locne ncnonb3oBaHUA BbIKUHLTE B YPHY.

TecT-KacceTa N onpeaesieHUs OByIALUN.
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JKcnnyaTaunoHHas JOKyMeHTaLUus HavmeHoBaHne  TecT A/19 onpefeneHnsa oy naunm
MeaMLMHCKOro uagenus Invitro Howmep OD-RU-LH
ANarHOCTUKM Bepcus 1

1 BCKpbITb (PONLIMPOBAHHBIN NaKeT N N3B/IeYb KacCeTy.

2. [MomectuTe TecT-KacceTy (6OKOM) Ha POBHYHO M YACTYHO MOBEPXHOCTb. Bosbmute 0,2 mn
(okono 4 kanenb) obpasua C NOMOLLbIO MUMETKKU, a 3aTem BreilTe B NIYHKY A1 00pa3uLoB Ha
KacceTe.

3. [JoxauTecb NOSBNEHMS OKpaLLEHHbIX NMHWIA. B 3aBMcuMoCTM OT cogepaHus JII B
obpasue MouM pesynbTaT MOXeT HabnogaTbca Kak MMHUMYM 4depe3 40 cekyHAd. OfHako A
MOATBEPXKAEHNA OTpULATENBHOIO pe3ynbTata TpebyeTcs nofHoe 3asepluleHne peakuun (5
MUHYT). Henb3a cuntbiBaTb pesysibTaTbl nocne 10 MUHYT.

4. Tlocne UCNOMb30BaHUA BbIKUHLTE B YPHY.

CTpyilHbIN TecT 4Na onpefeneHnsa oBynsyumnm.

1 BCKpbITb (h0NbrMpoBaHHbIA NakeT U NU3B/IEYb KaCcCeTy.

2. Y[epXusaWTe KpYr/bli KOHeL, Kofinavyka OAHOW PYKOW. [pyroi pykon OTCOeAnHUTE
TECTOBOE YCTPOWMCTBO OT KOMNayka, YToObl OTKPbITb aBCOPOUPYIOLLMIA HAKOHEYHUK.

3. HanpasbTe abcopbupytowmii HaKOHEYHUK BHW3, NMOMECTUTE ero MNoj CTPYH MOun U
y[epXXunBaiiTe B TaKOM NOMOXEHUM He MeHee 10 CeKyHZ AN MNONHOro YBAXKHEHUA. B MPOTUBHOM
C/lydae Bbl MOXeTe cobpaTb CBOK MOYY B YMCTYH YallKy W Hanoji0BMHY OMyCTUTb B Hee
abcopbupyoLLmin NpobooTOOPHUK, YaepXKMBas ero TamM He MeHee 10 CEeKyHA,.

4. TlomecTuTe KOMMAYOK YCTPOMCTBA HA MECTO U JOXANTECH MOABMEHNA LBETHbIX Nosoc. B
3aBMCUMOCTU OT cofep>kaHus JII' B 06pasLe MoUn pesy/ibTaT MOXKET Hab/toAaThCs KaK MUHUMYM
yepes 40 cekyHA. OfHaKo Ans NOATBEPXKAEHUA OTPULATENbHOrO pesynbTaTa TpebyeTcs nonHoe
3aBepLueHune peakumm (5 MUHYT). Henb3a cuntbiBaTb pesyibTathbl nocine 10 MUHYT.

5. Tlocne ncnosib30BaHNs BbIKUHbLTE B YPHY.

cC T OugeHKa pesynbTaToB
[ 1 1 )
C T OTpuuaTenbHbIi pesynbTaT
11 1 1—
C T
|1 1 1=£
cC T MONO>KMTENbHbIN pesynbTaT
1 1
C T
1 —F y
C T OWwn60YHbIN
-1

OTpuuyaTenbHbll pe3ynbTaT: MOABMASAETCA TOMbKO OfHA MYyprypHO-pO30Bas /IMHUSA B
KOHTPO/IbHOW 30He pe3y/nbTaToB, a NO/I0CKa Ha TECTOBOM Y4yacTKe OTCYTCTBYET, WM TeCTOBas
NIMHUA CBET/IEe KOHTPOJSIbHOW IMHWUKW. ECMK NOBbILWEHVE TOPMOHA OBYNALUM He O6GHapYy>XeHO,
HeobX04MMO MPOA0/HKATL eXXeiHEBHOE TeCTUpOBaHUe (pas B ieHb) A0 00HAPY>KeHUSA NOBbILLEHNS
cofiepXaHnsa ropmoHa.

MoNO>KNTeNbHbIN pe3ynbTaT: MNOABNSETCA 4Be NMypnypHO-PO30BbLIe /IMHUM, a LIBET TECTOBOIA
NIMHAN TaKOM >ke WM 60nee WHTEHCMBHAA, YeM KOHTPO/bHAA. JTOT pe3ynbTaT yKasbreaeT Ha
ypoBeHb Bcnecka J1I 1 BepoATHE BCEro oBynsauus y Bac HayHeTcs B TeyeHue 24-48 4acos.
Hanbonbluas BepoATHOCTL 3abepeMeHeTb MMEET MeCTO MPK MOJIOBbIX OTHOLUEHUAX UMEHHO B 3TU

CtpaHuua 7 13 29

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



SKcnsyaTauMoHHast JOKyMeHTaums HavmveHoBaHne — TecT 419 onpeseneHns oBynAaLMn
MEeAMLMHCKOr0 13aenust in vitro Homep OD-RU-LH
ANarHoCTUKM Bepcus 1

2 GnaronpuaTHbIX AHA. [locne Toro, Kak Bbl onpegenunu, 4to JIT MOBbIWEH, YXe HeT

Heo6X0AMMOCTI NPOA0KATL TECTUPOBAHME.

OWwnBoYHbI: MOMOCKA HA KOHTPO/SbHOM Y4acTKe OTCYTCTBYIOT, pe3y/ibTaT TECT BbIMOMHEH
HenpaBUbHO. 3TO C/yyaeTcs KpaiiHe peako. [MOBTOpUTE TeCT C HOBbIM TECTOM, CTPOrO
NPUAEPXUBasCh TPE6OBAHNIA HACTOALLEN MHCTPYKLWN.

8. PUCKM NPUMEHEHUA MENUUUHCKOTo Wn3genvs, NpPoTUBOMOKasaHUA, oXupaemblie U
npeacKasyemblie no6oyHble 3(*)(*)EKTI::I, CBA3aHHbIE C MPUMEHEHNEM MENTULUWMHCKOIOo n3gennd

Mo Ha3HaYEeHWIo.
1) He npukacaiitecb 40 06/1aCT MeMOpaHbl Ha TECT-MOMOCKE.

2) He ncnonb3yiite NOBTOPHO.

3) He ncnonb3yiite, ecniv LEeNOCTHOCTb MHANBUAYaNbHONM YNAaKOBKM HapyLUeHa.

4) He ncnonb3yinTte Noc/ne UCTEYEHNS CPOKa rofHOCTU, YKa3aHHOI0 Ha YNakoBKe.

5) He n3BnekaiTe TecT U3 MHANBUAYAIbHOW YNAKOBKU O MOMEHTA TECTUPOBAHWS.

6) Pe3ynbTaTt OCTOBEPEH B TeyeHne KOMUHYT, N06ble M3MEHEHUS, NOC/e 3TOr0 CPpoKa He
cnefyet NPUHUMaTb BO BHUMaHME.

7) TecT He npefHa3HaveH A4/14 NpefoTBpaLLeHNs 6epeMeHHOCTW.

8) XpaHuTe B HEOCTYNHOM [/ [eTeil MecTe.

9. lepeyeHb MaTepuanoB W CheyuanbHbIX MaTepuanoB, KOTOpble TpebykTcs Ans
npoBefeHNs TecTUPOBaHWA (aHanuW3a), HO He COAEepPXaTcsi B KOMM/EKTe MNOCTaBKM
MeAULIMHCKOro n3aenus.

EMKOCTb 1151 c6opa MouM.

10. TexHuyecKkue Xxapak3epnuCcTUKN MeAULMHCKOro N3genus.
TecCT BbINyCcKaeTCa B BULE: TECT-MOJIOCKA; TeCT-KacceTa; CTPYMHbIN TecCT.
KOHCTpyKLMA TeCTOB 1300paXkeHa Ha cxeme 1u pucyHkax 1,2, 3.

D
2) 6)
3) 4) 5)

7)
Cxema 1. [NonepeyHoe ceyeHwue C/oeB

1) MopyLwka ans obpasya

2) MopayLuka 3010TOro KoHbvrorara (S4)

3) Hutpouenntono3Has membpaHa ¢ NoKpbITMeM (S1)
4) TecToBast NMNHNA

5) KOHTpO/bHasA NNHKUA

6) Abcopbupytowas (rMrpockonuyeckas) Npoknaaka
7) MnacTukoBas NoA0XKKa
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SKcnyaTaLyoHHas JOKyMeHTaLus HavveHoBaHue — TeCT /1 onpeaeneHs OBy siLyn

MeANLIMHCKOrO m3aenus in vitro Homep OD-RU-LH
[NarHoCTUKN Bepcua I
Memb6paHa
MnacTukoBas aallnTHaa nneHkKa MNacTuKoBbIl CTEPXXEeHb

KmnposnbHas nu»1g
Cnoii KonramLHoro maoTa TecToBas MHUA

AbcopbunoHHaa bymara N6copboHHasa bymara

PucyHok 1 TecT-nonocka.

OKHO NSl CYUTBIBAHMS
BblemKa 1 06pasua

MEPEA

CEYEHUE

Mo3nlKLYM»»aowmka*unlllo M«To cia
“ a0 1 NaK>ABMr« MaoTa o
A 6cop6 UHOtMu Gymara KpenexHbii anemeHT

BW TPEHHAA CTPYKI>*PA

KOHTpoAHasi noBU
Kpennexve nosoc» Tecioaaa slecHra

PuUCyHOK 2. TecT-KacceTa.

JITH ?]ﬂ;)

2 3 4
PucyHok 3. CTpYiHbIin TecT.
Konnayok.
BrnuTbIBaOLLMIA KOHEL, NOMOCKM (NOAYLUEYKa).
TecToBas 30Ha.
KOHTponbHasA 30Ha.
LepxaTens.
BHYTpeHHsAA TecToBas MOMIOCKA KacCeTbl U CTPYMHOrO TecTa ABNSAETCA WAEHTUYHOM TecT-

MONOCKWN.

G WN R

11. OnucaHue NPUHaANEXHOCTEN, MEANLMHCKUX U3LENNIA UK U3AENNIA, He SBNSIOLLUXCS
MEAULMHCKUMWU, HO NPefyCMOTPEHHbIX ANF  UCMONb30BaHMA B  KOM6GMHaUMM C

MeANLUNHCKUM U3OENNEM.
lNvneTka BXOAUT B COCTaB TecTa B BMAE KaCCEThI. BHeLHWIA B1A MUANETKN |/|306pa>KeH Ha

pUCYHKe 4.
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SKcnnyartaLyoHHast A0KYMEHTaLMS HavveHoBaHve — TecT /19 onpeaeneHyist OBy sL

MeAMLIMHCKOro 13aenus in vitro Homep OD-RU-LH
ANarHOCTUKM Bepcus 1
Peey >
Hoc»1k
C

PucyHok 4. lNuneTka.
MuneTka npeactaBnsieT cobor TPyoKy, Ha OAHOM KOHLE KOTOPOW HaxOAWUTCS 3aMKHYTbIN
pesepByap, MCNOMb3yeMbli AN 3aM0/IHEHMSI MUMNETKW, a Ha APYroM - BbITSHYTbIA HOCWK A/
oT6opa Npobbl 1 NepeHoca Ha KacceTy.

12. IH(opmayma ans maeHTUGMKaLMmM MeAUUMHCKUX W3LENNA C LEenbk NonydeHus
6esonacHo KoMOWHauum u (UAKM) UHADOPMaLMID 00 W3BECTHLIX OrpaHUYEHUAX Mo
COBMECTHOMY NMPUMEHEHUIO MEAULUHCKMUX U3LENNIA NO Ha3HAYEHUIO.

TecT ABNSETCA BCNOMOraTe/lbHbIM CPeCTBOM B 0OHApY>KeHUW OBYNALMN.

13. NH(hopMaumusa o HannM4Ynum B MeAMLMHCKOM W3AeNnN NeKapCTBEHHOro cpefcTea Ans
MEANLMHCKOTO MPUMEHEHUA, MaTepuanoB XXMBOTHOrO U (MAN)  YE.HOBEYECKOro
NPOUCXOXAEHWS.

OCHOBHOI  BMONOrMYECKNiA  MaTepuasn, WCNOMb3yemblii B TECT-MOMIOCKE, He COAEePXUT
MaTOreHHbIX MUKPOOPraHM3MOB, TKaHel 4esioBeYECKOro NMPOUCXOXAEHUS N (HN3MON0rMYECKMX
XNAKOCTE, a Takke Apyrnx 06paboTaHHbIX WANM CUHTE3MPOBaHHbK MWKPOOPraHn3moB,
CBSI3aHHbIX C A06aBNEHMEM TakKuX BellecTB. OCHOBHbIM CbIpbeM A1 TECT-MOMOCKN SBNSKOTCS
XNOKOCTU >KMBOTHOMO MPOUCXOXAEHMS. Ko3bM aHTU-MbMnuHble 1gG aHTUTeNa, B3ATble U3
HEMH(ULMPOBAHHbLIX WMCTOYHMKOB KO3bel CbIBOPOTKM, MOABEPralOTCA COMEBOM O4YUCTKe ANA
yOaneHns BELLECTB, OT/IMYHbIX OT MMMYHOrNobynnHoB 1gG. [pyroii 6MonorMyecknin marepman
ounwiaetcs (yganeHue MNOCTOPOHHMX BELUECTB) C MOMOLLbH) MOHOKIOHANbHbIX aHTUTEN.
MaToreHHble (hakTopbl OTCYTCTBYHOT. [locne pa3baBneHms matepuanbl agcopbuposanm Ha DPM
(TKaHb C HMTPOLEN/IHONO3HOM MeMbpaHoii), 3aTeM MoABeprain yKyrnopke Ha 37-43 rpagyca u
Cyxoii 06paboTKe B TeyeHue 18-20 4acoB, Mocne 4Yero UKCUPOBaIM WX Ha NNACTMacCOBOM
NoAnoXKe. MoMHOCTbIO COBpaHHbIe 134enns 6binM ynakoBaHbl B FepMeTUYHbIV NakeT (calle) m3
antoMuHMeBor  onbrn. B npouecce NpPOM3BOACTBA, XPaHEHUS U TPAHCMOPTMPOBKM
OMONOrNYECKOro CbipbS MPAMOM KOHTaKT Cbipbf C  4Y€/I0BEYECKUM TE/IOM OTCYTCTBYET.
Kcnonb3yemoe nsgenne He 4O/MKHO KOHTaKTMPOBATh C Te/IOM YesioBeKa (BKIHoYas ornepaTopos U
nonb3osatenen). KoHTeHepbl A1 XpaHeHMst GMOOMMYECKOr0 CbIpbsi MOCNE WCNONb30BaHUSA
CTEPUAN3YKOT  CNUPTOM WM GPOMO-repaMUHOM  (Ae3aKTuBauMs  Koarynauum  6enka).
CnefoBaTenbHO, AaHHble MaTepuanbl He NPeACTaBNAT OMAaCHOCTU [ANs MONb30BaTeNen u
OKpYy>KatoLLeli cpeapbl B NpoLecce Npovu3BOACTBa, TPAHCMOPTUPOBKM 1 UCMOMb30BaHUS.

14. "H(hopMaymsa 0 XxapakTepuctTukax ctabuibHOCTU MEAULMHCKOTO U3Lenus.

14.1. ¥YcnoBus TpaHCNOPTUPOBAHMUS.

TpaHCNopTMPOBKA OCYLLECTB/AETCA /IOObIM  BUAOM  TpaHCnopta B COOTBETCTBUU C
TpeboBaHVAMM MNepPeBO30K, AEWCTBYIOLLMX Ha TpaHCMoOpTe AaHHOIO BuAa npu CO6MHOLEHMM
TemnepaTtypHoro pexuma ot +2RC go +30°C B cyxoMm, 3alMLieHHOM OT MNPAMbIX COMTHEYHbIX
NyYyein N 3amep3aHns MecTe.
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SKcnnyaTaunoHHasi JOKyMeHTaLyst HavmveHoBaHve  TecT s onpeaeneHVs OBy AL
MEeAVNLMHCKOro 13aenuns in vitro Homep OD-RU-LH
AMarHOCTUKU Bepcus 1

14.2. CpOK rofiHOCTU 1 YCNIOBUA XPaHEHUA.

Cpok rogHocTn 36 MecsieB C AaTbl MPOW3BOACTBA MPWU YCNOBUW COGMIOAEHMS YCNOBUN
XPaHeHWs W TPaHCMOPTMPOBaHWA. TecT 3anpeLiaeTcs MCNosb30BaTb MO WMCTEYEHMIO CPoKa
ro4HOCTW.

XpaHuUTb B 3aneyaTaHHON ynakoBkKe npu TemnepaType oT +2°C go +30°C B Cyxom,
3aLMLLEHHOM OT MPAMbIX COMTHEYHbIX Ny4yeid U 3aMep3aHnsi MecTe.

15. WHdopmaums 0 CTEPUIbHOM COCTOSIHUM MEAUMLMHCKOFO W3feNnsl, MeTOAEe €ero
CTEPUN3ZALIMM U O NMOPSIKE ANCTBUIA B ClyYae HapyLLEHUS] CTEPUIbHOW YNAaKOBKM.
TecT BbINyCKaeTCs B HECTEPU/ILHOM BUJE.

16. NHhopmaumsi o nopsgke 06paboTKM MeAVLUUHCKOrO U3AeNnst Ans ero noBTOPHOMO
NCMONb30BaHUSA, BK/OYAs OYMCTKY, AE3UH(EKLMI0, YNaKOBKY W MPU Heo6X0AMMOCTU
MOBTOPHYH CTEPUINZALNIO.

TecT sBNSeTCA 0AHOPA30BbIM MEAULMHCKUM U3AeNIMeM MOc/e NPUMEHEHUS YTUIN3NPYETCS.

17.  WHopmauua ansa  notpebutened  MeAUUUHCKOrO  u3genMss 0 .Mepax
NpPefOCTOPOXKHOCTY, NPeArnpUHUMAEMbIX B C/yvae HeOOXOAMMOCTM, a TakXke 0 Mepax
NPefoCTOPOXKHOCTU U (M) Mepax, NPeanpPUHUMAEMbIX B OTHOLUEHMW MNOTEHLNa/IbHO
NH(EKLMOHHOIO MaTtepuana, Cogepykallerocs B MeAULNHCKOM U3LeNnn.

1) He npukacaitTecb 40 0651aCTU MeM6paHbl Ha TECT-MOOCKE.

2) He ncnonb3ayiiTe NOBTOPHO.

3) He ncnonb3yiiTe, ecniv LeNoCTHOCTb MHAMBUAYa/IbHOW YNaKOBKM HapyLUeHa.

4) He ncnonb3yiite Nnocne UCTeYeHUst CPoKa roAHOCTM, YKa3aHHOTO Ha YraKoBKe.

5) He n3BnekaiTe TecT U3 MHAMBUAYaIbHOW YNAKOBKM A0 MOMEHTA TeCTUPOBaHMS.

6) Pe3ynbTaT 4OCTOBEPEH B TedeHne HOMUHYT, ntobble N3MEHEHWS, NOC/E 3TOr0 CPOKa He
cnefyeTt NPMHUMaTb BO BHUMaHNE.

7) TeCT He NpeAHa3HayeH Ana NpeaoTBpaLLeHNs 6ePeEMEHHOCTN.

8) XpaHuTe B HeOCTYNHOM A5 AeTell MecTe.

18. NHopMaLmsa o npegHasHaYeHUM MeAVLMHCKOTO M3[eNsl TONbKO ANst 04HOKPATHOro
MPUMEHEHWST MO HAa3HAYEHUSI.
TecT npeAHas3HaueH A5 0fAHOPa30BOro MPUYMEHEHNS.

19. NHopmayma 06 ycnoBusx, HeobXxoauMbIX Ans cbopa, 06paboOTKM M MOArOTOBKM
06pasLoB, faHHbIe N0 CTabWUIbHOCTU aHaIM3MpPYyeMblX 06pasLoB, B TOM YUC/Ie YCI0BUA U
JINTENIbHOCTb  XPaHeHUs, YC/I0BUS  TPaHCMOPTUPOBKKM, OFpaHUYyeHuUss Mo  UuKiam
3aMOpPO3KK (pasmMoparknBaHus).

TecT npefiHa3Ha4YeH UCKIKYUTENBHO 41 aHann3a Npob Moy,

B KauyecTBe aHa/M31pyemoi Npobbl MOXKET ObITb UCMO/b30BaHa MOYa, CO6paHHas B YACTYHO U
CyXYt0 eMKOCTb, a TaKkXe CTPysi MO4YM, KOTOpas HamnpasfSieTCsl Ha NMPUEMHYI0 4acTb CTPYMHOrO
TecTa.

Tak Kak J1I" cHTe3npyeTca paHO YTPOM Y NMPOSIBIAETCA B MOYE B TEUEHWE [HS, JTyULLee BpeMs
ansa céopa moum - mexxkay 10:00 1 20:00, Npru6M3NMTENBHO B O[JHO M TOXE BPEMSI KaXK/bli A€Hb.

Mepepn npoBefeHWEM TecTa CrefyeT COKPaTUTb KONMYECTBO YNOTPebAseMOi XUAKOCTU W
BO3JePXKaTbCA OT MOYENCMYCKaHUSA B TeUEHME 2-3 YacoB Mnepes NnpoBefeHVeM TeCTUPOBAHWS.

CrpaHunua N u3 29

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



SKcnnyaTaumoHHasH JOKYMeHTaLms HavmveHoBaHne  TecT 4/19 onpeaenieHns oByNaumm
MeULIMHCKOr0 U3fenus in vitro Homep OD-RU-LH
ANarHoCcTUKM Bepcun 1

20.  VHdopmauusi 0 MOArOTOBKE K MPMMEHEHMIO MO Ha3HAYeHMI, JKchayaTauum
MEeANLIMHCKOIO U3aeNus.
N5 BbINOMHEHMS TeCTa MOYa MOXET GbITb COBpPaHa B IH06YH0 YNCTYHO U CyXYH eMKOCTb.

21.  OnucaHve npoueaypbl TECTMPOBAHWUS, BKJOYas pacyeTbl U MHTeprnpeTaumm
pesynbTaToB TECTUPOBAHMA W, MpY Heo6X0AMMOCTM, UH(OPMAaLMI0 O Liefecoo6pasHoOCTL
NpoBeeHNs NOATBEPXKAAIOLLMX TECTOB.

Korga cnegyeT NnpoBoAMTb TECTUPOBaHME. MeHCTpyanbHbili  Bpems Hauana
Mepes oOMpeAeneHUEM  HayaioM  TECTUPOBAHWS LMK TecTa
CreflyeT paccunTaTb MPOAO/MKMTENBHOCT — Ballero 21-22 AHen 6-11 deHb
umkna. Liukn  oTcumTbiBaeTCcs OT  MEpBOr0  AHA %gﬁﬁ eE"/s‘He” 5733 ﬂg:t
MEHCTpyauun [0  MepBOro  AHA  Criefytowedt 26 neit 9-/1 fieHb
MeHCTpYyauuu. 27 fiHei 10-1 peHb
28 fHen 11-1 pgeHb

JKeHLnHam penpoAyKTUBHOIO BO3pacTa Ans TOro, z <
- PENPOAY P A 29 fHen 12-1 neHb

4tobbl OMpefenUTb  AeHb Hadyana TEeCTUPOBaHUS, 3q nHe v
Heob6X0AMMO OT YKC/Ia JHEA MECAYHOTO LMKNA OTHATL 17 31 fieHb

[Hell. Y GOMbLUMHCTBA KEHLUMH LMKA MOCTOSHEH u 32 AHEW 15-11 fieHb
v 33 fHA 16-1 peHb
MPOAO/KAETCS 28 AHe. B cy4ae HEMOCTORHHOTO LKA 5, Hs 17-14 [eHe
BblbepuTe 4N1d 0TCHeTa Hamboee KOPOTKNUIA LMK, 35 fHei 18- fieHb
K npumvepy, ecnu Baw, umkn gautces 28 aHeid, To 36 AHel 19-11 fieHb
L 37 [Heu 20-1 peHb

TeCTPOBaHNe HEOOGXOAMMO HavaThb Ha 11-biii AeHb Nocne

38 nHen 21 -1 fieHb
Hayana Uukna. [ns  onpefeneHns AHS  Havana

TECTMPOBaHUS UCNOMb3YIiTe AaHHYO TabnnLy.

[ns Toro, yutoGbl ONpeaennTb fieHb MOBLILLEHNS COAePXKaHUsS ropMoHa JIT, Heo6XxoauMo
MPOBOAMTL aHanM3 MOYM EXeJHEBHOro, MPUMEPHO B OAHO W ToXe Bpems. OB6bIYHO Y
6O0/MbLUMHCTBA XEHLLMH C NOCTOSHHBIM MECSUHBIM LIMK/IOM A0CTAaTOYHO MSTU AAHEN TECTMPOBaHWS.
Ecnm B Xofle NSTW AHel TECTUPOBaHMS MOBbILLEHWe ropMoHa J1I He NMPOM30LLNIO W Balll LK/
HeperynspHbliA, TO HEO6XOAMMO MPOAO/MKUTL TECTMPOBaHME elle 2-3 AHA. Ecnm B xoge Tpex
MEHCTPYa/ibHbIX LMKI0B MOBbILIEHWE COAEPXKaHWS TOPMOHA He 06Hapy)XXeHO, Heo6X0AuMMO
06paTMThCS K Bpauy.

[lBa Hanbonee 6GNAronpusTHbIX [HS HACTYynalT C MOMEHTA PEe3KOro MOBbILLEHNS
(MONOXWUTENbHBIV TECT) COfepXKaHWsi TOPMOHa OBY/sLUMW. Hambonee BbICOKAss BEPOSTHOCTb
3a4aTuvs 3a [Ba HA A0 OBY/SILMK W B 61aronpusTHble AHW camoli OBYNSLMMN.

OnwncaHne NOCTaHOBKM TecTa.

[loBeauTe VHAMBKXiya/lbHYIO YMAaKOBKY C TecTOM W 06pasel, MouM A0 KOMHATHOIA
TemnepaTypbl.

TecT-nonocka ANs onpeaeneHns oBynALUN.

1 BCKpoliTe MHAMBUAYaNbHYIO YMaKoBKY M U3BMEKWUTE TECT, [epXKa ero 3a OKpaLUeHHbIi

KOHeL,.

2. TlomecTuTe TecT-nonocky BepTUKanbHO (NpsiMo) B o6pasel, moun. Mpu aTom cneaute,
YTOObl CTPENKM Ha MOMOCKE OblNM HanpaB/ieHbl BHWM3. Takxke cneauTte 3a Tem, YT0Obl NNHMS
mMakcuMmanbHoro (MAX) ypoBHS Ha TECT-NO/OCKe (OTMeYeHa CTPeniKkaMu) He OMycKasiacb HUXKe
NMOBEPXHOCTN 06pa3La MoUM.
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SKcnnyaTauMoHHas LOKyMeHTaLuus HavmeHoBaHWe  TecT 41 onpeseneHns oByNnALmmn
MEeAMLMHCKOro nu3aenus in vitro Howmep OD-RU-LH
AVNarHOCTUKM Bepcus 1

3. BbiHbTe TecT uyepe3 10 CeKyHA M3 MOYM W MOMOXUTE HA TOPU3OHTASIbHYHO CyXYH
MOBEPXHOCT.

4. [oxauTecb MOABNEHUS OKpaLUEHHbIX NMHWUIA. B 3aBucumoctn oT cogepxaHus JII B
obpasue Moum pesynbTaT MOXeT Hab/ogatbca Kak MUHUMYM yepe3 40 cekyHpn. OfHako ans
MOATBEPXAEHUS OTpULATENbHOrO pe3y/bTata TpebyeTcsa MonHoe 3aseplueHne peakumn (5
MUHYT). Henb3s cunTbIBaTh pe3ybTaTbl nocne 10 MUHYT.

5. [Tlocne ncnonb30BaHUA BbIKUHLTE B YPHY.

TecT-KacceTa And onpefeneHnsa oBynsaynn.

1. BCKpbITb (PO/IbIrMPOBaHHbIV MaKET U U3B/IeYb KacCeTy.

2. [MomecTtunTe TecT-KacceTy (6OKOM) Ha POBHYIO M YUCTYHO NMOBEPXHOCTb. BosbMuTe 0,2 mMn
(okono 4 kanenb) o6pasya C NMOMOLLbK MMNETKW, a 3aTeM BAeliTe B NYHKY A1 06pasuoB Ha
Kaccere.

3. JloXauTecb MOSIBNEHUSA OKPALUEHHbIX NMHWIA. B 3aBucumocTn oT codepxaHust JIIT B
obpasue Mouun pesynbTaT MOXeT HabnhaTbCAd Kak MUHUMYM 4Yepe3 40 cekyHg. OaHako 4/is
NMOATBEPXAEHNS OTpuULATeNIbHOrO0 pe3y/ibTata TPebyeTcsa MOSIHOe 3aBepLleHune peakummn (5
MUHYT). Henb3a cunTbiBaTh pesynbTaThl nocsie 10 MUHYT.

4. Tlocne ncnonb3oBaHUA BbIKUHLTE B YPHY.

CTpyiHbIN TecT ANna onpeaeneHna oBynsuun.

1 BCKpbITb (h0NbIMPOBaHHbIN NAaKeT U 13BNEYb KacceTy.

2. Y[epXusainite Kpyrfblii KOHEL, Kofinayka OAHOM PYKOR. [lpyroii pykol OTCOeAMHUTE
TeCTOBOE YCTPOMCTBO OT KO/Nayka, YTobbl OTKPbITb a6COPOUPYHOLLNIA HAKOHEYHUK.

3. HanpaBbTe abcopbupylOWmMii HAKOHEYHWK BHW3, MOMECTUTE ero nog CTPyr MOuM ”
yAepXnBaliTe B TaKOM MOIOXKEHUN He MeHee 10 ceKyHA AN NOMHOMO YBNaXXKHEHUS. B NpoTMBHOM
CNyyae Bbl MOXETe cobpaTb CBOK) MOYY B YMCTYH YallKy W HamofioBMHY OMNYCTUTb B Hee
abcopbupyoLmin NPpo600TOOPHUK, YAEPXKMBast ero TaM He MeHee 10 CeKyHA,

4, TlomecTUTe KOMMa4yoK YCTPOACTBA HA MECTO U JOXKAMTECH NOSABAEHMS LBETHbIX Mosoc. B
3aBUCMMOCTM OT cofepxkaHns J1I B 06pasLie MoUM pe3ynbTaT MOXKET Habnto4aTbC KakK MUHUMYM
uepe3 40 cekyHa. OfHaKo 419 NOATBEPXKAEHNSA OTPULATENIbHOMO pe3ynbTaTa TpebyeTcs NoHoe
3aBepLUeHmne peakunn (5 MUHYT). Henb3s cunTbiBaTh pesy/ibTaTbl nocne 10 MUHYT.

5. Tlocne ncnonb3oBaHUS BbMCUHLTE B YPHY.

OueHKa pe3ynbTaToB

|

—
N

OTpuLaTeNbHbIA pesynbTaT

ToEo
—1a

N—

MoNo>KNTeNbHbIN pe3ynbTaT

—0
C
— -

T OLWNBOYHbIA
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3KcnnyaTauoHHasA JOKyMeHTaums HavmveHoBaHve  TecT 4/19 onpefeneHna oBynaumm
MEeAVLMHCKOrO U3AeNNS in Vitro Howmep OD-RU-LH
ANArHOCTUKM Bepcus 1

OTpuuaTenbHbIl pesynbTaT: TMOABAAETCA TOMLKO OAHA NYypPnypHO-po30Bas /NHUA B
KOHTPO/IbHOW 30He pe3ynbTaToB, a MOJIOCKA Ha TECTOBOM Yy4yacTKe OTCYTCTBYET, WM TecToBas
NIMHUA CBET/IeE KOHTPO/IbHOM NIMHWMKW. ECny NOBbILWEHWE FOPMOHa OBYNALUM He OGHapYXXeHO,
HeobX0AMMO NPOLO/MKATL eXeHEBHOE TECTUPOBaHNe (pa3 B fieHb) 40 06HAPY>KEHWS MOBbILLEHNS
cofepXaHusa ropmMoHa.

MoNO>KUTeNbHbLIA pesynbTaT: NOSBASETCA ABE MyPrypHO-PO30BbLIE IMHUW, @ LiBET TECTOBOWA
NIMHUN TakoW >Xe WUIn 60nee UHTEHCKBHAS, YeM KOHTPOJbHasA. OTOT pe3ynbTaT YKasblBaeT Ha
ypoBeHb Bcnnecka J1I 1 BeposTHel BCero oBynsiuma y Bac HayHeTcsl B TeyeHue 24-48 4acos.
HaunbonbLuas BeposATHOCTb 3a6epeMeHeTb MMEET MECTO NPW MO0BbIX OTHOLLIEHUAX UMEHHO B 3TK
2 6naronpuaTHbIX AHA. [locne TOro, Kak Bbl onpefenwnu, 4To JII MNOBbILWEH, YXe HeT
HeobX0AMMOCTY MPOA0IHKATb TECTUPOBAHME.

Owwn604HbIA: MOMOCKM HA KOHTPO/IbHOM Y4YaCTKe OTCYTCTBYIOT, pPe3y/ibTaT TeCT BbIMNO/IHEH
HenpaBuIbHO. JTO CNy4vaeTcs KpailHe peako. [loBTopuTe TEeCT C HOBbIM TECTOM, CTPOro
npuaepXXmnBascb TpeboBaHWN HACTOALLEN UHCTPYKLMN.

22. XapaKTepUCTUKN aHaIMTUYECKOM 3DPeKTUBHOCTMN.

22.1. YyBCTBUTENbHOCTD.

O>kunpgaemMmblie 3Ha4YeHMNS.

TecT no3BonseT 06HapyXnUTb YpoBHU J1IT, cocTaBnstowme 25 MME/MN nnn BbiLLe.

AHanuns YHYBCTBUTENBHOCT .

- PactBopbl: KoHueHTpaumu JII Q 10, 25 n 50 MME/Mn B 6yhepe; CTaHAapT OTHOCUTENIbHO
N npuobpeteH y NICPB (HaumoHanbHbIA WMHCTUTYT KOHTPONs (apMaueBTUUYECKUX W
610/10rMYeCKNX NPOAYKTOB).

- TecTupyemoe nsgenve:

- TecT gns onpefeneHns oByNALMUN;

- TecTupoBaHme npoBoAMTCA coBMeCTHO cneunanmctamn no HNOKP n KK; ucnbitaHus
KaXKON KOHUeHTpauun nposoguance ansa 10 o6pasuos; Bce pesynbTaTbl OblIv 3anucaHbl
(cmoTpuTe Tabnuupl 3-5)

1'abnuua 3. Pe3ynbTaTbl aHa/mM3a YyBCTBUTENIbHOCTU TECT-MOMOCKW.

YacToTa NnosioXKuTENbHbIX Pesy/bTaToB

KoHuewTpaLs NI 140501LHS 1405021 HS 140503LHS
50 MMIE/M 100% (30/30) 100% (30/30)  100% (30/30)
25 MME/M 100% (30/30) 100%(30/30)  100% (30/30)
10 MME/M 0(0/30) 0 (0/30) 0 (0/30)
0 MME/Mn (oTprUaTeNbHBIA KOHTPO/b) 0 (0/30) 0(0/30) 0(0/30)

Ta6n|/|u,a 4. Pe3ynbTaTtbl aHa/M3a YyBCTBUTE/IbLHOCTU TECT-KACCEThI.

YacToTta nonoxuTebHbIX pesy/ibTato
KoHueHTpauua S PE3y

140401LHC 140402LLHC 140403LHC
50 MME/MT 100% (30/30) 100% (30/30) 100% (30/30)
25 MME/MT 100% (30/30) 100% (30/30) 100% (30/30)
10 MME/Mn 0 (0/30) 0 (0/30) 0 (0/30)
0 MME/Mn (OTprUaTe/bHbIA KOHTPO/b) 0(0/30) 0 (0/30) 0 (0/30)

CtpaHvua 14 n3 29

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



3KcnnyaTaUyoHHas JOKyMeHTaLs HaumeHoBaHue — TecT /s ONpeaenieHns OBy NsLM
MEeAMLMHCKOro U3fenus in vitro Howmep OD-RU-LH
[MAarHOCTUKM Bepcus 1

Tabnuua 5. Pe3ynbTaTbl aHaIn3a YyBCTBUTENIbHOCTM CTPYIAHOrO TecTa.

YacToTa NoMoKUTENbHbBIX bTaTOB
KoHueHTpaLy ST acToTa NoNOXUTEN PE3y/nbTaTo

140601LHM 140602LHM 140603LHM
50 MME/Mn 100% (30/30) 100% (30/30) 100% (30/30)
25 MME/Mn 100% (30/30) 100% (30/30) 100% (30/30)
10 MME/Mn 0 (0/30) 0 (0/30) 0 (0/30)
0 MME/mn (oTprLAaTENbHBIA KOHTPOSTb) 0 (0/30) 0 (0/30) 0 (0/30)

PesynbTaThbl: BCE 06pa3Lbl C KOHUeHTpaumein Oun 10 MME/mn JII nonyymnu oTpuuatenbHble
pe3ynbTaTtbl. Bce o6pasuybl >25 MME/MA JII 6bin NONOXUTENbHLIMKA B TedeHue 10 MUHYT
(pe3ynbTaTbl NOKa3aHbl B TabnuLe BbiLLE).

3aknwueHue: 3HauYeHWe TOYKM pasfeneHns cocTaengeTr 25 MME/mn JII, a 3HayeHue
4yBCTBUTENLHOCTW cocTaBnset >25 MME/mn JT.

22.2. BnunsHve nHTepdepupyowmnx BeLLECTB.

O>Kunpgaemblin pesynbTaT.

TecT mMcnonb3yeTca AN MCNbITaHUA OoTpuuaTenbHoro o6bpasua moun (0 mME/Mn N ¢
pobasneHnem ®CI, TTI, AnbOymuH, nroko3a M ACKOpOMHOBasS KWCNOTa; BCe pe3ysbTaTbl
TECTMPOBaHUSA AO/MKHbI 6bITb OTPULATEIbHBIMMA.

TecT ucnonb3yeTcs A1 WUCNbITaHWA NONOXUTENIbHOrO 06pasuya moun (25 MME/mn 1IN ¢
po6asneHmem ®CI, TTI, AnbbymuH, noko3a M ACKOpPOMHOBas KWCOTa; BCE pPe3ynbTaTbl
TECTUPOBAHUSA JO/DKHbBI 6bITb MONOXMUTENbHLIMMU.

WcenepoBaHue BANAHMA MHTEPQEPUPYIOLLLNX BELLECT B.

[Na OUEHKN BNVAHUA WHTEP(EPUPYIOLLMX BELLECTB B OTPULIATENIbHbIE W MOJIOXKMUTE/bHbIE
o6pasubl moun (0 MME/Mn n 25 MME/Mn JTT) 6binv fo6aBneHb!:

®dCIr 200 MME/mn
TTr 250 MKME/mn
AcKopburHOBas KucnoTa 20 mr/mn
["noKo3a 2 r/pn
AnbOyMUH 100 mr/mn

McnbiTaHUs Kaxaoli KOHLEHTpaLmy nposoaunmcs ans 30 06pasLios.

TecTupyemoe nsgenuve:

« TecT-nonocka, naptum Ne 140501 LHS, 1440502 LHS n 140503 LHS;

» TecT-KacceTta, naptmm Ne 140401 LHC, 140402 LHC n 140403 LHC,;

e CTpyliHbIi1 TecT, napTuin Ne 140601 LHM, 140602 LHM n 140603 LHM.
TecTupoBaHMe NPOBOAUTCS COBMECTHO CrieupanmMcTaMmmn oTaena nccnefoaHnii n paspaboTok,
KOHTPONA KayecTBa; BCe pe3ynbTaTbl ObiM 3anucaHbl (CMoTpuTe Tabnuuy 6-8).

Ta6nuua 6. ViccnegosaHue BAVSIHUS UHTEP(EPUPYHOLLIMX BELLECTB ANs TECT-MOMOCKM.

r (0 vME/mn) 1 (25 MME/mn)
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AKcnyaTaUmoHHas JOKyMeHTaLA HaumeHoBaHve — TecT N onpeaeneH s oy nsLymn

MEeAMLMHCKOro 13aenus in vitro Howmep OD-RU-LH
ANArHocTUKM Bepcus 1
O6pasLyb! Mouu ¢ 140501 1440502 140503 140501 1440502 140503
A06aBeHNEM BELLECTB LHS LHS LHS LHS LHS LHS

200 MME/mn ®CIt - - - + + +
250 MKME/Mn TTT - - - + + +
ACKOpOMHOBas KuUcnoTa i i i + + +
20 Mr/mn

"ntoko3a 2 r/gn - - - + + +
Anb6yMyH 100 Mr/mn - - - + + +

Ta6nuua 7. ViccnenoBaHne BIUSHUA UHTEPEPUPYIOLLIMX BELLIECTB /151 TECT-KACCETh.

O6pa3L{bl MOUM 1 (0 MME/mn) r (25 mME/mn)
140401 140402 140403 140401 140402 140403

A0GABIIEHVIEM BRLLIECTS LHC LHC LHC  LHC LHC LHC
200 MME/Mn ©CI” - - - + + +
250 MKME/MN TTT - - - + +
AcKopbrHoBaA Kuc/oTa i ) 3 + + +
20 mr/mn
"ntoko3a 2 r/an - - - + +
AnbbyMyH 100 Mr/mn - - - + +

Ta6nuua 8. ViccnegoBaHne BIUSHUS UHTEPEPUPYIOLLMX BELLECTB A1s CTPYIMHOIO TecTa.

r (0 MME/mn) Nr(25 mME/mn)
Aoégﬁgai'm""gmgm 140601 140602 140603 140601 140602 140603
LHM LHM  LHM  LHM LHM LHM

200 MME/mn &CT™ - - - * * *
250 MKME/Mn TTT - - - + + +
AckopbrHOBas KuC/oTa i i i + + +
20 Mr/mn

ntoKosa 2 r/mn - - - 4 + +
AnbOyMrH 100 Mr/mn - - - +

PesynbTaT: BCE pe3y/bTaTbl, MO/yYeHHbIe B MpoLecce ucnbiTaHusa obpasyos OMME/Mn JTT ¢
200 MME/mn ©CTI7, 250 MKME/Mn TTIT, ACKop6yHOBasi KMCNOTOM, M1OK030i 1 ANnbOYMUHOM C
MOMOLLLbIO TECTOB 6bINIM OTPULATESTbHBIE.

Bce pesynbTathbl, Nony4yeHHble B mpouecce ucnbiTaHna obpasuos 25 MME/mn I ¢ 200
MME/mMn ®CIT, 250 mkME/mn TTI, Ackop6uHoBas KUCNOTOR. OKO30M U AnbOYMUHOM C
MOMOLLLbO TECTOB ObINN MOMOXMUTENbHbIE.

BbiBog: VHTEP(epMpyIoLLMe BELLECTBA HE OKa3bIBatOT B/IMSHWUA Ha Pe3ynbTaTbl ONpesesieHns
aHanuta (Jr).

22.3. TloBTOpPAEMOCTb.
O>kunpgaemsblii pesynbraT.
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3KcnnyaTauMoHHas [JOKyMeHTaLms HavveHoBaHve  TeCT [ OnpeaeneHs OBy iaLmmn
MeAULIMHCKOr0 U3fenus in vitro Howmep OD-RU-LH
AVNarHOCTUKM Bepcus I

CnyualiHas BbIGOpKa TECTOB KaXK4Oro BapuaHTa UCMONHEHUS U3 OLHON NapTUM NCNOMb3YeTCs
A1 TeCTUPOBaHWA OLHOro oTpuuartesibHoro oépasua moun (O MME/mn JT); Bce pesynbTathl
TECTMPOBAHNSA AO/MKHbI 6bITb OTPULLATENBHBIMMU.

CnydyailHast Bbl6OpKa TeCTOB KaxXoro BapuvaHTa WCMOMHEHUA A/19  TecTUPOBaHWS
MOSIOXNTENbHOro 06pasua Moun (25 MME/mn JT7); Bce pe3ynbTaTbl TECTUPOBAHUA JO/MKHbI ObITh
NONOXUTENBbHBLIMU.

TecTupyemoe nsgenue:

« Tect-nonocka, naptnm Ne 140501 LHS;

» TecTt-KacceTa, napTum Ne 140401 LHC;

o CTpyWiHbIli TecT, napTuin Ne 140601 LHM.

[unsaiin nccnegosaHuii.

MpoTecTUpyinTe OAHY NapTUIO TecTa ANA OnpefesneHns OBYNSAUMM C MOMOLLbK OAHOrO
orieparopa B OAMH [AeHb. YCMOBUA MUCMbITAHUA A9 NOBTOPSEMOCTU NPOWIOCTPUPOBaHbI B
Tabnmue A-1.

Tabnunua A-1. Onepatop 1

I 0 MME/Mn r 25 MME/Mn
JeHb 10 nosTopoB 10 nosTOpOB

KpnTepumn oueHKnN.

OTpuuatenbHblin peiyvibTaT: en obpasyeTcs TONbKO OfHA PO30Basi NOM0CKA B KOHTPO/IbHOM
o6nactu (C nuHms).

MoNoXunTeNbHbIA pe3ynbTaT; ecnM obpasyeTcs ABe PO30Bble MOMIOCKM KOHTPO/bHas (C
NnHWA) v Tectosas (T MHKA).

OWwMn60YHbIN pe3ynbTaT: ecnn KoHTponbHas nonoca (C NMHUA) He BUAHA B KOHTPO/bHOM
30He.

Pe3ynbTaTbl MOBTOPSEMOCTM NpeAcTaBneHbl B Tabnmuyax 9, 10, 11.

Tabnuua 9. Onepatop 1. Pe3ynbTaTbl UCNbITaHWUIA MOBTOPSAEMOCTW TECT-MO/IOCOK.

Howmep 0 MME/mn I 25 MME/mn N0

napTuu 2 345 6 7 8 9 10 2 3 4 5 6 7 8 9 10

140501 LHS + + + + + + + + + o+
Tabnuua 10. OnepaTtop 1 Pe3ynbTaTbl UCMbITAHNIA NOBTOPSIEMOCTM TECT-KacceTa.

Howmep 0 MME/mn N 25 MME/mn N

napTuu 123 45 6 7 8 9 10 2 3 4 5 6 7 8 9 10

140401 LHC + + + + + + + + + +
Tabnuua 11. Onepatop 1 Pe3ynbTaTbl UCMbITaHUIA MOBTOPSIEMOCTU CTPYMHOrO TecTa.

Howmep 0 MME/mn T 25 MME/mn NI

napTuu 123456 78 9 101 2 3 4 5 6 7 8 9 10

140601 LHM - + + + + + + + + + +
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JkcnyaTaunoHHas JOKyMeHTauus HavmveHoBaHne — TecT gna onpeaeneHnsa oBynauum
MeANLIMHCKOI 0 M3fenms in vitro Howmep OD-RU-LH
AMArHOCTVKY Bepcus 1

PesynbTaT: BCE Pe3ynbTarbl, NOSYyYeHHbIE B NMPOLIECCe UCMbITAHNA C OAHUM OTPULATE/bHBIM
o6pasuom Moun (O MME/Mn /1) ¢ NOMOLLBHD TECTOB BbINN OTPULIATESbHBIE.

Bce pesynbTartbl, NMofyyeHHbIe B MPOLECCE UCMbITAHWUSA C OAHUM MOMOXUTE/IbHbIM 06pa3L,oM
moun (25 MME/mn JIT) ¢ NOMOLLbIO TECTOB 6bIN NONOXKUTENBHBIE.

BbiBoa: pe3yfibTaTbl [AEMOHCTPUPYIOT, 4YTO B Mpouecce WCCNeAoBaHUn  Habnoganach
MOBTOPAEMOCTb [aHHbIX.

22.4. Bocnpon3sBoAnMOCTb.

Lenb.

MoLTBEPANTL, YTO BOCMPOM3BOAMMOCTL TECTA COOTBETCTBYET TPebOBaHUAM.

O>Kwnpaemblii pesynbTaT.

CnyualiHas BbI6GOpKa TECTOB KaXKAOro BapuaHTa UCMOMHEHWS U3 3 NapTuil UCNonb3yeTcs /1S
TECTMPOBaHUA OAHOro oTpuuatesibHoro obpasua mounm (O mMME/mn J1IN); Bce pesynbTaThl
TECTUPOBaHUA JO/MKHBI ObITb OTPULATENBHBLIMU.

CnyuyaiiHas BbI60pKa TECTOB KaXX0ro BapuaHTa UCNOMHEHNUSA M3 3 NapTUil UCNONb3yeTcs A/is
TECTUPOBaHWA MOIOXKUTENbHOro 06pasya Moum (25 MME/Mn J1T); BCe pe3y ibTaTbl TECTUPOBAHUS
[O/MKHbI ObITb NMONOXMUTENBHBLIMM.

TecTupyemoe nsgenue:

« TecT-nonocka, naptum Ne 140501 LHS, 1440502 LHS n 140503 LHS;

e Tect-Kacceta, naptum Ne 140401 LHC, 140402 LHC n 140403 LHC;

e CTpyiiHbIi TecT, napTuii N° 140601 LHM, 140602 LHM 1 140603 LHM.

[Owns3ainH nccnegoBaHuia.

MpoTecTUpynTe Ha TpexX pasnnyHbIX MapTusax 10 TeCTOB KaXAOro BapuaHTa WCMOMHEHUS
[BYMS pa3HbIMK OrepaTopamu, Ha ABYX Pas/INyHbIX 3KCMepUMEHTaIbHbIX NoLagKax. Y cnosus
MCNbITaHWIA NS NOBTOPSEMOCTU NMPOUNNOCTPMPOBaHbI B Tabnmue B-1 n B-2.

Tabnuua B-1. Onepatop 1
LOT 1 LOT 2 LOT3
[JeHb 1 10 nosTOpOB 10 nosTOpPOB 10 nosTOpOB

Tabnuua B-2. OnepaTop 2.
LOT I LOT 2 LOT3

[JeHb 1 10 noeTOpOB 10 nosTOpOB 10 nosToOpOB

KpuTepnu oueHKu.
OTpuuaTtenbHbIn pe3ynbTart: env 06pasyeTcs TONbKO 0fHa po30Bas NOA0CKA B KOHTPO/bHOW

o6nactu (C nuHus).

MMoNoXNTENbHbIN pe3ynbTaT: ecnn obpasyercs [Be PO30Bble MOIOCKM KOHTpOsbHas (C
nnHnsA) n tectosas (T MHASA).

OWMBOYHbIA pe3ynbTaT: ecin KOHTponbHas nonoca (C IMHWA) He BUAHA B KOHTPO/bHOM
30He.

Pe3ynbTaTbl BOCMPOM3BOANMOCTI NpeAcTaB/eHbl B Tabnuuyax 12, 13, 14.

Tabnuua 12. Pe3ynbTaTbl BOCNPOMU3BOANUMOCTHU A/1 TECT-MOMOCKMN.

1 OnepaTtop
o MME/mn T
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SKennyaTaumoHHas JoKyMeHTaLus HavveHoBaHve  TecT s onpeaeneHiis OBy naLm

MeULIMHCKOro M3fenus in vitro Howmep OD-RU-LH
[AMarHocTuUKM Bepcus 1
1 2 3 4 5 6 7 8 9 10
LOT 1 - - - - . - - -
25 vME/mn 1
2 3 4 5 6 7 8 9 10
LOT 1 + + + + + + + + + +
2 Oneparop
0 MME/mn NIC
1 2 3 4 5 6 7 8 9 10
LOT 2 - - - - - - - - -
LOT3 - - - - - - - -
25 MME/mnr
2 3 5 6 7 8 10
LOT 2 + + Y + + + + + + +
LOTS3 + + + + + + + + + +

Tabnuua 13. Pe3ynbTaTbl BOCNPOU3BOANUMOCTY AN TECT-KACCeThbl.

1 Onepartop
0 MME/mn NI
1 2 3 4 5 6 7 8 9 10
LOT 1 - - - - - - - - - -
25 MME/mnnr
1 2 3 4 S) 6 7 8 9 10
LOT 1 + + + + + + + + + +
2 Onepatop
0 MME/mn N0
1 2 3 4 5 6 7 8 9 10
LOT 2 - - - - - - - - - -
LOT3 - - - - - - - - -
25 MME/mn.Ir
1 2 3 4 5 6 7 8 9 10
LOT 2 + + + + + + + + + +
LOTS3 + + + + + + + + + +

Tabnuua 14. Pe3ynbTaTbl BOCNPOU3BOANMOCTY AN CTPYMHOMO TecTa.

1 Onepatop
0 MME/mn NI
1 2 3 4 5 6 7 8 9 10
LOT 1 - - - - - - - - -
25 MME/mnIr

1 2 3 4 5 6 7 8 9 10
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JKcnnyaTaynoHHan fOKyMeHTaLns HavmveHoBaHWe TecT Anda onpefeneHna osynaumum

MeAWLWHCKOTo n3genus in vitro Homep OD-RU-LH
ANArHOCTUKN Bepcua 1
LOT 1 + + + + + + + + 1 +
2 Onepatop

0 MME/mn I

2 3 4 5 6 7 8 9 10

LOT 2 - - - - - - - - - -

LOT3 - - - - - - - - - -
25 MME/mn I

1 2 3 4 5 6 7 8 9 10

LOT 2 + + + + + + + + + +

LOT3 + 1+ + + + + + + +

PesynbTaThbi: BCE Pe3yNbTaThbl, NOMYYEHHbIE B NPOLECCE UCNbITAHWI OAHUM OTpULATEIbHbIM
o6pasyom Moy (OMME/mn ) ¢ NOMOLLbIO TECTOB OblIN OTpULLATENbHBIE.

Bce pe3ynbTaTbl, NOMYYEHHbIE B MPOLIECCE UCMbITAHWUA C OAHUM NONOXWUTENbHLIM 06pa3LOM
moun (25 MME/mn JIT) ¢ NOMOLLbHO TECTOB ObINN MONOXKUTENbHbIE.

BbiBog: pe3ynbTaTbl [AEMOHCTPUPYHOT, 4TO B MpOLEecce WCCNefoBaHUn  Habnoganach
BOCMPOU3BOAMMOCTb AaHHbIX.

23. XapaKTepuUcTUKN KINHNYECKON 3(h(DEKTUBHOCTMN.

23.1. K/MHM4Yeckue UcnbITaHUA.

KnuHnyeckme mncnbITaHNA NPOBOAWMAMCHL B ABYX 6o0/bHUUAX B LLunussaukyaHe (MpoBMHUMSA
X363i1) ¢ 2015-06 no 2015-09. B kaxaoit 60nbHMLE 6b110 B3ATO 110 06pa3uoB y 110 XKEHLUMH.
Bcero 6b1/10 cobpaHo 220 06pasLios.

Bo3pacTHble rpynnbl U COOTBETCTBYHOLLEE KOIMYECTBO MaLMEHTOB NpesCcTaB/ieHbl B Tabnuue
15-1.

Tabnuua 15-1. MHgopmaumsa 0 naumeHTax.

Bo3pacTHas rpynna <20 21-25 26-30 1 31-45 Bblwe 45 Bcero
Konnyectso 3 47 51 N3 6 220

Bo3pacT naymeHToB BapbupoBasica oT 20 go 50 feT. BoNbLWIMHCTBO NaLMeHTOB HaxXo4WUINCh B
BO3pacTHOM AunanasoHe oT 31 go 45 ner.

NHdopmaumsa 06 usgenuu.

KoHTponbHas rpynna: «KomnnekT Ans o4HO3TanHOro Tecta Ha OBY/ALMIO MO OnpeAeneHnto
NI B moue» (nuueHsna  20152400272) nponssoactsa Blue-cross bio-tech Co., Ltd (Bnto-Kpocc
BalioTek Ko. J1T4), KOTOpoe B HacToslLLiee BPeMS AOCTYMHO Ha PbLLKeE.

WcnbiTaTenbHas rpynna: «TecT Afd onpegeneHus osynsauum», npowussogcTtea Atlas Link
(Beijing) Technology Co., Ltd. (ATnac JInHk (bempxuHr) TekHonomku Ko., Jita.).

Hun ofHO 13 M3aenuii, OTNPaBMEHHbIX ANS UCMbITaHUSA, He BblN0 NOBPEXAEHO N HE HAMOK/O
npy MepBoM OTKPbITUM YNaKoBKW. Bblin npefocTas/ieHbl BCe HEOOXOAUMblE KOMMOHEHTLI. He
OblNI0 06HAPYXKEHO HECOOTBETCTBUIN MEXAY 3TUKETKON C NMCTOM-BKNafblem. s Kaxaoro m3
N3Lenin 6b11 yKasaH CPOK FOAHOCTU.

Pe3ynbTaTbl MCMNbITAHWA, MOMyYeHHble B GOMbHULE A, npeacTasneHbl B Tabnuue 15-2.
Pe3ynbTaTbl UCMNbITaHWIA, NONY4YeHHbIE B 6onbHMLE B, npeactaBneHsbl B Tabnmue 15-3.
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JKcnnyaTaynoHHas AOKymMeHTauus HavmveHoBaHve Tect N4 onpeaeneHna oBynaLmn
MEAULUHCKOTO U3Aenus in vitro Homep OD-RU-LH
ANAarHoCTUKN Bepcua 1

Tabnuua 15-2. Pe3ynbTaTbl UCNbITAHWUIA, MONYYEHHbIE B 60/bHMLE A.

Homep
obpasua
001
002

003
004
005
006

007
008
009
010
o1
012
013
014
015
016
017
018
019
020
021
022
023
024
025
026
027
028
029
030
031
032
033
034
035
036
037
038
039

041
042

Boap.

38
25
32

BERYLEINEBRY

29
40

24
29
28
26

26
25

24
39

Bpems B3aTuA
obpasua
2015.06.25 10:00
2015.06.25 10:20
2015.06.25 10:30
2015.06.25 11:00
2015.06.26 09:00
2015.06.26 11:10
2015.06.26 11:30
2015.06.26 15:00
2015.06.26 16:20
2015.06.26 16:30
2015.06.27 10:00
2015.06.27 11:10
2015.06.27 11:10
2015.06.27 16.00
2015.06.30 08:30
2015.06.30 11:30
2015.06.30 14:10
2015.06.30 15:40
2015.07.01 09:30
2015.07.01 10:40
2015.07.01 11:30
2015.07.02 09:00
2015.07.02 09:20
2015.07.02 10:00
2015.07.02 11:30
2015.07.02 11:40
2015.07.02 14:40
2015.07.02 15:55
2015.07.02 16:09
2015.07.02 16:00
2015.07.03 10:30
2015.07.04 09:00
2015.07.04 10:25
2015.07.04 11:05
2015.07.04 14:20
2015.07.04 16:09
2015.07.07 08:50
2015.07.07 14:50
2015.07.08 10:40
2015.07.08 11:30
2015.07.08 14:15
2015.07.09 08:25
2015.07.09 08:50
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KoHTponbHas rpynna

Bpewms
TECTMpoBaHUA
2015.06.25 10:15
2015.06.25 10:25
2015.06.25 10:35
2015.06.25 11:15
2015.06.26 09:05
2015.06.26 11:30
2015.06.26 11:35
2015.06.26 15:.05
2015.06.26 16:25
2015.06.26 16:35
2015.06.27 10:05
2015.06.27 11:15
2015.06.27 11:17
2015.06.27 16:03
2015.06.30 08:35
2015.06.30 11:35
2015.06.30 14:30
2015.06.30 15:45
2015.07.01 09:35
2015.07.01 10:45
2015.07.0! 11:40
2015.07.02 09:05
2015.07.02 09:25
2015.07.02 10:10
2015.07.02 11:35
2015.07.02 11:50
2015.07.02 14:45
2015.07.02 1555
2015.07.02 1611
2015.07.02 16:10
2015.07.03 10:35
2015.07.04 09:17
2015.07.04 10:30
2015.07.04 11:11
2015.07.04 14:30
2015.07.04 16:09
2015.07.07 08:55
2015.07.07 15:.00
2015.07.08 10:44
2015.07.08 11:50
2015.07.08 14:30
2015.07.09 08:35
2015.07.09 08:55

PesynbTar

1 +

+

e 4+ 1 4+ 1

+

VcnbiTaTenbHas rpynna

Bpemsa

TECTMPOBaHA
2015.06.25 10:15
2015.06.25 10:25
2015.06.25 10:35
2015.06.25 11:15
2015.06.26 09:05
2015.06.26 11:30
2015.06.26 11;35
2015.06.26 15.05
2015.06.26 16:25
2015.06.26 16:35
2015.06.27 10:05
2015.06.27 11:15
2015.06.27 11:17
2015.06.27 16:03
2015.06.30 08:35
2015.06.30 11:35
2015.06.30 14:30
2015.06.30 15:45
2015.07.01 09:35
2015.07.01 10:45
2015.07.01 11:40
2015.07.02 09:05
2015.07.02 09:25
2015.07.02 10:10
2015.07.02 11:35
2015.07.02 11:50
2015.07.02 14:45
2015.07.02 15:55
2015.07.02 16:11
2015.07.02 16:10
2015.07.03 10:35
2015.07.04 09:17
2015.07.04 10:30
2015.07.04 11:11
2015.07.04 14:30
2015.07.04 16:09
2015.07.07 08:55
2015.07.07 15:.00
2015.07.08 10:44
2015.07.08 11:50
2015.07.08 14:30
2015.07.09 08:35
2015.07.09 08:55

PesynbTar

+ 0+ e

+

o 4+

+
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JkcnayaTaluMoHHas AOKyMeHTaums HavmeHoBaHWe TecT Ona onpeaeneHna oBynaLmin
MegNLUHCKOTO U3genus in vitro Howmep OD-RU-LH
AVNArHOCTUKN Bepcus 1

044 29 2015.07.09 11.49 2015.07.09 11.53 - 2015.07.09 11.53 .
045 33 2015.07.10 14:00 2015.07.10 14:10 + 2015.07.10 14:10 +
046 38 2015.07.10 1520 2015.07.10 15:30 + 2015.07.10 15:30 +
047 37 2015.07.10 1540 2015.07.10 15:50 + 2015.07.10 15:50 +
048 2015.07.11 11:40 2015.07.11 11:50 + 2015.07.11 11:50 +
049 33 2015.07.11 15:30 2015.07.11 15:35 + 2015.07.11 15:35 +
050 25 2015.07.14 14:50 2015.07.14 15.00 + 2015.07.14 15:.00

051 26 2015.07.14 15:30 2015.07.14 1540 + 2015.07.14 1540 +
052 38 2015.07.15 11:50 2015.07.15 11:53 - 2015.07.15 11:53 -
053 33 2015.07.16 14:50 2015.07.16 15:.00 + 2015.07.16 15:.00 +
054 27 2015.07.17 11.00 2015.07.17 11.00 - 2015.07.17 11.00 -
055 43 2015.07.17 11:30 2015.07.17 11:40 - 2015.07.17 11:40 -
056 25 2015.07.17 14:10 2015.07.17 14:20 + 2015.07.17 14:20 +
057 28 2015.07.17 14:40 2015.07.17 14:50 + 2015.07.17 14:50 +
058 42 2015.07.18 08:40 2015.07.18 08:45 - 2015.07.18 08:45 -
059 30 2015.07.18 09:50 2015.07.18 10:00 - 2015.07.18 10:00 -
060 25 2015.07.18 10:10 2015.07.18 10:20 + 2015.07.18 10:20 +
061 4 2015.07.18 11:20 2015.07.18 11:30 - 2015.07.18 11:30 -
062 37 2015.07.21 08:50 2015.07.21 08:57 - 2015.07.21 08:57 -
063 45 2015.07.21 10:20 2015.07.21 10:25 - 2015.07.21 10:25 .
064 47 2015.07.21 11.00 2015.07.21 11.05 + 2015.07.21 11.05 +
065 22 2015.07.21 11:35 2015.07.21 11:40 - 2015.07.21 11:40 -
066 23 2015.07.21 14:47 2015.07.21 14:49 - 2015.07.21 14:49 -
067 A 2015.07.21 15:30 2015.07.21 15:35 + 2015.07.21 15:35 +
068 30 2015.07.22 10:10 2015.07.22 10:14 - 2015.07.22 10:14 -
069 2 2015.07.22 10:50 2015.07.22 10:55 - 2015.07.22 10:55 -
070 26 2015.07.22 11.00 2015.07.22 11:05 - 2015.07.22 11.05 -
071 22 2015.07.22 11:30 2015.07.22 11:35 - 2015.07.22 11.35 -
072 A 2015.07.22 11:40 2015.07.22 11:40 + 2015.07.22 11:40 +
073 44 2015.07.23 10:30 2015.07.23 10:35 - 2015.07.23 10:35 -
074 36 2015.07.23 11:30 2015.07.23 11:30 - 2015.07.23 11:30 -
075 3 2015.07.23 1550 2015.07.23 15:50 - 2015.07.23 1550 .
076 3 2015.07.25 11:40 2015.07.25 11:.40 - 2015.07.25 11:40 -
077 30 2015.07.25 16:40 2015.07.25 16:40 - 2015.07.25 16:40 -
078 40 2015.07.28 08:30 2015.07.28 08:35 - 2015.07.28 08:35 -
079 27 2015.07.28 15:30 2015.07.28 15:30 - 2015.07.28 15:30 -
080 29 2015.07.28 1540 2015.07.28 15:40 + 2015.07.28 1540 +
081 44 2015.07.29 09:00 2015.07.29 09:05 - 2015.07.29 09:05 o
082 24 2015.07.29 09:10 2015.07.29 09:15 + 2015.07.29 09:15 +
083 25 2015.07.29 10:00 2015.07.29 10:05 - 2015.07.29 10.06 -
084 23 2015.07.29 11.50 2015.07.29 11.50 + 2015.07.29 11.50 +
085 28 2015.07.29 14:20 2015.07.29 14:20 + 2015.07.29 14:20 +
086 A 2015.07.30 08:30 2015.07.30 08:35 - 2015.07.30 08:35 -
087 3 2015.07.30 11:20 2015.07.30 11:20 - 2015.07.30 11:20 -
088 43 2015.07.30 16:45 2015.07.30 16:45 + 2015.07.30 16:45

089 1 2015.08.04 09:00 2015.08.04 09:00 + 2015.08.04 09:00 +
090 a7 2015.08.04 11:10 2015.08.04 11:10 - 2015.08.04 11:10 -
0901 36 2015.08.04 11:40 2015.08.04 11:40 - 2015.08.04 11:40 -
092 A 2015.08.04 14:40 2015.08.04 14:50 2015.08.04 14:50 +
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3KcnnyaTaumMoHHas AOKYMeHTauums HanmeHoBaHMe  TecT 4nda onpeneneHna oBynaumm
MeAMLMHCKOr0 MU3aenus in vitro Howmep OD-RU-LH
ANarHocTuKn Bepcmﬂ 1

093 39 2015.08.05 09:30 2015.08.05 09:30 2015.08.05 09:30

094 40 2015.08.05 11:.00 2015.08.05 11:00 - 2015.08.05 11:00 -
095 27 2015.08.06 09:04 2015.08.06 09:04 + 2015.08.06 09:04 +
096 36 2015.08.06 10:10 2015.08.06 10:10 + 2015.08.06 10:10 +
097 35 2015.08.07 08:30 2015.08.07 08:30 - 2015.08.07 08:30 -
098 3 2015.08.07 08:35 2015.08.07 08:35 - 2015.08.07 08:35 -
099 20 2015.08.07 11:00 2015.08.07 11:00 + 2015.08.07 11:00 +
100 24 2015.08.07 11:10 2015.08.07 11:10 - 2015.08.07 11:10 -
101 28 2015.08.07 15:20 2015.08.07 15:20 - 2015.08.07 15:20 -
102 28 2015.08.07 16:10 2015.08.07 16:10 - 2015.08.07 16:10 -
103 25 2015.08.08 08:20 2015.08,08 08:20 2015.08.08 08:20 -
104 39 2015.08.08 08:25 2015,08.08 08:25 + 2015.08.08 08:25 +
105 40 2015.08.08 08:30 2015.08.08 08:30 - 2015.08.08 08:30 -
106 40 2015.08.08 09:00 2015.08.08 09:00 - 2015.08.08 09:00 -
107 36 2015.08.08 09:10 2015.08.08 09:10 - 2015.08.08 09:10 -
108 42 2015.08.08 09:30 2015.08.08 09:30 - 2015.08.08 09:30 -
109 49 2015.08.08 09:35 2015.08.08 09:35 - 2015.08.08 09:35 -
Mo 39 2015.08.09 16:12 2015.08.09 16:15 - 2015.08.09 16:15 -

Tabnumua 15-3. Pe3ynbTaTbl UCMbITaHWIA, NONYYeHHbIE B 60MbHULE B.

Homep
obpasua
001
002
003
004
005
006
007
008
009
010
011
012
013
014
015
016
017
018
019
020
021
022
023
024
025

Bo3p.

25
25

BERELBIELERE

26

40

24
25
28
25
47
26
25

Bpems B3aTuA
obpasua

2015.06.28 09:00
2015.06.28 09:20
2015.06.28 09:30
2015.06.28 10:00
2015.06.29 09:00
2015.06.29 11:10
2015.06.29 11:30
2015.06.29 15:.00
2015.06.29 16:20
2015.06.29 16:30
2015.06.30 10:00
2015.06.30 11:10
2015.06.30 11:10
2015.06.30 16:00
2015.06.30 08:30
2015.06.30 11:30
2015.06.30 14:10
2015.06.30 15:40
2015.07.03 09:30
2015.07.03 10:40
2015.07.03 11:30
2015.07.06 09:00
2015.07.06 09:20
2015.07.06 10:10
2015.07.06 11:30
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KoHTponbHas rpynna

Bpewms

TecTmpoBaHnA

2015.06.28 09:15
2015.06.28 09:25
2015.06.28 09:35
2015.06.28 10:15
2015.06.29 09:05
2015.06.29 11:30
2015.06.29 11:35
2015.06.29 15:.05
2015.06.29 16:25
2015.06.29 16:35
2015.06.30 10:05
2015.06.30 11:15
2015.06.30 11:17
2015.06.30 16:03
2015.06.30 08:35
2015.06.30 11:35
2015.06.30 14:30
2015.06.30 15:45
2015.07.03 09:35
2015.07.03 10:45
2015.07.03 11:40
2015.07.06 09:05
2015.07.06 09:25
2015.07.06 10:20
2015.07.06 11:35

PesynbTar

T4+ 0 4+

+

McnbiTaTenbHas rpynna

Bpems
TecTnpoBaHUA
2015.06.28 09:15

2015.06.28 09:25
2015.06.28 09:35
2015.06.28 10:15
2015.06.29 09:05
2015.06.29 11:30
2015.06.29 11:35
2015.06.29 15:.05
2015.06.29 16:25
2015.06.29 16:35
2015.06.30 10:05
2015.06.30 11:15
2015.06.30 11:17
2015.06.30 16:03
2015.06.30 08:35
2015.06.30 11:35
2015.06.30 14:30
2015.06.30 15:45
2015.07.03 09:35
2015.07.03 10:45
2015.07.03 11:40
2015.07.06 09:05
2015.07.06 09:25
2015.07.06 10:20
2015.07.06 11:35

PesynbTart

o4+ 0 4+

+
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AKcnnyaTauyoHHasi JoOKyMeHTaLus HavmveHoBaHne — TecT and onpeaeneHus oBynaummn
MeAULIMHCKOIO M3aenust in vitro Homep OD-RU-LH
ANarHOCTUKWM Bepcus 1

026 24 2015.07.06 11:40 2015.07.06 11.50 2015.07.06 11:.50 -
027 39 2015.07.06 14:40 2015.07.06 14:45 + 2015.07.06 14:45 +
028 2 2015.07.06 15:55 2015.07.06 15:55 - 2015.07.06 15:55 -
029 45 2015.07.06 16:09 2015.07.06 16:11 - 2015.07.06 16:11 -
030 33  2015.07.06 16:20  2015.07.06 16:20 + 2015.07.06 16:20

031 47 2015.07.07 10:30 2015.07.07 10:35 2015.07.07 10:35 -
032 21 2015.07.10 09:00 2015.07.1009:17 + 2015.07.10 09:17 +
033 3 2015.07.10 10:25 2015.07.10 10:30 2015.07.10 10:30 -
034 25 2015.07.10 11.05 2015.07.10 1111 - 2015.07.10 11:11 -
035 25 2015.07.10 14:20 2015.07.10 14:30 + 2015.07.10 14:30 +
036 31 2015.07.10 16:09 2015.07.10 16:09 - 2015.07.10 16:09 -
037 22 2015.07.12 08:50 2015.07.12 08:55 - 2015.07.12 08:55 -
038 30 2015.07.12 14:50 2015.07.12 15.00 - 2015.07.12 15:.00 -
039 27 2015.07.13 10:40 2015.07.13 10:44 - 2015.07.13 10:44 -
040 28 2015.07.13 11:30 2015.07.13 11.50 + 2015.07.13 11:50 +
041 35 2015.07.13 14:15 2015.07.13 14:30 - 2015.07.13 14:30 -
042 28 2015.07.19 08:25 2015.07.19 08:35 + 2015.07.19 08:35 +
043 28 2015.07.19 08:50 2015.07.1908:55 - 2015.07.19 08:55 -
044 29 2015.07.19 11:49 2015.07.19 11.53 - 2015.07.19 11.53 -
045 3 2015.07.20 14:00 2015.07.20 14:10 + 2015.07.20 14:10 +
046 38 2015.07.20 15:20 2015.07.20 15:30 + 2015.07.20 15:30

047 37 2015.07.20 1540 2015.07.20 15:50 + 2015.07.20 15:50 +
048 3 2015.07.21 11:40 2015.07.21 11:50 + 2015.07.21 11:50 +
049 33 2015.07.21 15:30 2015.07.21 15:35 + 2015.07.21 15:35 +
050 25 2015.08.03 14:50 2015.08.03 15:.00 + 2015.08.03 15:.00 +
051 26 2015.08.03 15:30 2015.08.03 15:40 + 2015.08.03 15:40 +
052 38 2015.08.04 11:50 2015.08.04 11.53 - 2015.08.04 11.53 -
053 33 2015.08.05 14:50 2015.08.05 15:.00 + 2015.08.05 15:.00

04 22 2015.08.08 11.00 2015.08.08 11.00 2015.08.08 11.00 -
055 43 2015.08.08 11:30 2015.08.08 11:.40 - 2015.08.08 11:40 -
056 25 2015.08.08 14:10 2015.08.08 14:20 + 2015.08.08 14:20 +
057 28 2015.08.08 14:40 2015.08.08 14:50 + 2015.08.08 14:50 +
058 42 2015.08.09 08:40 2015.08.09 08:45 - 2015.08.09 08:45 -
059 30  2015.08.09 09:50  2015.08.09 10:00 - 2015.08.09 10:00 -
060 25  2015.08.09 10:10  2015.08.09 10:20 - 2015.08.09 10:20 +
061 44 2015.08.09 11:20 2015.08.09 11:30 - 2015.08.09 11:30 -
062 37 2015.08.10 08:50 2015.08.10 08:57 - 2015.08.10 08:57 -
063 45 2015.08.10 10:20 2015.08.10 10:25 - 2015.08.10 10:25 -
064 42 2015.08.10 11.00 2015.08.10 11.05 + 2015.08.10 11.05 +
065 25 2015.08.10 11:35 2015.08.10 11:.40 - 2015.08.10 11:40 -
066 23 2015.08.10 14:47 2015.08.10 14:49 . 2015.08.10 14:49 -
067 34  2015.08.10 1530  2015.08.10 15:35 + 2015.08.10 15:35 +
068 30 2015.08.11 10:10 2015.08.11 10:14 - 2015.08.11 10:14 -
069 21 2015.08.11 10:50 2015.08.11 10:55 + 2015.08.11 10:55 +
070 26 2015.08.11 11.00 2015.08.11 11.05 - 2015.08.11 11.05 -
071 22 2015.08.11 11:30 2015.08.11 11:35 - 2015.08.11 11:.35 -
072 A 2015.08.11 11:40 2015.08.11 11:40 + 2015.08.11 11:40 +
073 42 2015.08.12 10:30 2015.08.12 10:35 - 2015.08.12 10:35 .
074 36 2015.08.12 11:30 2015.08.12 11:30 - 2015.08.12 11:30 -
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SKCM/yaTaLMoHHas JOKyMeHTaLms HavmveHoBaHWe — TecT /19 OMpefenieHnst OBy ISILMN
MEeAMLMHCKOr0 13fenus in vitro Howmep OD-RU-LH
AVNarHOCTUKM Bepcyis 1

075
076
077
078
079
080
081

BRER

086
087

089

091
092
093
094
095
096
097
098
099
100
101
102
103
104
105
106
107
108
109
rno

NREENSELLERERXXBBIRREBNESBK

24
28
25
25
38
40
40
36
42
42
35

2015.08.12 15:50
2015.08.13 11:40
2015.08.13 16:40
2015.08.14 08:30
2015.08.14 15:30
2015.08.14 15:40
2015.08.15 09:00
2015.08.15 09:10
2015.08.16 10:00
2015.08.16 11:50
2015.08.17 14:20
2015.08.18 08:30
2015.08.19 11:20
2015.08.19 16:45
2015.08.20 09:00
2015.08.20 11:10
2015.08.20 11:40
2015.08.20 14:40
2015.08.21 09:30
2015.08.21 11:00
2015.08.22 09:04
2015.08.22 10:10
2015.08.22 10:30
2015.08.22 10:35
2015.08.22 11.00
2015.08.22 11:10
2015.08.22 15:20
2015.08.22 16:10
2015.08.23 08:20
2015.08.23 08:25
2015.08.23 08:30
2015.08.23 09:00
2015.08.23 09:10
2015.08.23 09:30
2015.08.23 09:35
2015.08.23 16:12

2015.08.12 15:50
2015.08.13 11:40
2015.08.13 16:40
2015.08.14 08:35
2015.08.14 15:30
2015.08.14 15:40
2015.08.15 09:05
2015.08.15 09:15
2015.08.16 10:05
2015.08.16 11:50
2015.08.17 14:20
2015.08.18 08:35
2015.08.19 11:20
2015.08.19 16:45
2015.08.20 09:00
2015.08.20 11:10
2015.08.20 11:40
2015.08.20 14:50
2015.08.21 09:30
2015.08.21 11:00
2015.08.22 09:04
2015.08.22 10:10
2015.08.22 10:30
2015.08.22 10:35
2015.08.22 11:00
2015.08.22 11:10
2015.08.22 15:20
2015.08.22 16:10
2015.08.23 08:20
2015.08.23 08:25
2015.08.23 08:30
2015.08.23 09:00
2015.08.23 09:10
2015.08.23 09:30
2015.08.23 09:35
2015.08.23 16:15

4+ 4+

+ +

+ 4+ +

2015.08.12 15:50
2015.08.13 11:40
2015.08.13 16:40
2015.08.14 08:35
2015.08.14 15:30
2015.08.14 15:40
2015.08.15 09:05
2015.08.15 09:15
2015.08.16 10:05
2015.08.16 11:50
2015.08.17 14:20
2015.08.18 08:35
2015.08.19 11:20
2015.08.19 16:45
2015.08.20 09:00
2015.08.20 11:10
2015.08.20 11:40
2015.08.20 14:50
2015.08.21 09:30
2015.08.21 11:00
2015.08.22 09:04
2015.08.22 10:10
2015.08.22 10:30
2015.08.22 10:35
2015.08.22 11:00
2015.08.22 11:10
2015.08.22 15:20
2015.08.22 16:10
2015.08.23 08:20
2015.08.23 08:25
2015.08.23 08:30
2015.08.23 09:00
2015.08.23 09:10
2015.08.23 09:30
2015.08.23 09:35
2015.08.23 16:15

Tabnumua 15-4. CpaBHEHNE KOMMEKTOB UCMbITATENbHON U KOHTPONBbHOM rpynMbl

KoHTposbHasa rpynna (+)

WcnbitatensbHas rpynna (+)
VicnbitaTtenbHas rpynna (-)

Bcero

82
0
82

KoHTponbHasa rpynna (-)

0
138
138

+ v+

+ +

+ + 4+

Bceero
82
138
220

BbiBoa: MPOLEHT COOTBETCTBUS UCMbITATENbHOW U KOHTPO/LHOM rpynnbl cocTaBun 100%.

23.2. He3aBucMMas OLgHKa TPeTbei CTOPOHOMN.

WcnonHutenb: LIeHTP OLeHKN MeAULIMHCKNX U3aenmnid (NPOBUHLIMA X3HaHb)
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3KcnnyaTaumMoHHas JOKYMeHTaums
MEeALMHCKOIO MU3aenums in vitro
[AMarHoCTUKN

HassaHue
ob6pasua
dopmar
MapTus Ko

Jara nonyyeHus
MponssoacTBo

ONeMeHT
3HayeHue TOYKK
pasgeneHuns
CneunpuyHoCTb

KoHcucTeHuma

CkopocTb
LBVDKeHUA
obpasua
LLnpuHa
BHewwH®i Bug
CTabunnbHOCTb

Paznuums napTuii

HammeHoBaHme  TecT 4na onpegeneHns oBynsaumum
Howmep OD-RU-LH
Bepcus 1
TecT Ans onpegeneHns osynaLmn Howmep obpasua 216 (kaxpgas
napTus)
Monocka, OAnH KOMNekT/naket [aTa ncreyeHuns cpoka 201702
20150314LH
20150318
20150323
20150802 [ara oTtuerta 20151012

Atlas Link (Beijing) Technology Co., Ltd. (ATnhac JInHK (BeigKnHr) TeKHONOLKM

Ko. /1Tn)

CraHgapTHOe 3HayeHue
r 25 mME/Mn

200 MME/mn @ CI'BAT O
oTpuUaTeNbHbIN

250 MKME/Mn TTI B 1T O:
oTpuUaTeNbHbIN

CnyuyaitHas Bbloopka 10 Nonocok u3
KaXXA0i napTum, TeCTUpOBaHue 25
MME/mn I (Kaxxaoii nonocku no
oyepean), Bce pesy/bTaTbl JO/HKHbI
ObITb NONOXUTENbHBIMY, & OLeHKa
Mo LUKase LBeTa Jo/mKHa ObITb
0AMHaKOBO

>10 MM/MUH

>3.0 MM

AKKypaTHble Kpasi, YUCTbIl

37 60 gHeld, Bce
BblLLIEYKa3aHHble TecToBbEe
3/1EMEHTbI COOTBETCTBYHOT
Tpe6oBaHUAM.

CnyuaiiHaa Bbl6opKa 13 3 napTuii
(no 10 NnonocoK 13 Kaxaow
napTunn); TecTtupoBaHue 25
MME/mn NI (Kaxkgoid Nonocku no
oyepenn), Bce pe3ynbTaTbl 4O/MKHbI
ObITb MONOXUTENBHLIMM, a OLEHKA
Mo LUKasne LgeTa fo/MKHa BbITh
0/1MHaKOBOIA

23.3. HenpodeccmoHanbHble UCCea0BaHNS.

Lenb.

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

Pesynbtat
MoNoXNUTENbHbIN

OTpuuaTenbHbIi
OTpuaTtenbHbIin

Bce nonocku
MONOXUTE/bHbI, OLEHKA
Mo LUKa/e LIBETHOCTK
0[MHaKoBa

66 MM/MUH

3.3 Mm
CooTBeTCTBUE
CooTBeTCTBUE

Bce 30 nonocok
MONOXMNTE/bHbI, OLEeHKa
Mo LUKase LBETHOCTM
0JNHaKoBa

3aK/toyeHne
CooTBeTCcTBUE

CooTBeTCTBKNE

CooTBeTCTBUNE

CooTBeTCTBME

CooTBeTCcTBME
CooTBeTCTBUNE
CooTBeTCTBUNE

CooTtBeTCcTBUE
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JkcnnyaTtaynoHHasa JOKYMeHTauusa HavimeHoBaHVe TecT ans onpeseneHns 0By ALK
MEeAVLMHCKOTO U3aenus in vitro Homep OD-RU-LH
ANATHOCTUKN Bepcua 1

Llenn gaHHOro mccnefoBaHMs 3ak/IovatoTcs B TOM, YTOObl NPOBEPUTL, HACKOMBLKO MpOCTa U
MOHATHA Hawa «/HCTPYKUUA N0 NPUMEHEHUIO», YTOObl HENPO(EeCCUOHa/IbHbLIE MONb30BaTENN
MOI/IX  MPaBW/IbHO WCMOMb30BaTb Hall TecT [N OnpefeneHnsa OBYNAUMM B KayecTBe
MeAMLMHCKOTO YCTPOMCTBa AN [OMALLUHEro WCMosb30BaHUA W WUCTONKOBbLIBATb Pe3y/bTaThbl;
MPOBEPUTL, COMOCTaBUMbl NN Pe3ynbTaTtbl, MOMYyYEeHHbIE C TMOMOLLbIO Hallero TecTa, C
pe3ynbTaTamu, MosyYeHHbIMU C MOMOLLLIO APYroro LUMPOKO WMCMNOMb3yEMOro KOMMIEKTa AN
ofHoaTanHoro Tecta Ha JII komnadun IND (Kak B hopmarte MosiocoK, Tak 1 B hopmaTe KacceTbl
N1 CTPYWHOro TecTa); MPOBEPWUTb, BO3HWUKHYT /11 Y HENpPOgecCMOoHaNbHbIX M0/b30BaTesein
[OMOMHUTE/bHbIE 3aMedaHus U/Vnu cnefyet in ynyuwmTb «/IHCTPYKUMIO NO NPUMEHEHUIO.

MpoekT.

TecT ansa onpegeneHns oBynsaumu, paspaboTaHHble «ATnac JIMHK (BenmKuHr) TexXHONomKM
Ko., Nta.» (ALK) u IND, BKtOYas MHCTPYKUUIO MO NPUMEHEHNIO AN 060MX TECTOB U 6MaHK
onpoca, npegoctasnaoTca 120 naumMeHTam XeHCKoro nona. ocne NpPoyYTeHUs MHCTPYKLUA MO
NPYMEHEHMIO NaLMEHTbI UCNOMb3YHOT AaHHbIV TeCT (NOMOCKM N KacCeTbl, N CTPYIHBIV TeCT)
1 3anMCbLUAOT pe3y/ibTaTbl CBOE COBCTBEHHOM MHTEpNpeTaLmm, CpaBHMBas UX C pe3ynibTaTamu,
NoslyyeHHbIMW 6/1arofaps CpaBHUMOMY KOMMJIeKTY. CreumanucTbl Mo KOHTPOO KayvecTBa
MCNOMb3YHOT fBa TWUN KOMMMEKTOB (KakAblil ans 120 naumeHTOB D>KEHCKOro rnosa) u
NOKYMEHTUPYIOT pe3ynbTaTbl AaHHbIX UCCNEA0BaHMWIA.

PesynbTaThl.

Tabnnua 16-1: CpaBHeHue komnnektoB ALK u IND, npoBefieHHOe TexHUKamu ATnac

NInHK
TECT Bluecross Bluecross
(MonoxuTENbHbIA) (OTpuruaTenbHbIiA)
ALK (MonoxutenbHbIit) 4 1
ALK (OtpuuatesnbHblit) 0 78

ConocTtaBuMble pe3ynbTaTbl: 99%
HecooTBeTcTBYOLNe pe3ynbTaThl: 1%

Tabnuual6- 2: CpaBHeHune komnnektoB ALK u IND, npoBefeHHoe llenpodgeccHoHavlamu

TECT Bluecross Bluecross
(MonoXnTENbHbIN) (OtpuaTenbHbIiA)

ALK (IMonoXkmtenbHbIiA) 37 2

ALK (OtpuuatenbHblin) 1 80

ConocTaBuMble pesynbTatbl: 97%
HecooTBeTcTBYyIOLLME pe3ynbTaThl: 3%

Tabnuua 16-3 ConocTaBfeHUE [aHHbIX, MNPeAoCTaBNEHHbIX HEHPOMEeCcCHOHaNaMH |
TexXHnKamn Atnac JIMHK

TexHnK TexHuK
TECT (MonoXxuTenbHbINA) (OTpuruaTenbHbIiA)
HenpodeccroHan (MonoxmTenbHbIN) 37
HenpodeccroHan (OTpuruaTe/ibHbIi) 5 76

ConocTtaBumble pe3ynbtatbl: 94%
CTtpaHunua 27 n3 29
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SKcnyaTalumoHHas JOKyMeHTaLmst HavveHoBaHue — TecCT [/19 ONpeaenieHns OBy LN
MeAULIMHCKOr0 U3aenus in vitro Howmep OD-RU-LH
AVarHoCTUKM Bepcua 1

HecooTBeTCTBYIOLLME PE3yNbTaThl: 6%

Tabnunua 16-4. Pe3ynbTaTbl UCCNeA0BaHUS.

OrtBet Het
Bonpoc no komnnekTy ans tecta Ha J1I Het BAPMAHTa
Brepsble 1 Bbl UCMO/b3YeTe KOMMIEKT And TecTa Ha J1™? 88 32 0
lMoka3bIBaeT /i1 TECT Onpefe/eHHble KonebaHms 3HaveHus J? 39 8l 0
Jlerko  CnoxHo
UTeHre 1 NoHMMaHVe NCTa-BKaabILLa 116 4 0
[NpoBeseHMe NpoLeaypbl TECTUPOBaHNA 116 4 0
CunTbIBaHVE pesy/bTaToB 118 2 0

BobiBog.

- MH'L(]':prKLI,VIﬂ Mo MNPUMEHeHWIO, npuiaraemas K Tectam (MOSIOCKM WAW KacceTbl, Wn
CTPyMHOro Tecta), Oblia [JOCTAaTOMHO MOHATHOM WM MPOCTOM, 4YTOOGbI  MO3BOMNTb
HenpogeccuoHanam BbIMOMHUTb TECT U COOTBETCTBYIOLLMM 06pa3oM MCTONKOBbIBATb Pe3y/ibTar
(pesynbTarhl).

- He 6b110 Nony4eHO HUKaKUX 3aMevaHuil OTHOCUTE/IbHO BHECEHUA KaKUX-MO0 U3MEHEHWIA B
NHCTPYKLUMN.

- PesynbTatbl, MOMY4YeHHble HenpodgeccuoHanamu, COOTBETCTBOBa/IM  pe3y/ibTaTam,
NoyYeHHbIM 06YYEHHbIMIN TEXHUKaMK, Ha 94%.

- HecooTBeTCTBUE pe3ynbTaTos, MOYYEHHbIX TEXHUKOM M HEMPOMECCHOHaN0M, CBA3aHO C TeM,
YTO HenpoeccroHan He MOSIHOCTHIO 3HAaKOM C pesynbTaTamMy CYMTbIBaHWS, B OCOOEHHOCTU -
Korfa YyBCTBUTE/IbHOCTb ero obpasua JII 6113Ka K MoporoBoMy 3Ha4YeHMH0. JTO XapaKTepHO A5
nofgobHoro aHanmsa. [lo3TOMYy B MHCTPYKUMAX MO TECTMPOBAHUIO  YCTaHOB/IEHbI
COOTBETCTBYOLLME OrpaHNYeHNs.

- B uenom Bce OT3bIBbl Y4aCTHWKOB OTHOCUTENbHO WCMONb30BaHUS TeCcTOB  Obln
MOMOXNTENbHLIMU.

24. Bronornyecknii peepeHTHbIA MHTEPBaT NPUMEHEHUSA MESULNMHCKOIO U3LeNNS.
Bronornyeckn pethepeHTHbI MHTepBan TectoB 25 MME/Mn - 930 MME/Mn.

25. IHthopmaLms 06 orpaHn4YeHusX, CBA3aHHbIX C NPOOOM, KOTOPbIE MOTYT MOB/IUATbL Ha
pe3ynbTaTbl UCCMEA0BaHUS.

- JKeHLW HbI B COCTOAHWUM GepeMeHHOCTU, NM60 B BO3pACTe MepexoLHOro rnepuoja, a Takxe
nonyvaroLime MHLEKUUKN ¢ codepxaHmem XI'Y wvnn 1T (T.e. XOpPWUroH, nepraHnua v apyrue) B
pamMKax npouefyp MO MOBbIWEHNIO (epTUbHOCTA, MOTYT MOMYYUTb MONOXKWUTENbHBIA OTBET
BBMAY Ha/IMYMA TOPMOHOB, He MMEIOLLMX OTHOLLEHWNA K mpoLeccy osynauun. B gaHHOM cnydae
cneflyeT NPOKOHCY/IbTUPOBATLCA C BPAYOM.

- JleyeHne MKaKasIOMUHOM (K NpUMepy: X/I0MU(OHOM) He OKa3biBaeT BIMAHUS Ha pe3y/bTaTbl
TECTUPOBaHWA, HO BNUAET Ha NPOAO/MKUTENBHOCTL MEHCTPYa/IbHOTO LKA, YTO MOXET BbI3BaTb
HEeob6X0AMMOCTb NPOBELEHNS TECTUPOBaHNSA B TeUYeHMe LOMONHUTENbHbLIX AHER [0 06HapYy>KeHus
copepxxaHua ropmoHa Jr.

- bonbwoe noTpebsieHNe XWUAKOCTU WAM MOYErOHHbIX MpenaparoB Mepes MpoBeLeHVEM
TECTUPOBaHUS.

CtpaHuua 28 13 29
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JKcnnyaTaunoHHas JoKyMeHTaums HavmveHoBaHne — TecT A1 onpeaeneHns oBynaummn

MEAVLMHCKOro n3aenus in vitro Howmep OD-RU-LH
[MarHOCTUKM Bepcua 1
26. MpeaynpexaeHus n (Mnn) crneynasibHble Mepbl NPEAOCTOPOXHOCTU B OTHOLLEHUN

6e30nacHoOM yTuAmsaunm MeamuUmMHCKOro U3Aenns 1 ero NpuHaaneXxHoCcTen.
cnonb3oBaHHbIE TECTbI CEAYeT YTUAN3MPOBaTb Kak 6bITOBOM Mycop.
Hencnonb3oBaHHble TECT B CBA3M C WCTEYEHMEM CpOKa FOLHOCTW, YTUAU3UPYIOTCS Kak
6bITOBOI MyCOp.
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CEPTHOHKAT

/norotun/

Kwuraiickuii coBer no coaeACTBHIO MeXAyHapoaHolt Toprobne — Kuralickas Toproso-
OPOMBILIICHHAR TIanara

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




0099289

/norotun/
KuTaiicknin coBET No COAENCTBUIO MEXAYHapPOAHOW TOprosne - Kutalickasi TOproBo-
MPOMbILLNEHHAs NasaTa
CEPTUPUKAT

QR-kof
Ne22110080/008715

HACTOAWWMM TOATBEPXOAEM, UYTO: neyatb «AT/IAC JIMHK (MEKWH)
TEKHONO4XW KO., NTA» Ha npunaraemom AJOKYMEHTE sBnseTca NOANMHHON.

KuTaiickunii CoBeT Mo COAENCTBMIO MEXAYHApOAHON TOprosne
/Mevatb:/ CEPTUOUKALNA KCCMT

Mognuch ynonHoMoueHHoro nnya: Jlro KynnvaH
/nopnuce/

(Oata: 22 theBpans 2022 roga)

Beb-caiiT Ans npoBepKy NOAMHHOCTY cepTudimkara: http://www.rzccpit.com/validate.html
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JKCIUTyaTallHOHHAA JOKYMEHTaUHA Haumenopanue:[TecT Ans onpeneneHHA OBYIALINH
METHUHHCKOTO H3AENUS A in vitro Homep OD-RU-LH
JHArHOCTHKH Bepcus 1

IKCOAYATAIIHOHHAA NOKYMEHTAHUA MEJHLIHHCKOT'O H3AEJIMA AJIA
IN VITRO AHATHOCTHKH

Tect ans onpenencHHs OBYASAUMH HCIIOMHEHHA.

[Tponssoaurens: «Atnac Jlunk (Ilexun) Texuonomxn Ko., JIta», opuc 811, Ll3aan [Inasa,
®ymm Poyna 166, pation LlInusuawnans, 100043 Ilexan, KHP

INoanucs /moanmucy/
Mlevarr:/ «<ATJIAC JIMHK (ITEKWH) TEKHOJIO/DKH KO., JITA»
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«Atnac JInak (Tlexken) Texsonomsm Ko., Jita», opuc 811, Izoan Inasa, Oymn Poyn 166,
pation IlInmsunmans, 100043 Tlexnn, KHP
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[NepesoA eKCTa BbINOJHEH MHOW, NepPeBOAYMKOM [LOKyYaeBbiM MU T pUEM Mropesnyem.

Poccuiickas depepayms
"opos MockBa
TpeTbero mapTta ABe TbicA4YM ABajLaTb BTOPOro roga

A, KBuUTKO Pefop AnekcaHApOBMY, HOTapuyc ropoga MOCKBbI, e/bCTBYO
NOAJ/IMHHOCTL NoAnucK nepesogunka Jokyyaesa Amntpusa Kropesnya.

Moanuch caenaHa B MOEM MPUCYTCTBUN.

JInuHOCTb NognucasLLlero 4OKYMeEHT YCTaHOB/EHA.

% n

3apeructpupoBaHo B peectpe: No 62/137-H/77-2022-1 4 -

YnnayeHo 3a poBe”*Nene HoTapuanbHoOro gencreus:;: 400 py& Q" KOT - ?
<O . A/MNTKO
0
I/
%

Bcero npoLLHypoBaHo, MPOHYMePOBaHO M CKPersieHo nedatbto 7 JIMCTOB

HoTapuyc
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