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1. Name of medical device
pH-Balance FRAUTEST vaginal acidity test.

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. Authorized representative of manufacturer.
Limited Liability Company BOLEAR. Address: Russia, 15201, Moscow, Kashirsky proezd,
13, room XIV. Tel./fax +7 (495) 787-92-68, e-mail: info@bolear.ru. www.bolear.ru.

4. Information about the intended use of medical device.

4.1. Intended use of medical device

The test is intended for the quantitative determination of the vaginal fluid acidity (pH of the
vaginal medium).

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

The acidic vaginal pH of 3.8 to 4.5 is a basic requirement for the optimal functioning of the
body's own system to protect the vagina. This system effectively avoids contamination by
pathogens and the occurrence of vaginal infections. The most important and natural defense
against the vaginal problems is a healthy vaginal microflora. There are many factors that regulate
the composition and dynamics of the vaginal microbial ecosystem and support the natural
protective functions of the vagina. The lactobacilli are the one of the important factors of this.

Under the influence of lactobacilli, the glycogen secreted by the upper wall of the vagina
decomposes with the formation of glucose sugar, and then the lactic acid. This results in the acidic
environment in the vagina with pH value usually between 3.8 and 4.5. The acidic environment in
the vagina forms an effective protection of the vaginal mucosa against the pathogenic

microorganisms.

Low pH level Isoptimal for the growth of
lactobacilli,and high pH levelis optimal for the
growth of pathogenic bacteria

3,5 4,0 4,5 5,0 55 6,0 pH
I Lactobacilli

I Anaerobic bacteria (Gardnerella vaginalis)

A deviations of pH to the alkaline side (more than 4.5) indicates an imbalance in the vaginal
microflora and may be one of the indicators of the risk of vaginal infection development

(colpitis/vaginitis) or the most common disease - bacterial vaginosis.
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Possible reasons for vaginal pH changes are:
* Bacterial vaginosis;
* Mixed infections;
* Sexually transmitted diseases;
* Premature rupture ofthe foetal membranes;
* Estrogen deficiency and antibiotic treatment;
* Intestinal dysbiosis;
* Some types of contraception: intrauterine devices, products containing antiseptics;
* Menopause;
* Improper or excessive intimate grooming.
Ifthe pH is normal, but the characteristic symptoms are present (itching, burning, discharge of
white color and curdled consistency), these manifestations may be the symptoms of candidal
vaginitis (milk thrush).

Vaginal pH at different stages
of awoman'’s life

80.
6,0.
Gk
@3 4,0:
S 20.
0.
infancy childhood  puberty reproductive age and menopause
pregnancy
4-5 7 5-7 3,8-4,5 6-7
Life stages

43. Speciflc disorder, condition or risk factor for the detection, definition or
differentiation of which the medical device is designed.

. Perform the test no earlier than 12 hours after sexual activity.

. Perform the test at least 12 hours after using vaginal medicines (vaginal suppositories,
creams, gels, etc.).

. Perform the test only 3-4 days after the end ofthe critical days.

. Perform the test 15 minutes after urinating because leftover urine can lead to false test
results.

. Do not wash or shower immediately prior the testing.

oo Use each test only once.

4.4. Type of test portion.
The test is intended solely for the analysis of vaginal secretion.
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5. Information about the intended purpose for clinical laboratory diagnostics.
The test is a disposable medical device for self-diagnosis in the medical institutions and &
home.
Target use profile:
1) type of user: woman, no special education;
2) education: special education is not required;
3) knowledge: reading and understanding of Europeanized Arabic numerals;
4) linguistic understanding: reading the instructions in Russian;
5) experience: no experience is required.

6. Functional characteristics and intended use of the medical device.

The test is intended for the quantitative determination of the vaginal fluid acidity (pH of the
vaginal medium). The pH-Balance FRAUTEST vaginal acidity test is an auxiliary device for
determining the pH value, and not the presence of any infection.

7. Description of the testing procedure using the medical device, description of reagents,
calibrators and control materials.
Test application description.
Preparationfor administration.
1 Wash your hands before testing.
2. Open the packaging and remove the test from the foil bag just before testing. Touch the test
only in the area ofthe handle. Avoid contact ofthe pH indicator zone with liquids.
Administration.
1 Grasp the round handle with your thumb and forefinger as
shown in Fig. 1, while the window with the pH indicator on the
applicator should be on the side of the index finger. If you use
the test this way, then the execution will be correct.

2. Sitwith your knees apart or one foot on a toilet seat or other firm surface.
3. Gently part the labia and gently insert the applicator into

the vagina with your free hand, just as you would use a tampon

(Fig. 2), to a depth of about 2.5 cm, but no deeper than the area

of the round handle. The insertion of the applicator should be

completely painless.

4. Press the inserted part of the applicator against the back of the vagina with light pressure
(the wall that faces the rectum) and hold for 10 seconds so that the pH indicator is well moistened
with vaginal secretion. Adequate wetting with secretion is very important for the evaluation of

the test.
5. Gently remove the test fi'om the vagina and evaluate the result.

Evaluation of the test results.
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] The result should be assessed immediately after removing the

test from the vagina, while the measurement area is still wet.
Match the color in the test area with the color scale on the foil
package and select the most similar area (Figure 3). The darker
the color in the test area, the higher the pH.

After evaluating the result, you can dispose the used test along with your normal household
waste.

The test results can be entered on a special plate for further monitoring ofthe pH level.

Testing 1 2 3 4 5
pH level

If the pH indicator does not turn into a uniform color after testing, this indicates that the
test was not performed properly. A possible reason is that the pH indicator has not sufficiently
contacted with the vaginal secretion. It is recommended to repeat the testing with a new test.

If the pH level is out of the normal range once, then repeat the measurement the next day.

If the pH level is again outside the normal range, it is recommended to see a doctor to
determine the cause of the increased pH value. Remember that many factors can temporarily
change the pH level of the vagina without causing any disease.

Ifthe following symptoms occur and your vaginal pH is too high, you should see your doctor:

. Bleeding, including spotting (not during menstruation);
. Suspected discharge ofanmiotic fluid;
. Burning sensation when urinating;
. Itching or burning in the vagina;
. Increased discharge and the appearance ofa “fishy”, unpleasant odor.
8. Risks of the use of medical device, contraindications, expected and predictable side
effects associated with the use of medical device for its intended purpose.
. Perform the test no earlier than 12 hours after sexual activity.
. Perform the test at least 12 hours after using vaginal medicines (vaginal suppositories,
creams, gels, etc.).
. Perform the test only 3-4 days after the end of the critical days.
. Perform the test 15 minutes after urinating because leftover urine can lead to false test
results.
. Do not wash or shower immediately prior the testing.
. Use each test only once.
. The test only detects changes in pH levels, not the presence of any infection.
. An acidic pH value is not 100% protection against infections. If you notice painful
symptoms despite the normal pH, see your doctor.
.0 Do not use the test after the expiration date (see the date on the package).
. Do not start any treatment before discussing the test result with your doctor.
. If the test is not used properly, it can lead to rupture of the hymen in women who are not

yet sexually active.
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9. The list of materials and special materials that are required for testing (analysis).
are not included in the scope of delivery of medical device.
Not required.

10. Technical characteristics of medical device.

The pH-Balance FRAUTEST vaginal acidity test is a vaginal applicator device (Fig. 4) with a
pH measuring strip integrated into it. The vaginal device consists ofa round handle and an insertion
tube. On the one hand, at the tip of the insertion tube, there is a window in which the indicator
zone of the pH strip is located (the zone for measuring the pH level).

The round handle allows you to touch safely the vaginal devices. The vaginal device is inserted
about 2.5 cm (1 inch) into the vagina and the pH measurement zone is gently pressed against the
back of the vagina. This ensures that the pH measurement zone is in contact with the vaginal
secretion. The vaginal device is then removed from the vagina and the pH is read.

Test strip Reaction field Instrument handle

Figure 4. pH-Balance FRAUTEST vaginal acidity test.

11. Description of accessories, medical devices or devices that are not medical, but are
intended for use in combination with medical device.
Not required.

12. Information for the identification of medical devices in order to obtain a safe
combination and (or) information about the known restrictions on the joint application of
medical devices for their intended purpose.

The test is not intended to be used in combination with other medical devices.

13. Information about the presence of medicinal product for human use, the materials of
animal and (or) human origin in the medical device.
The test does not contain the medicinal products, and materials of animal and/or human origin.

14. Information about the stability characteristics of medical device.

14.1. Transportation conditions.

The transportation is carried out by any type of transport according to the requirements of
transportation applicable to this type of transport, subject to temperature conditions 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 24 months from the date of manufacture, subject to the observance of the storage
and transportation conditions. The test should not be used after the expiration date.

Store in sealed containers at temperatures between + 2 ° C and + 30 ° C in a dry place protected
from direct sunlight. Do not freeze!
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sterilization and the sequence of activities in case of the sterile package violation.
The test is manufactured in the non-sterile form.

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

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

Perform the test no earlier than 12 hours after sexual activity.

Perform the test at least 12 hours after using vaginal medicines (vaginal suppositories,
reams, gels, etc.).

Perform the test only 3-4 days after the end of the critical days.

Perform the test 15 minutes after urinating because leftover urine can lead to false test
esults.

Do not wash or shower immediately prior the testing.

Use each test only once.

The test only detects changes in pH levels, not the presence of any infection.

An acidic pH value is not 100% protection against infections. If you notice painful
ymptoms despite the normal pH, see your doctor.

Do not use the test after the expiration date (see the date on the package).

Do not start any treatment before discussing the test result with your doctor.

Ifthe test is not used properly, it can lead to rupture of the hymen in women who are not
yet sexually active.

18. Information about the intended purpose of medical device only for single application
in accordance with its intended use.
The test is intended for single use.

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

The test is intended solely for the analysis ofvaginal secretion.

20. Information about the preparation for intended use, and the operation of medical
device.

1. Wash your hands before testing.
» 2. Open the packaging and remove the test from the foil bag just before testing. Touch the test
only in the area ofthe handle. Avoid contact ofthe pH indicator zone with liquids.

21. Description of testing procedure, including the calculations and interpretation of test
results and, if necessary, information about the feasibility of confirmatory tests.
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Administration.

1. Grasp the round handle with your thumb and forefinger as
shown in Fig. 1, while the window with the pH indicator on the
applicator should be on the side of the index finger. If you use
the test this way, then the execution will be correct.

2. Sitwith your knees apart or one foot on a toilet seat or other firm surface.
3. Gently part the labia and gently insert the applicator into

the vagina with your free hand, just as you would use a tampon

(Fig. 2), to a depth of about 2.5 cm, but no deeper than the area

of the round handle. The insertion of the applicator should be

completely painless.

4. Press the inserted part of the applicator against the back of the vagina with light pressure
(the wall that faces the rectum) and hold for 10 seconds so that the pH indicator is well moistened
with vaginal secretion. Adequate wetting with secretion is very important for the evaluation of
the test.

5. Gently remove the test from the vagina and evaluate the result.

Evaluation ofthe test results.

The result should be assessed immediately after removing the
test from the vagina, while the measurement area is still wet.

Match the color in the test area with the color scale on the foil
package and select the most similar area (Figure 3). The darker
the color in the test area, the higher the pH.

After evaluating the result, you can dispose the used test along with your normal household
waste.
The test results can be entered on a special plate for further monitoring of the pH level.

Testing 1 2 3 4 5
pH level
v' If the pH indicator does not turn into a uniform color after testing, this indicates that the

test was not performed properly. A possible reason is that the pH indicator has not sufficiently
contacted with the vaginal secretion. It is recommended to repeat the testing with a new test,
V' Ifthe pH level is out of the normal range once, then repeat the measurement the next day.
If the pH level is again outside the normal range, it is recommended to see a doctor to
determine the cause of the increased pH value. Remember that many factors can temporarily
change the pH level of the vagina without causing any disease.
Ifthe following symptoms occur and your vaginal pH is too high, you should see your doctor:

. Bleeding, including spotting (not during menstruation);

. Suspected discharge of amniotic fluid;

. Burning sensation when urinating;

. Itching or burning in the vagina;

. Increased discharge and the appearance of a “fishy”, unpleasant odor.
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22. Analytical performance characteristics.

22.1. Sensitivity.

Objective.

Verify the ability ofthe test to provide the same sensitivity as BV-pH precision panel (pH 4.0
or pH 4.4).

Regulatory documents and compliance with their requirements.

Guidelines for the use of in vitro diagnostic medical device prepared by the Food and Drug
Administration (FDA).

Guidelines prepared by the State Food and Drug Administration

This study complies with all the applicable laws and regulations.

Materials.

- Precision panel BV-pH, pH levels 4.0,4.4, 4.7, 5.5, 7.0.

Note: The accuracy was determined by adding a solution prepared from citric acid. All the
samples were confirmed with a pH meter. 10 replications for each sample in accordance with the

) package insert were tested. The results are provided below.

- pH-Balance FRAUTEST vaginal acidity test.

Lot number: 20180926, 20181101, 20181209.

- Bacterial vaginosis detection card (Amsel method) manufactured by Shenzhen SkiariBio-
Tech Co., Ltd.

Lot number: 20180629, expiration date: May 8, 2020.

Study design.

Check the samples for pH 4.0, 4.4, 4.7, 5.5, 7.0 with 3 different lots, repeat the tests 30 times
for each sample. The recorded results for the sensitivity test should be the same as for the standard
panel and commercial test.

Evaluation criteria.

Negative (-)

If the convex pH measurement zone on the applicator turns pistachio green upon exposure to
the sample. The result is negative.

Positive (+)

If the convex pH measurement zone on the applicator turns yellow, bluish green or dark green
upon exposure to the sample. The result is positive.

Analytical sensitivity criteria:

pH level color result

pH 4.0 Yellow -(30/30)

pH 4.4 Yellow-green -(30/30)

pH 4.7 Dark yellow-green +(30/30)

pH 5.5 Blue-green +(30/30)

pH 7.0 Blue +(30/30)
Results.

The results oftesting are provided in Tables 1-2.
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Table 1. pH-Balance FRAUTEST vaginal acidity test

lot: 2018C 926 lot: 2018 101 lot: 2018 209
pH level
color result color result color result
pH 4.0 Yellow -(30/30) Yellow -(30/30) Yellow -(30/30)
pH4.4  Yellow-green  -(30/30)  Yellow-green  -(30/30)  Yellow-green  -(30/30)
Dark yellow- Dark yellow- Dark yellow-
pH 4.7 green +(30/30) areen +(30/30) green +(30/30)
pH 5.5 Blue-green +(30/30) Blue-green +(30/30) Blue-green +(30/30)
pH 7.0 Blue +(30/30) Blue +(30/30) Blue +(30/30)
Conclusion.

The pH-Balance FRAUTEST vaginal acidity test is able to identify all the positive samples and
show the same sensitivity as the standard panel including the BV-pH precision panel (pH 4.0 or
pH 4.4) and the commercial test. No false positive results were observed.

22.2. The effect of interfering substances.
Regulatory documents and compliance with their requirements.

Guidelines for the use of in vitro diagnostic medical device prepared by the Food and Drug
Administration (FDA).

Guidelines prepared by the State Food and Drug Administration

This study complies with all the applicable laws and regulations.

Materials.

e pH-Balance FRAUTEST vaginal acidity test
Lot number: 20180926,20181101.

*  Samples with pH 4.4,4.7 and 5.5.

e Human protein Mucin-I/MUC-I.

Study design.

The test device was evaluated using the samples from two different lots. The test devices were
analyzed using the samples with pH 4.4,4.7 and 5.5 and human protein Mucin-I/MUC-1 1 pg/ml.
Testing was repeated five times for each sample. The tests were carried out according to the
instruction leaflet. The results of studies are provided in Table 2.

Evaluation criteria.

Negative (-)

Ifthe convex area ofthe applicator is yellowish-green when measuring the pH of the sample.

Positive (+)

The result is positive if the convex area of the applicator when measuring the pH ofthe
sample is yellow, bluish-green or darker in color.

Results.

The results oftesting are provided in Table 2.

12
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W Table 2.
Sample Lot
20201028 20201029
pH: 4.4 5/5 pH 4.4 5/5pH 4.4
Control group pH: 4.7 5/5 pH 4.7 5/5 pH 4.7
pH: 5.5 5/5 pH 5.5 5/5 pH 5.5
Human protein pH: 4.4 5/5 pH 4.4 5/5 pH 4.4
Mucin-I/MUC-11 pH: 4.7 5/5 pH 4.7 5/5 pH 4.7
pg/ml pH: 5.5 5/5pH 5.5 5/5 pH 5.5
Conclusion.

The interfering substances do not affect the test results.

22.3. Repeatability and reproducibility studies.

Objective.

To confirm that the repeatability and reproducibility of the test meet the specified requirements.
Regulatory documents and compliance with their requirements.

Guidelines ofthe Food and Drug Administration (FDA) for in vitro diagnostic medical devices.
Guidelines of the National Medical Products Administration (NMPA).

This study complied with all the applicable laws and regulations.

Materials.

Precision panel for determination of pH in bacterial vaginosis (BV-pH); the pH value is
4.0,4.4,4.7,55, 7.0.

Note: The accuracy was determined using the solutions with a known amount of substance
prepared using the citric acid and disodium phosphate. All the values of the samples were
confirmed with a pH meter. 10 replications for each sample in accordance with the package insert
were tested. The results of studies are provided in Tables 4-1,4-2,4-3,4-5, 4-6,4-7,4-8, 4-9
pH-Balance FRAUTEST vaginal acidity test, lot number; 20180926,20181101,20181209.

Design ofstudies.
Testing ofthree different lots oftests with a BV-pH precision panel by three different operators
I in three different experimental locations. For each panel number, repeat 10 tests for each lot. 3
operators for reproducibility, 1 operator on 5 different days for repeatability. The test conditions
for repeatability and reproducibility are illustrated in Tables A-1, A-2 and A-3.

Table A-1. Operator 1at location 1.
Lots

Lot 1 Lot 2 Lots

Days

10 replications of 10 replications of 10 replications of
Day 1 each panel number each panel number each panel number

10 replications of 10 replications of 10 replications of
Day 2 each panel number each panel number each panel number

10 replications of 10 replications of 10 replications of
Day 3 each panel number each panel number each panel nimiber

10 replications of 10 replications of 10 replications of
Day 4 each panel number each panel number each panel number
Day 5 10 replications of 10 replications of 10 replications of
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Table A-2. Operator 2 at location 2.
Lots

Days Loti
Day 1 10 replications of

each panel number

Table A-3. Operator 3 at location 3.

Lots
Days Lot 1

Day 1 10 replications of

each panel number

Evaluation criteria.
Negative (-)

Name pH-Balance F
Number QD-RU-B-p
Version
Lot 2 Lot3
10 replications of 10 replications of

each panel number each panel number

Lot 2 Lot 3

10 replications
each panel number

of 10 replications of
each panel number

If the convex area of the applicator is yellowish-green when measuring the pH of the sample.

Positive (+)

The result is positive if the convex area of the applicator when measuring the pH ofthe

sample is yellow, bluish-green or darker in color.

Study criteria:

pH level color

pH 4.0 Yellow

pH 4.4 Yellow-green
pH 4.7 Dark yellow-green
pH 5.5 Blue-green

pH 7.0 Blue

result

-(30/30)
-(30/30)
+(30/30)
+(30/30)
+(30/30)

When testing the same sample, the results should not differ significantly for three different lots,
performed by different operators at different experimental locations. The accuracy is equal to or

greater than 95%.

Table 4-1. Test results. Operator 1, location 1. Lot: 20180926

Testl Test2
pH 4.0 Yellow Yellow
pH4.4 Yellow-green Yellow-green
pH 4.7 Dark yellow- Dark yellow-
green green
pH 55 Blue-green Blue-green
Day 1 pH 7.0 Blue Blue
Test 6 Test 7
pH 4.0 Yellow Yellow
pH 4.4 Yellow-green Yellow-green
pH 4.7 Dark yellow- Dark yellow-
green green
pH55 Blue-green Blue-green
pH 7.0 Blue Blue
Test | Test 2
Day 2 pH 4.0 Yellow Yellow
pH4.4  Yellow-green Yellow-green
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Test3 Test4 Testb
Yellow Yellow Yellow
Yellow-green Yellow-green Yellow-green
Dark yellow- Dark yellow- Dark yellow-
green green green
Blue-green Blue-green Blue-green
Blue Blue Blue
Test8 Test9 Test W
Yellow Yellow Yellow
Yellow-green Yellow-green Yellow-green
Dark yellow- Dark yellow- Dark yellow-
green green green
Blue-green Blue-green Blue-green
Blue Blue Blue
Test3 Test4 Testb
Yellow Yellow Yellow
Yellow-green Yellow-green Yellow-green
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pH 4.7
pH55
/ pH 7.0
pH4.0
pH 4.4
pH 4.7

pH 55
pH 7.0

pH 4.0
pH 4.4
pH 4.7
pH 5.5
Day 3 pH 7.0

pH 4.0
pH 4.4

pH 4.7

pH 5.5
pH 7.0

pH 4.0
pH 4.4
pH 4.7
pH55
Daya PH7O

pH 4.0
pH 4.4

pH 4.7
pH 5.5
pH 7.0

pH 4.0
pH 4.4
pH 4.7
pH 55
Day 5 pH 7.0

pH 4.0
pH4.4

pH47

pH55
pH 7.0

medical device

Dark yellow-
ereen
Blue-green
Blue
Test 6-

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue
Test |

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue
Test 6

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue
Test1

Yellow
Yellow-green
Dark ycllow-

green
Blue-green
Blue
Test6

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue
Test |

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue
Test 6

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue
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Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Name

Number
Version

Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

pH-Balancc FRAUTEST

OD-RU-B-pH
|
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Daric yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
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Table 4-2. Test results. Operator 1, location 1

pH 4.0
pH 4.4

pH 4.7
pH 55
Day 1 pH 7.0

pH 4.0
pH4.4

pH 4.7
pH 55
pH 7.0

pH 4.0
pH 4.4

pH47
pH 55
Day2  PH7O

pH 4.0
pH 4.4

pH 4.7
pH 55
pH 7.0

pH 4.0
pH 4.4

pH 4.7
pH 5.5
Day 3 pH 7.0

pH 4.0
pH 4.4

pH 4.7

pH 5.5
pH 7.0

pH 4.0
pH 4.4
pH 4.7

pH 55

Day 4 pH 7.0

pH 4.0
pH 4.4
pH 4.7
pH 55

medical device

Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test1l
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test6
Yellow
Yellow-green
Dark yellow-
green
Blue-green

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

Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
grecn
Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green

Name
Number
Version

Lot: 20181101

Test 3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Tests
Yellow
Yellow-green
Dark yellow-
©reen
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Tests
Yellow
Yellow-green
Dark yellow-
green
Blue-green

pH-Balance FRA

0D-RU-B-pH<5
Test4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test4 Testb
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green 1 green
Blue-green I Blue-green
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pH 7.0

pH 4.0
pH 4.4

pH 4.7
pH 55
Dey’5 pH 7.0

pH 4.0
pH4.4

pH 4.7

pH 5.5
pH 7.0

Table 4-3. Test results. Operator 1, location 1.Lot: 20181209

pH 4.0
pH 4.4
pH 4.7
pH55
Day 1 pH 7.0

pH 4.0
pH4.4

pH 4.7
pH 55
pH7.0

pH 4.0
pH 4.4
pH 4.7
pH 5.5
Day 2 pH7.0

pH 4.0
pH 4.4

pH 4.7
pH 55
pH7.0

pH 4.0
pH 4.4

pH 4.7

pH 5.5

Day3s  h70

pH 4.0
pH 4.4

pH 4.7

medical device

Blue
Test 1
Yellow
Yellow-green
Darkyellow-
green
Blue-green
Blue
Test6
Yellow
Yellow-green
Daric ycllow-
Rreen
Blue-green
Blue

Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test |
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
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Blue
Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green

Name
Number
Version

Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Tests
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green

pH-Balance FRAUTEST

OD-RU-B-pH
1
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5b
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow. Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
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pH 5.5
pH 7.0

pH 4.0
pH 4.4
pH 4.7
pH 5.5
Day 4 pH 7.0

pH 4.0
pH 4.4

pH 4.7

pH 5.5
pH 7.0

pH 4.0
pH 4.4
pH 4.7
pH 5.5
pH 7.0
pH 4.0
pH 4.4
pH 4.7

pH 5.5
pH 7.0

Blue-green
Blue
Test |
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Blue-green
Blue
Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 3
Yellow
Yellow-peen
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Blue-green
Blue
Test 4
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test9
Yellow
Yellow-green
Dark yellow-
green
1  Blue-green
Blue
Test 4
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test9
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Table 4-4. Test results. Operator 2, location 2. Lot: 20180926

pH4.0
pH 4.4

pH 4.7
pH 55
pH 7.0
pH 4.0
pH 4.4
pH47

pH 5.5
pH 7.0

Table 4-5. Test results. Operator 2, location 2. Lot: 20181101

pH 4.0
pH 4.4

pH 4.7

pH 55
pH 7.0

Test |
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test |
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
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Test2
Yellow
Yellow-green
Daik yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7

Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Tests
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test8

Test 4
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 9
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test 4
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test9

5 >a

* >H' N_|!>
= d&v

ﬁ A
|
<,I [3
s 4
Blue-ft®
Blue
Test5
Yellow N1
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 10
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test5
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 10
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Tests
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 10
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Tests
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 10
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pH 4.0
pH 4.4

pH 4.7

pH 5.5
pH 7.0

Table 4-6. Test results. Operator 2, location 2. Lot: 20181209

pH 4.0
pH 4.4

pH 4.7
pH 5.5
pH 7.0
pH 4.0
pH 4.4
pH 4.7

pH 55
pH 7.0

Table 4-7. Test results. Operator 3, location 3. Lot: 20180926

pH 4.0
pH 4.4

pH 4.7
pH 5.5
pH7.0
pH 4.0
pH 4.4
pH 4.7

pH 5.5
pH 7.0

Table 4-8. Test results. Operator 3, location 3. Lot: 20181101

pH 4.0
pH 4.4

pH 4.7
pH 5.5
pH7.0
pH 4.0
pH 4.4
pH 4.7

pH 5.5
pH 7.0

medical device

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue

Test |
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test 1
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 6
Yellow
Yellow-green
Dark yellow-
ween
Blue-green
Blue
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YcUow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test 2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test7
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test2
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 7
YeUow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Name

Number
Version

Yellow
Yellow-green
Dark yellow-

green
Blue-green
Blue

Test 3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test3
YeUow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

Test3
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue
Test 8
Yellow
Yellow-green
Dark yellow-
green
Blue-green
Blue

pH-Balance FRAUTEST

OD-RU-B-pH
1
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Test5
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test 4 Testb
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green grecn
Blue-green Blue-green
Blue Blue
Test 4 Tests
Yellow Yellow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
Test9 Test 10
Yellow YeUow
Yellow-green Yellow-green
Dark yellow- Dark yellow-
green green
Blue-green Blue-green
Blue Blue
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medical device Number OD-RU-B-pfl o A
Version
Table 4-9. Test results. Operator 3, location 3. Lot: 20181209
Test} Test2 Test3 Test4 Test5
pH 4.0 Yellow Yellow Yellow Yellow Yellow
pH 4.4 Yellow-green Yellow-green Yellow-green Yellow-green Yellow-green
oH 4.7 Dark yellow- Dark yellow- Dark yellow- Dark yellow- Dark yellow-
' green green green green green
pH 5.5 Blue-green Blue-green Blue-green Blue-green Blue-green
pH 7.0 Blue Blue Blue Blue Blue
Test 6 Test 7 Test 8 Test9 Test 10
pH 4.0 Yellow Yellow Yellow Yellow Yellow
pH 4.4 Yellow-green Yellow-green Yellow-green Yellow-green Yellow-green
Dark yellow- Dark yellow- Dark yellow- Dark yellow- Dark yellow-
pH 4.7
green green green green green
pH5.5 Blue-green Blue-green Blue-green Blue-green Blue-green
pH 7.0 Blue Blue Blue Blue Blue
Conclusion.

The tests showed the correct results for all the control samples. No differences in the results of
different tests for each lot, different lots of samples, different operators and different test locations
were observed. This indicates that both the repeatability and reproducibility among different lots
and operators have reached 100% which shows that the test meets the specified requirements.

23. Clinical efficacy characteristics.

Objective.

To confirm the diagnostic sensitivity and specificity of the test.

Regulatory documents and compliance with their requirements.

Guidelines for the use of in vitro diagnostic medical device prepared by the Food and Drug
Administration (FDA).

Guidelines prepared by the State Food and Drug Administration

This study complies with all the applicable laws and regulations.

Materials.
- The potential samples were collected at the Third Clinical Hospital of Hebei Medical University.
pH-Balance FRAUTEST vaginal acidity test, lot No. 20181209, date of manufacture: December
9,2018
- Bacterial vaginosis determination card (Amsel method) manufactured by Shenzhen
Shieraybayo-Tech Co., Ltd.
Lot No.: 20180629, expiration date: May 8, 2020

Study design.

I. Evaluation ofsamples collected from patients at the Third Clinical Hospital of Hebei
Medpcal University.

- Subjects were female patients who were hospitalized due to the discovery of a potential
gynecological infection;

- In total, about 105 samples were collected.

I1. Experts and clinical laboratories.

Third Clinical Hospital of Hebei Medical University.

I11. Requirements to samples.

All the samples were confirmed.

The samples had to be selected at random.

IV. Testing performance.
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Name pH-Balance FRAUTEST
Number OD-RU-B-pH
Version 1

optional documentation for in vitro diagnostic
medical device

- All the testing was performed by clinical specialists in each clinical laboratory according to
the manufacturer's instructions using the approved samples.

- Visual interpretation of the results of the pH-Balance FRAUTEST vaginal acidity test was
performed by an independent clinical specialist.

- The diagnostic center was obliged to sum up the results and send them to Atlas Link

Evaluation criteria.

The pH ofnormal vaginal discharge is between 3.8 and 4.5.

Results.

To carry out the correlation, 105 samples were taken. 51 positive samples and 54 negative
samples were confirmed using the bacterial vaginosis determination card (Amsel method)
manufactured by Shenzhen Shieraybayo-Tech Co., Ltd. These samples were randomly selected
and tested using the device for determining the vaginal acidity manufactured by ATLAS LINK.
The test results are provided in Table 5.

Table 5. Test results.

Results oftest performed using the comparison method
PH:40 PH:44 PH;47 PH:50 PH;53 PH:55 PH:7.0

Results of test performed PH: 4.0 17 2
using the test PH: 4.4 1 3
PH: 4.7 12 2
PH: 5.0 13
PH: 5.3 9
PH: 55 4
PH: 7.0 3
Total 18 36 14 15 9 6 3
Matching of the same results 90.5%
Matching within +/-1 percent 100%
Matching of positive results 98.0%
Matching of negative results 98.1%
Results.

The clinical evaluation was performed to confirm the clinical efficacy ofthe instrument for the
use ofpH-Balance FRAUTEST vaginal acidity test. In total, 105 samples were tested as the control
reagents using the bacterial vaginosis determination card (Amsel method) manufactured by
Shenzhen Shieraybayo-Tek Co., Ltd. the diagnostic sensitivity of which is 98.0%; diagnostic
specificity is 98.1%; overall compliance is 98.05%.

24. Biological reference interval for the use of medical device.
The biological reference interval is pH 4.0-7.0

25. Information about the limitations related to sample that may affect study results.
» Perform the test no earlier than 12 hours after sexual activity.

» Perform the test at least 12 hours after using vaginal medicines (vaginal suppositories, creams,
gels, etc.).

Perform the test only 3-4 days after the end of the critical days.
» Perform the test 15 minutes after urinating because leftover urine can lead to false test results.
» Do not wash or shower immediately prior the testing.
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. . L . . Name -
stional documentation for in vitro diagnostic pH-Balance FRAUTEST

medical device Number OD-RU-B-pH
Version 1
26. Warnings and/or special precautions for the safe disposal of medical device and its

accessories.
The used tests should be disposed as household waste.
The unused test due to the expiration date is disposed as household waste.
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HavveHoBaHve pH-Balance FRAUTEST
Howmep OD-RU-B-pH
Bepcysa 1

JKcnnyaTtauyoHHasa LOKYMeHTaums ans
MEAMLMHCKOro U3Aenus in vitro AMarHoCcTuKm

SKCMNYATAUNOHHAA AOKYMEHTALNA
MEAVWUWVMHCKOIO N3AENVA ANA ANATHOCTUKN IN VITRO

TecT g onpefeneHns ypoBHA KMCNOTHOCTKU Baranuw,a pH-Balance FRAUTEST

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

10.

12.

13.

14.

15.

16.

17.

HanmveHoBaHve pH-Balance F S’ t
AKcnnyaTalMoHHas JOKyMeHTauus Ans H OP-Kn-B-oil 0 S;
MeANLIMHCKOr0 M3AeNna in vitro AuarHocTuKu B:S::ZF; _n-B-p

COOEPXA1L1WE

HanmeHoBaHWe MegULMHCKOrO U3aenmns
MpounssoauTesb MeAULMHCKOrO U3Lenus
YNONHOMOYEHHbI NpeacTaBUTENb NPOU3BOAUTENSA
CBefileHVa 0 Ha3HaYeHUN MeJULIMHCKOT0 N3aenmns
4.1. Ha3HayeHVe MefUMLUWHCKOro nusgenus

4.2. OnvcaHue UeneBoro aHannTa ¢ ykasaHmem KayeCTBEHHOro, MoyKO/IMYeCTBEHHOIO
WNN KOMIMYECTBEHHOIO BUAA

4.3. Cneuudguyeckoe pacTpOMNCTBO, COCTOSHME UKW (PAKTOP puUcKa, A4NA 06HapYyXXeHwus,
onpegeneHns nan gughepeHUMpoBaHUa KOTOPOro npeAHasHa4eHo MeauLMHCKOoe
nsgenve

4.4, Tun aHanu3npyemoro obpasua

NHhopmayms o npegHazHavYeHn ans KIMHUYEeCKo nabopaTopHOW ANarHoCTUKN
PYHKLMOHaNbHbIE XapaKTEPUCTUKN N HAa3HAYeHWE MeULMHCKOT0 U3aenusa

OnucaHve nopsAgKa BbIMOMHEHNA TECTUPOBaHUA C NPUMEHEHNEM MEAULIMHCKOrOo 13aenus,
OMuncaHue peareHTOB, KaIMbpaToOpPOB U KOHTPO/IbHOTO MaTepuana

PUCKM NpYMEHEeHns MeAMLMHCKOro M3[enus, MNpOTMBOMOKa3aHUA, O0Xujaemble W
npefckasyemble Mo60oYHble 3NMEKTHI, CBA3AHHbIE C NPUMEHEHVWEM MEAULMHCKOIO U3fenms
Mo HasHa4YeHuno

MepeyeHb MaTepuanoB 1 cCneumnanbHbIX MaTepuanos, KOTOpble TpebyroTecs 415 NPOBEeLEHMS
TecTMpoBaHuA (aHann3a), HO He COZEP>KATCA B KOMIJIEKTE MOCTaBKU MeAULIMHCKOr0 U3fenus
TexHNYecKne XxapakTepuCcTUKN MeULMHCKOr0 N3fenus

OnucaHne NPUHALNEXHOCTEN, MeAULUHCKUX W3AeNUin WA WU3LeNNid, He SABNSAILLNXCS
MeLVNLNHCKUMMW, HO MPefyCMOTPEHHbIX /1 UCMONb30BaHNSA B KOMOUHALUN C MELNLNHCKUM
nspenviem

WNHdopmauma ana ngeHTnpukaumm MegnuUMHCKNX U3Lennuii ¢ Lenbto nonyyeHmns 6e3onacHom
KOMOVHauuM un (Unn) WHpopMaumio 06 W3BECTHbIX OrpaHWYeHUsX M0 COBMECTHOMY
MPUMEHEHVIO MeAULMHCKMUX U3Je/INIA N0 Ha3HAYeHUIo

WHopmauns o Haavumu B MEAULMHCKOM W3[eNvn IEKapCTBEHHOIO CpeAcTBa A/1d
MeJUUMHCKOr0  MPUMEHEHWs, MaTepuasoB XWBOTHOrO M (UIM)  YeNOBEYECKOro
MPOUCXOXAEHMS

NHpopmaums 0 XxapakTepucTnKax ctabmuibHOCTM MeAULMHCKOTO U3Lenns

14.1. Ycnosus TpaHCNOPTUPOBaHUS

14.2.  CpoOK rogHoCTN 1 YyCNOBUA XpaHeHUs

NHdopmaums o CTepuIbHOM COCTOAHMUN MELMLNHCKOTO U3LeNnsa, MeTOE ero cTepuavsanmm
M 0 NOPSIKe [ENCTBUIA B Cllyyae HapyLUEHWUs CTEPU/IbHOW YNaKOBKM

WHipopmauma o nopsgke 06paboTkn MeAWMLMHCKOro W3fenusa [Afs ero rnoBTOPHOro
MCMONb30BaHUA, BK/OYAasA OYUCTKY, Ae3NH(EKUMIO, YNakoBKY M Mpu HeobXoLMMOCTU
MOBTOPHYIO CTepuin3almio

WHdopmaunsa ans notpebuTeneinl MeAWMLMHCKOrO W3fenns 0 Mepax MpefocTOPOXHOCTH,
npeLnpUHNUMAEMbIX B Cllyvae He06X04MMOCTH, a TaKXXe 0 Mepax NPeAoCTOPOXHOCTYU U (UNKn)
Mepax, MNPeAnpPUHUMAEeMblX B OTHOLUEHWM MOTEeHUManbHO WH(EKUMOHHOIO MaTtepuana.
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HanmeHoBaHWe pH-Balance FRAUTEST
Howmep OD-RU-B-pH
Bepcus 1

SKCnNyaTaLyoHHas JOKYMeHTaLWs 4
MEAVLIMHCKOTO U3AeNMs in Vitro AMarHoCTUKN

cojepxxallerocs B MegULNHCKOM U3Aenni
WHhopmaums o npegHasHauyeHUM MeAULMHCKOrO Wu3fenus TO/IbKO 415 OLHOKPaTHOro
NPYMeHeHNA No HazHauYeHns

VHdopmauus 06 ycnoeuax, Heo6xoaumelx Ans céopa, 06paboTky 1 NOAroTOBKM 06pa3LioB,
[aHHble Mo CTabUNbHOCTY aHaNM3NpyeMblX 06pasLoB, B TOM YMC/IE YC0BUA U A/INTENIbHOCTb
XpaHeHWs,  YCNoBMA  TPaHCMOPTUPOBKM,  OrpaHWyeHWs N0  LUUKNaM  3aMOPO3KMU
(pasmopaxkmBaHus)

VH(opMaLms 0 NogroToBKe K MPMMEHEHUIO MO Ha3HaYeHWo, aKcnayaTaunm meguyMHCKoro
nsgenus

OnwucaHne npouenypbl TECTUPOBaHMA, BK/IKOYas pacyeTbl M UHTepnpeTalira pesynbTaToB
TECTUPOBaHWUA U, NP HeoOXOLMMOCTU, MH(OPMaLMIO O LeecoobpasHOCTU MPOBefeHNs
MOATBEPXKAAOLMX TECTOB

XapaKTepucTUKN aHaIUMTUYECKOM 3P(EKTUBHOCTM

22.1  YyBCTBMTENIbHOCTb

22.2. BnvsHWe nHTepdepmpyoLmx BELECTB

22.3.  WccnepoBaHue NOBTOPSEMOCTU U BOCNPOBOANMOCTM

XapakTepuUCTUKN KIMHNYECKOM 3(h(heKTUBHOCTM

Buonoruyeckuii peyepeHTHbIA MHTepBa NPUMEHEHNSA MELULMHCKOTO U3aenuns
WHpopmauns 06 orpaHuMyeHMsX, CBA3aHHbIX C MPO6OM, KOTOpble MOTFYT MOBAWATL Ha
pe3ynbTaTbl UCC/eA0BaHMSA

Mpeoynpexaeuws w (Man) cneymanbHble Mepbl MPeAOCTOPOXKHOCTA B OTHOLLUEHMM
6e30nacHon yTuamM3aumm MeLuLUUHCKOro N3aenns n ero NpUHaa/IeXXHocTein
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HanmveHosaHve pH-Balance F
JkcnnyaTaumMoHHas OKyMeHTauus 4ns

OKY! Howmep OD-RU-B-pH
t
MeANUMHCKOIro u3genns in vitro onarHoCTukn BepCVIFl

1. HaumeHoBaHWe MeAULMHCKOTO U3AeNns.
TecT Ana onpegeneHns ypoBHA KUCNOTHOCTY Bnaranmuwa pH-Balance FRAUTEST.

2. MpoussoanTenb MEAULIMHCKOTO U3AeNns.
Atlas Link (Beijing) Technology Co., Ltd., Room 811 Zeyang Plaza, No. 166 Fushi Road,
Shijingshan District, 100043 Beijing, PR of China.

3. YNONHOMOUYEHHbIN NpeacTaBUTENlb NPOM3BOANTENS.

OO6LLecTBO C OrpaHUMYeHHON OTBETCTBEHHOCTbIO «BOJIEAP». Appec: Poccusa, 15201, r.
Mocksa, Kawwnpckuini npoess, 4. 13, nomewenne XIV. Ten./¢akc +7 (495) 787-92-68, e-mail:
info@bolear.ru. www.bolear.ru.

4. CBefieHNs 0 HasHaYeHnn MeULNHCKOTO N3fenus.
4.1. HazHayeHWe MeSULNHCKOTO u3genus.

TecT npefHa3HayeH An8 KONMYECTBEHHOIO OMpeAeneHNs KUCNOTHOCTYN BRaravLLHON cepesbl
(pH BarnHanbHOM cpefbl).

4.2. OnucaHne ueneBoro aHasnTa C ykasaHMem Ka4eCTtBeHHOro, noaykKonan4yectsBeHHoOro
NN KonnyeCcTteeHHOro sunaa.

Kucnoe 3Hayenve pH Bnaranuwa ot 3,8 o 4,5 ABnfeTca OCHOBHbIM TpeboBaHMem [Ans
ONTUMANbHOTO ()YHKLMOHUPOBAHUS COBCTBEHHOW CUCTEMbI OpraHnM3ma /11 3alMThbl Bnaraamwa.
dTa cucTema No3BONAET IPPEKTUBHO M3b6exXaTb 0O6CEMEHEHWUA MmaToreHamMyv U BO3HWKHOBEHUA
BarvHabHbIX MH(eKUMiA. Hanbonee BaXKHOM 1 eCTECTBEHHOW 3aLLMTO OT Np0o61em BO BRaranvie
ABNIFETCA 3[0p0OBas BarvHanbHad Mmukpodsiopa. CyLlecTByeT MHOXECTBO (DAKTOPOB, KOTOpbIe
perynnpyrtoT coctaB M [AUHaMWUKY MWKPOOGHOM 3KOCMCTEMbI BRaraauwa u nNoaLepXusatoT
eCTEeCTBEHHbIe 3alMUTHblE PYHKUMK Bnaranmwa. O4HUM 13 BaXKHbIX (DaKTOPOB 3TOr0 AB/AKTCA
NakKrobakTepumm.

Mog BAuAHMEM NakTo6aKTepuii MrakoreH, BbIAENAOWMIACA BepXHell CTEHKOW Bnaranuwa,
pasnaraeTcs ¢ obpa3oBaHMEM caxapa F/HKO3bl, a 3aTeM MOMIOYHON KUCAOTbl. ITO NPUBOAMT K
TOMYy, 4YTO BO Bfaraiuvile obpasyeTcsa Kucnas cpefa Co 3HavyeHMeMm YpoBHA pH, 06bIYHO

4 coctasnawowem 3,8 - 45. Kucnasa cpefa BO Braranuuie o6pasyeT 3((eKTUBHYIO 3aLUUTY
CM3MCTON 060/104KN BRaranuila 0T NaTtoreHHbIX MUKPOOPraHn3MoB.

Huskuin pH onTumaneH ans pocTta nakTobak-
Tepuii, a BbICOKMI PH gns pocta naToreHHbIX

Nakro”™Krepun

AHaspo6HbIe GakTepunm (ClulnereYa vaginalis)
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A HavmeHoBaHue pH-Balance FRAUTEST
SKCMyaTaLVMOHHas JOKYMeHTaLus Ans Howe OD-RU-B-0H
MeJVLIMHCKOTO U3AEMNS iNn Vitro AnarHoCTUKM Bepcmz 1 P

OTKNOHeHUs pH B WENOYHYO CTOPOHY (60nee 4,5) ykKasbiBaeT Ha HapylleHuWe 6GanaHca
MUKPOMIOPbl BRaraivia n MOXeT SBAATbCA OAHMM W3  MOKasaTefiel pasBuMTUA  pucka

BRaraMLWHOM MHpekunn (Konbnuta/BarMHmMTa) Uam camoro pacnpocTpaHeHHOro 3aboneBaHuns -
6aKTepunanbHOro BarmHo3a.

B03MOXHbIMW NpUYMHAMW U3MEHEHUS YPOBHA pH Bnaranuiia aBnswTca:
* bakTepuanbHblii BarmHos;
* CMeLLaHHble UHPeKunn;
* 3aboneBaHus, nepeaatoLLmecs NofoBbIM MyTeMm;
*[pexx4eBpeMeHHbIN paspbiB MA0AHbIX 060104eK;
* [leuumnT 3CTpOreHa n neveHne aHTMOMOTUKAMN;
[ncbakTepnos KULLIEYHNKa;
* HekoTopble BWAbl KOHTpauenuuu: BHYTPUMATOYHbIE CMUpPanu, CPeacTBa, Cofepkallue
aHTUCENTUKN;
* MeHonaysa;
HenpasBunbHbIA UK Ype3MepHbI UHTUMHbIW YXO,
Ecnv pH B HOpMe, HO NPUCYTCTBYIOT XapaKTepHble CUMMTOMbI (3Yf4, XOKEHWe, BblAeneHus
6enoro LBeTa TBOPOXMUCTON KOHCUCTEHLMWN) AaHHbIE MPOSBAEHUS MOTYT ObiTb CUMMMATOMaMK
KaHAWA03HOro BarnHmTa (MonoyHmua).

YpoBeHb pH BraramLi
Ha PasHb X 3Tarnax XXV3HN XEHLLYHbI
=£8,0

mMnajeH4yecTBO AeTcTBO nybepTaT penpoAylW BHbIW Bo3pacT MeHonaysa
N 6epemMeHHOCTb

4-5 7 5-7 3,8-4,5 6-7

OranbIK/BHA

4.3. Cneyunduryeckoe pacCTpPOMCTBO, COCTOAHNE UNN (PAKTOP pUCKa, 4NA 0OHapY>KeHUs,
onpegenieHns Unn gudpepeHLnpoBaHnsd KOTOPOro npegHasHavyeHo MeAnLMHCKOE U3fenme.

. MpoBoauTe TecTppoBaHMe, He paHee, 4yeM 4Yepe3 12 4acoB MNOCNe CeKCyalbHOWA

aKTVUBHOCTMW.

. lMpoBoanTe TeCTUPOBAHUE HE MeHee YyeM Yepes 12 4acoB Nnoc/e NPUMEHEHNS BarMHa bHbIX

NeKapCTBEHHbIX CPeACTB (BarvHasbHbIe CYNMNO3UTOPUN, KPEMbI, Fenn 1 ap.).

. MpoBoAWTe TeCTMPOBaHME TONbKO Yepe3 3-4 [IHA NOC/e OKOHYaHWUA KPUTUYECKUX SHEA.

. MpoBoauTe TecTupoBaHMe 4epe3 15 MWHYT NOC/Me MOYEUCMYCKaHWsA, MOTOMY 4TO

OCTaBLUAACA MOYa MOXET MPUBECTMN K TOXHbLIM pe3y/ibTaTaM TeCTUPOBaHMA.

. He moiTech 1 He NpUHUMalTe AyLl HENOCPeLCTBEHHO Nepez NpoBeLeHNeM TeCTUPOBaHUA.
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HanmeHoBaHve pH-Balance F
Howmep OD-RU-B-
Bepcus

JKcnyaTayMoHHas JOKYMeHTaUms asis
MeAMLMHCKOTO U3aenus in Vitro AMarHoCcTUKU

Vcnonb3yiiTe Kaxapblil TeCT TONIbKO OAWH pas.
4.4. Tun aHanIM3MpPyemMoro oépasua.
TecT npegHa3Ha4yeH UCKIOYUTENBHO AN5 aHaM3a BarMHaIbHOMO CEeKpeTa.

5. HhopMaLmsi 0 NnpeaHasHavYeHn /151 KIIMHUYECKOW 1abopaTopHON ANarHOCTUKMN.
TecT ABNSAeTCA 04HOPA30BbIM MEAULMHCKUM U3LEeNVEM L1 CAMOCTOATE/IbHOW ANAarHOCTUKY B
MeLULNHCKUX YUPEXAEHNAX U JOMALIHNX YCNOBUSAX.
LieneBoii npouib NONb30BaHUS:
1) TN nonb30BaTeNs: XeHuwmHa, 6e3 cneynanbHOro o6pasoBaHus;
2) obpasoBaHue: creymanbHoe 06pa3oBaHme He TpedyeTcs;
3) 3HaHWe: YTeHMe 1 MOHNMaHWE eBPOMEN3NPOBAHHBIX apabCKnx Lndp;
4) IMHTBUCTUYECKOE MOHMMAaHWNE: YTEHNE UHCTPYKLUUW Ha PYCCKOM A3blKE;
5) onbIT: OMbIT He TpebyeTcs.

6. PYHKUNOHA/IbHbIE XapaKTePUCTUKM H Ha3HauYeHne MeANLMHCKOro n3genvs.

TecT npefHa3HayeH 419 KONMYECTBEHHOIO OMpefeneHns KACMIOTHOCTY BNaraiuwHoi cepespl
(pH BarnHanbHOW cpefbl). TecT A5 onpeAenieHns YPOBHSA KUCNOTHOCTM Bnaranvua pH-Balance
FRAUTEST —sBnseTca BCNoMOrate/bHbIM YCTPOWCTBOM A8 OMpeAeneHUs 3HaueHUs YpOoBHSA
pH, a He HaMume Kako-nmbo NHGeKLUn.

7. OnucaHve nopsgka BbINOSIHEHUS TECTUPOBAaHUSA C MNPUMEHeHVeM MeOULMHCKOro
n3aenusi, onnucaHne peareHToB, KA/IMGPATOPOB 1 KOHTPO.TbHbIX MaTeprasioB.

OnuncaHne NOCTaHOBKW TecTa.

MoAroToBKa K NPUMEHEHNIO.

1. BbIMOWiTE pyKKM Nnepej HayaioMm TeCTUPOBaHWS.

2. OTKpoiTe yNnakoBKY N N3BNEKUTE TECT M3 (h0/IbIMPOBAHHOIO NakeTuKa HernocpeAcTBeHHO
nepeg npoBedeHMeM TecTMpoBaHuMs. KacailTecb TecTa TONbKO B 061acTU KPYrnow PydKu.
M36eraiiTe KOHTaKTa 30Hbl pH-MHAMKATOpPA C XXMAKOCTAMMN.

lNprmeHeHKe.

1. Bo3bMmMuTe TeCcT 3a Kpyriyw pyyky O60/bWwWnM K
yKasaTe/lbHbIM nanbLaMun, Kak nokKasaHo Ha puc. 1, npyu 3Tom
OKOLWIKO C pH-MHAMKATOPOM Ha annaukaTope AO/MKHO ObiTb CO
CTOPOHbI yKa3aTe/lbHOro nasnbua. Ecnv Bbl MCNOMb3yeTe TecT
TakMm 06pa3oM, TO BbLUOSIHEHNE BYAET NPaBUIbHBIM.

2. CappTe, paccTaBMB KOMIEHW MW MOCTaBUB OAHY HOTY HAa CUAEHbE YHWTa3a WU APYryto
TBEPAYIO MOBEPXHOCTb.

3. CB06OAHOI pyKOIi OCTOPOXXHO pa3fBUHbLTE MOMOBbIE ryObl
1 aKKypaTHO BBeAUTE anninmkaTop BO BnaraamiLe, TOYHO TakK Xe,
KakK Bbl 6bl MCNO/b30BaM TaMNoH (puc. 2) Ha rnyebuHy 0Kono
2.5 CM, HO He rny6xxe, 4em obnacTb KpYrioi pyyku. BeegeHue
annankaropa LOo/MKHO ObITb NOMHOCTLIO 6€360/1e3HEHHBIM.
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HavnmeHoBaHVe pH-Balance FRAUTEST
Homep OD-RU-B-pH
Bepcus 1

3KcnnyaTaLyoHHas AOKYMeHTaLWs AN
MeAVLMHCKOTO M3AeNMs in Vitro AMarHoCTUKY

4. NerknMm HaXxxaTmem NpyXMUTE BBEAEHHYIO YacTb annimkatopa K 3afHel CTeHKe Bnaranmiia
(cTeHKa, KOTOpas Hanpae/eHa K NPSMOI KWLWKe) 1 nogaepxute B TeyeHne 10 ceKyHA, yTOoObl
PH-MHANKATOP XOPOLLO YBAAXHW/CA CEKpeTOM. [ocTaTO4yHOe CMavyMBaHMEe CEKPETOM O4YeHb
Ba)KHO 15 OLEHKM TecTa:

5. OCTOPOXHO M3BNEKUTE TECT M3 BRara/vLlia 1 OLeHnTe pesynbTrar.

OueHKa pe3ynbTaToB TecTa.

OueHunBaTb pesynbTaT crefyeT cpasy Nocne W3BAeYeHUS

TecTa M3 Bfaranuuia, NokKa 30Ha M3MEpPEeHMst elle BRaXHas.
CoOoTHecMTe LBET B 30He TECTMPOBaHMS C  LIBETOBOVA
KOMOPMMETPUYECKOW LUKaOM Ha YnakoBKe M3 (ofbrm u
BblbepuTe Hambosnee MOxXoxyw obnactb (puc.3). UeM TeMHee
LiBET B TECTOBOW 30He, TEM BbiLle pH.

N<«IMOKLIIrHBaMLIAA

06bIYHbIMMK 6bITOBLIMU oTXo4amun.

Pe3y/nbTaTbl TECTOB MOXHO 3aHOCUTb B CheuvanbHyr0 Tabnnuky NS AanbHeliLero
OTC/IEXUBaHWA YPOBHSA pH.

1 Mocne OUEHKM pe3ynbTaTa Bbl MOXeETe BbIOPOCUTL WCMOMb30BaHHbIA TecT BMeCTe C

TecTnpoBaHue 1 2 3 4 5
YpoBeHs pH

Ecnn pH-nHAMKaTOp He OKpacu/ics paBHOMEPHbLIM LBETOM MOC/e TeCTUPOBaHMUS, TO 3TO
CBUAETENbCTBYET O TOM, YTO TeCT Obf1 NPOBeAeH He AO/MKHbIM 06pa3oM. Bo3moXxxHas npuynHa
3aKnyaeTca B TOM, 4TO pH-uHAMKATOpP HEAOCTaTOYHO MPOKOHTAKTUPOBas C BarMHalbHbIM
CeKpeToM. PeKOMeHAyeTCA NOBTOPUTL TECTUPOBaHWE C HOBbIM TECTOM.

Ecnn ypoBeHb pH HaxoguTcs BHe HOPMaibHOrO AuanasoHa OAWMH pas, TO MOBTOpPUTE
N3MepeHne Ha CNeayoLmnin feHb.

Ecnn ypoBeHb pH CHOBa BbIXOAWT 3a paMKN HOPMbl, PEKOMEHYETCS 06paTUTLCS K Bpavy
ANS BbIACHEHWS NPUYUHBI NOBbILUEHHOTO 3HaYeHUs pH. MoMHWTe, YTO MHOrMe (hakTopbl MOryT
BPEMEHHO M3MEHWTbL YpOBeHb pH Bnaranuiia, He NPUBOASA K 3a60/1€BaHUIO.

Ecnn BO3HMKAOT cnegylolive CUMNTOMbI U ypoBeHb pH Bnaranviia CWIbHO MOBbILLEH,
cnepyet 06patuTbCA K Bpauy:

. KpoBoTeyeHue, BK/HOYaA KPOBAHUCTbIE BbILENEHNA (He B Nepnof MeHCTpyaumu);
. Mofo3peHne Ha BblfjefieH e OKONOMIOAHbLIX BOA;
. HOKeHMe npy MoYencnycKkaHum,
. 3y[ U XOKEHWe BO BnaraiuLe;
. YcuneHune BbILeNEHWNIA 1 NOSBEHNE «PbIGHOr0», HEMPUATHOIO 3anaxa.
8. PUCKN NPUMEHEHNA MEAULMHCKOro W3fenus, NPoTMBOMOKa3aHWUA, OXujaemble U

npeackasyemMbie N060YHbIE 3D (EKTbI, CBS3aHHbIE C MPUMEHEHNEM MeAULMHCKOTO U34enms
Mo Ha3HauYeHMIo.

. MpoBoAMTe TeCcTMpOBaHWe, He paHee, 4YeM 4epe3 12 4acoB MOCMe CeKCyaNbHOIA
aKTUBHOCTM.

. [NpoBoauMTe TECTMPOBAHME He MeHee Yem Yyepes 12 4acoB Noc/e NPpUMeHeHUs BarmHanbHbIX
NEeKapCTBEHHbIX CPEACTB (BarvHasbHbIe CYNMNO3NTOPUK, KPeMbl, renv v ap.).

. MpoBOAWTE TECTMPOBAHME TOMLKO Yepe3 3-4 [HS MOC/e OKOHYAHUS KPUTUYECKNX LHEA.
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. MpoBoanTe TecTMpoBaHMe 4epe3 15 MUHYT MOC/e MOYEUCNYCKaHUS, MOTOMY
0CTaBLUAACA MOYa MOXET MPUBECTU K JIOXHbIM pe3ynbrataM TeCTUPOBaHUA.
. He moliTecb 1 He NPpUHUMaiTe Lyl HEMNOCPeACTBEHHO Nepes NpoBeAeHEM TECTUPOBaHMS.
. Vcnonb3yiiTe KaXablii TECT TO/IbKO OAMH pas.
. TecT onpefensieT TO/IbKO M3MEHEHME YPOBHA pH, a He Hannyme Kakoin-nmbo nHgekuun.
. Kucnoe 3HauyeHne pH He saensetca 100% 3aWuTol OT MHMeKUMiA. Ecnn Bbl 3aMeTUNn
60/1€3HEHHbIE CUMMTOMbI, HECMOTPA Ha HOPMa/IbHOe 3HaYeHue ypoBHA pH, o6paTuTech K Bpauy.
. He ncnonb3yiiTe TeCT NoOC/e UCTEYEHUS CPOKa NOLHOCTM (CM. AaTy Ha ynakoBKe).
. He HaumHaliTe neyeHve [0 TOro, Kak He 06CyAnTe pe3ynbTaT TECTUPOBaHUSA C BPayoM.
. Ecnu TecT He mCronb3yeTcd AOMKHbIM 006pa3oM, 3TO MOXET MNPUBECTU K paspbiBY

[EBCTBEHHO MNEBbI Y XEHLUH, KOTOPbIE eLLe He ABNSAIOTCSA CEKCYallbHO aKTUBHbIMU.

9. lMepeyeHb MaTepuanoB M CHeLManbHbIX MaTepuanoB, KOTOpble TpebykTca ANns
npoBefeHNa TecTupoBaHusa (aHanusa), HO He COAepXaTcAd B KOMMeKTe MOCTaBKM
MeAULUMHCKOro U34enuns.

He TpebyeTcs.

10. TexHNYeCKMe XapaKTepUCTUKN MegNLMHCKOro U3aenums.

Tect pna onpefeneHus YpPoBHA KuUcnoTHocTM Bnaranmwa pH-Balance FRAUTEST
npeAcTaBnseT co60/ BarvHanbHOE YCTPOWCTBO annaukatop (puc.4) € NONOCOM M3MepeHus
YPOBHS pH, MHTErpupoBaHHOW B Hero. BarnHanbHoe yCTPONCTBO COCTOUT U3 KPYTOW PYKOATKM
N TpyOKM ans BBefeHns. C 04HON CTOPOHbI, HA KOHYMKe BCTABHON TPY6GKM PacrnonioXXeHOo OKHO, B
KOTOPOM pacnonoXeHa MHAMKATOpHasA 30Ha nNosiockl pH (30Ha M3MepeHns ypoBHSA pH).

Kpyrnas pyyka no3sonseT 6e30nacHO nNpukKacaTbCid K BarMHaabHbIM  YCTPOMCTBAM.
BarvHanbHOe ycTpoincTBO BBOAWUTCA Ha rny6uHy okono 2,5 cm (1 AtoiiM) BO Braranuiie, u 30Ha
M3MepeHns ypoBHS pH MArKO MpuXMMaeTca K 3afiHeli CTeHKe Bnaranuwia. 310 obecneyvBaeTt
KOHTaKT 30Hbl U3MepeHnst ypoBHS pH ¢ BarmHanbHbIM CeKpeToM. 3aTeM BarnHanbHOe yCTPOWCTBO
N3BNEeKatoT U3 BnaraauLla n CYNTLIBAKOT YpoBeHb pH.

PucyHok 4. TecT Ang onpefeneHunsa ypoBHA KUCIOTHOCTK Bnaranvwa pH-Balance FRAUTEST.

11. OnucaHune NpUHaLNEXHOCTEN, MEAULUHCKUX U3LENNIA NN U3LENNTA, He ABNALOLLNXCS
MEeAULMHCKUMU, HO NpPefyCMOTPEHHbIX ANA  WCNOMb30BaHMA B KOMOGMHauumM C
MeANLNHCKUM U3LeNNEM.

He TpebyeTcs.

30

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



SKCTYATALOHHAS! [OKYMEHTALA A7 HanmeHoBaHe pH-Ba\ance FRAUTEST
MEVLIMHCKOrO M3ENNA in Vitro AMarHoCTUKK g:sg; OD-RLi—B-pH

12. WNHdopmauys ona naeHTudmkaumm MeauUUHCKNX U3Zennii ¢ Lenbio NoslyvyeHus
Ge30MnacHoli KOMOMHauuu u (Uan) MHopMaUuio 06 W3BECTHbIX OrpaHMYeHnsax Mo
COBMECTHOMY MPUMEHEHVI0 MEANLMHCKMNX U3LEMWIA MO HAa3HAYEHWIO.

TecT He npefHasHayeH AN MPUMEHEHWUS B KOMOUHaUUW C LPYTUMU  MeLULUHCKUMU
N30eNAMU.

13. WHdopmaumns o HanMumMmM B MeAWLMHCKOM W3AeNnNN NEeKapCTBEHHOTO CpeacTBa Ans
MEAULIMHCKOTO TNPWMEHEHUs, MaTepuanoB XKUBOTHOFO U (MAM)  YeNOBeYEecKOro
MPOUCXOXKAEHMS.

TecT He COAePXXNUT NEKAPCTBEHHbIX CPEACTB, MaTEPUasioB XXUBOTHOTO 1 (1K) YeSI0BEYECKOTO
MPONCXOXAEHNS.

14. NH(hopmaumns o xapakKTepucTnkax ctabuibHOCTU MESULUHCKOTO U3Lenns.

14.1. YcnoBus TpaHCNOPTUPOBaHUA.

TpaHCnopTMPOBKa OCYLLECTBNAETCA /1t0ObIM  BMAOM TpaHCnopTa B COOTBETCTBUMM C
Tpe6oBaHMAMY MEPEBO30K, AENCTBYHOLWMX Ha TpaHCMopTe [aHHOro BuAa Mpu co6n0AeHUn
TeMnepaTypHoro pexunma ot +2®C fo +30°C B CyxOM, 3aliMLLIEHHOM OT MpPAMbIX COSIHEYHbIX
ny4yein n 3amep3aHua MecTe.

14.2. CpOK rofHOCTN W1 YCIOBUA XPaHeHUs.

CpoK rogHocTM 24 mecsua C Aatbl MPOW3BOACTBA MPX YCMOBUWM COOMIOAEHUS YCNOBUIA
XpaHeHMs W TpaHCMopTMpOBaHWA. TecT 3anpeLliaeTcs WCMo/Mb30BaTh MO WCTEYEHUIO CpOKa
roLHOCTMK.

XpaHUTb B 3amneyaTtaHHON ynakoBKe npu Temnepatype oT +2°C go +30°C B cyxom,
3allUMLLEHHOM OT MPAMbIX CONHEYHbIX Ny4eil. He 3amMmopaxuBaTs!

15. WHdopmaums o CTepUIbHOM COCTOSIHUM MeAULMHCKOTO W3Aenusi, MeTOAe €ero
CTEPUNM3ALUM 1 O NOPSAKE ACTBMIA B Cyyae HapyLIeHWs CTEPU/IbHON YNaKOBKMU.
TecT BbINYCKaeTCA B HECTEPU/IbHOM BUAE.

16. NHhopmaums o nopsigke 06paboTKM MeAULMHCKOrO M3aenvs Ans ero noBTOPHOro
MCNONb30BaHUA, BK/OYadA OYUCTKY, Le3MH(EKLMIO, YNakKOBKY M MpPU Heob6XOAUMMOCTU
MOBTOPHYIO CTEpUNM3aLunio.

TecT ABNAeTCA O4HOPA30BbIM MeAULMHCKUM U3Je/IMemM Nocne NpuMeHeHnUs yTUan3npyeTcs.

17.  WHdpopmayms gns  notpebuTenein  MeaUUMHCKOro  u3fenns o  Mepax
NPeaoCTOPOXHOCTU, NpPeAnpUHMMAaeMblX B CNydyae HeOBXOAMMOCTW, a TakXe 0 Mepax
MPeaoCTOPOXHOCTA W (MAK) Mepax, NPeanpUHMMAeMbiX B OTHOLUEHWMM MOTEHLMANbHO
WH(EKLMOHHOTO MaTepuana, CoaepXallerocs B MeAULMHCKOM WU3AeNNN.

. MpoBoanMTe TeCcTMpOBaHWE, He paHee, 4Yem 4yepe3 12 4acoB MOCNE CeKCyasibHOM

aKTMBHOCTW.

. lMpoBogunTe TeCTUPOBaHME He MeHee YeM yepe3 12 4yacoB nocsie NPUMEHEHNS BarMHaabHbIX

NeKapCTBEHHbIX CPeACTB (BarMHasbHble CYnno3nuToOpumn, KPeMbl, renun u ap.).

. MpoBoauTe TeCTUPOBaHUE TOMBKO Yepe3 3-4 [HSA NOC/e OKOHYaHWUA KPUTUYECKUX [HEN.

. lNpoBoguTe TecTupoBaHue uyepe3 15 MUMHYT nocfie MOYEUCMNyCKaHMsA, MOTOMY 4TO

OCTaBLLIAACA MOYa MOXKET MPUBECTU K NTOXHbIM pe3y/ibTaTam TeCTMPOBaHMS.

. He MoliTecb U He NPpUHMMaiiTe Ayl HEMOCPEeACTBEHHO Nepes NPOBeAEHNEM TECTUPOBAHNS.
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3KCI'IJ'IyaTaLI,VIOHHaH ANOKYMeHTaumAa ana HavmeHoBarie pH-Balance
MeJMLIMHCKOrO U3Aenns in Vitro AnarHocTUKM Howmep OD-RU-B-
Bepeust a §
. cnonb3yiiTe KaXXAbliA TECT TO/IbKO OAMH pas.
. TecT onpefenseT TONbKO MU3MeHeHMe YPOBHA pH, a He Halumne Kakor-nm60 NHGeKLuK;
. Kucnoe 3HaueHne pH He sBnsetcs 100% 3awmToi OT MHGeKuniA. Ecnu Bbl 3aMeTUAM
60/1e3HEHHbIE CUMNTOMbI, HECMOTPS HAa HOPMaslbHOe 3Ha4YeHMe YPoBHS pH, obpatuTech K Bpayy.
. He ncnonb3yiiTe TeCT NOC/e UCTEYEHUSA CPOKa FOAHOCTY (CM. AaTy Ha YNakoBKe).
. He HaumHaiiTe neyeHne Ao TOro, Kak He 06CcyanTe pesynbTaT TECTUPOBAHMUS C BPayoM.
. Ecnn TecT He mcnonb3yeTcs [O/MKHbIM 06pa3oM, 3TO MOXET NPUBECTM K paspbiBY

,U,EBCTBEHHOIZ NAeBbl y XXEHWWH, KOTOPbIE eLle He ABNAKTCA CEKCYa/lbHO aKTUBHbLIMW.

18. IHchopMauusi o NpeAHasHa4YeHN MeANLMHCKOTO U3AeNnNst TOSTbKO /151 OAHOKPATHOro
NPUMEHEHMS MO Ha3HAYEHWS.
TecT npeaHa3HauyeH AN 04HOPA30BOro NPUMEHEHNS.

19. VIHdhopmaymsa 06 ycnoBusix, HEOBXoANUMbIX ANns cbopa, 06paboTKM U NOoAroTOBKM
06pa3uoB, AaHHbIe N0 CTabU/IbHOCTU aHa/IM3MPYyeMbIX 06pasLoB, B TOM 4YMC/e YC/10BUSA Y
O/INTENIBHOCTb  XpaHeHUsl, YC/0BUS TPaHCNOPTUPOBKW, OrpaHUYeHuUs Mo uukiam
3aMOpPO3KM (pa3MopaxXnBaHns).

TecT NpegHa3HayvYeH UCKNKYUTENBHO AN aHan3a BarmHaibHOro Cekpera.

20. WHbopmauyss 0 NOAroTOBKE K MPUMEHEHMIO MO Ha3HauyeHWUHo, JKcnsyarauuu
MeOULMHCKOro U3Oenns.

1. BbIMOIiTe pyKu nepes Ha4yanoM TeCTUPOBaHWS.

2. OTKpOiTe ynakoBKY ¥ M3BNEKUTE TeCT M3 PONbIMPOBAHHOIO NakeTMKa HeMmoCPeLCTBEHHO
nepes nposefeHWeM TecTupoBaHusA. KacailTecb TecTa TO/bKO B 061aCcTU KPYIr/OW PYyYKM.
W36erainTe KOHTaKTa 30HbI pH-MHAMKATOPA C XUAKOCTAMU.

21. OnucaHve npoueaypbl TeCcTUpPOBaHWUA, BK/IKOYas pacyeTbl W UMHTepnpeTauum
pe3y/ibTaToB TECTUPOBAHUA W, NP HEOOBXOAMMOCTU, UHOPMALMIO O Lies1iecoobpasHoCTU
NpoBeAeHNs NOATBEPXAAtOLLMX TECTOB.

MpumeHeHve.

1. Bo3bMuTE TECT 3a KPYrayw pydyky 60nblwimMM 1
yKasaTe/lbHbIM MasibLaMu, Kak NnokasaHo Ha puc. 1, npu atom
OKOLUKO C pH-MHAMKATOPOM Ha anmninkaTtope LO/HKHO 6biTb CO
CTOPOHbI yKasaTefbHOro nanbua. Ecnm Bbl ucnonb3yete TecT
TakMMm 06pa3oMm, TO BbINONHEHWNE BYAeT NPaBUIbHbIM.

2. CagpbTe, pacCTaBMB KOMEHW WX MOCTaBMB OfHY HOTY Ha CUEHbE YHWUTa3a UK Apyryto
TBEP/YH MOBEPXHOCTb.
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HammeHoBaHWe pH-Baiance FRAUTEST
JKcnnyaTaunoHHas JOKyMeHTaumsa 4ns

MEAMLMHCKOrO U3enus in Vitro AnarHoCTUKM Howmep OD-RU-B-pH
Bepcus 1
3. CB0OO/HOV pyKOIi OCTOPOXXHO pa3fBUHbTE NONOBbIE ryObl

1 aKKypaTHO BBEAMTE annavMKaTop BO Bnaranuiie, TOYHO TakK Xe,
KaK Bbl Obl MCNONBL30BaM TAMMOH (pUC. 2) Ha rnybuHy OKO/o
2.5 cM, HO He rny6xe, Yem 06/1acTb KPYrnoin pyyku. BeegeHue
annankatopa LOMHKHO ObITb MONHOCTHI0 6€360/1e3HEHHbIM.

4. JTerKUM HaXXaTeM NPMKMUTE BBEAEHHYHO YacTb anninmkaTopa K 3afjHeli CTeHKe Baranmia
(cTeHKa, KOTOpas HanpaBneHa K NPSAMON KULLKe) U noagepxute B TeyeHne 10 cekyHA, yYTOOLI
PH-MHAMKATOP XOPOLLO YBNKHWUACA CEKPeTOM. [locTaTO4yHOe CMaduMBaHWE CEKPETOM O4eHb
BaXKHO [/19 OLEHKM TecTa.

5. OCTOPOXHO M3B/EKNTE TECT U3 BNarasmwa n OLeHnTe pesynbrar.

OueHkapesyibTaTOB TecTa.

4 OueHuBaTb pe3ynbTaT crefyeT cpasdy nocfie W3BAeYeHUs
TecTa M3 Bnaraauuia, NokKa 30Ha WM3MEPEHUs elle BaXHas.
CooTHecuTe UBET B 30HEe TECTMPOBaHWS C  LIBETOBO
KOMIOPUMETPUYECKON L KaNoh Ha YnakoBke W3 (onbrn 1
BblbepuTe Hambosiee NOXOXyto o6nacTb (puc.3). Uem TeMHee
LIBET B TECTOBOI 30He, TeM Bblille pH.

Mocne OLEHKM pe3ynbTaTa Bbl MOXETe BbIGPOCUTb WCMOMb30BaHHbIA TeCT BMeCTe ¢
06bIYHbIMY BbITOBBIMU OTXOAAMM.

Pe3ynbTaTbl TECTOB MOXHO 3aHOCWTb B CreLuasbHYyl Tabiuuky A1 AanbHeiLuero
OTCNeXMBaHUS YPOBHS pH.

TecTupoBaHue 1 2 3 4 5
YposeHb pH

Ecnn pH-nHAMKaTOp He OKpacu/ca paBHOMEPHbLIM LBETOM MOCAe TeCTMPOBaHMS, TO 3TO
CBUAETENbCTBYET O TOM, YTO TecT OblN NMPOBEAEH He AO0/MKHbIM 06pa3oM. Bo3moXKHas npuynHa
3aK/oyaeTcs B TOM, 4YTO pH-UHAMKATOP HE[OCTATOYHO MPOKOHTAKTUPOBa C BarMHa/lbHbIM
CeKpeToM. PeKoMeHAyeTCA NOBTOPUTL TECTUPOBaHME C HOBbIM TECTOM.

Ecnn ypoBeHb pH HaxoguTcs BHe HOPMa/bHOrO AuanasoHa OAMH pa3, TO NOBTOpUTE
M3MepeHue Ha Cnefyownia aeHb.

Ecnun ypoBeHb pH cHOBa BbIXOAUT 3a paMKU HOPMbI, peKOMeHAYeTCH 06paTUTLCA K Bpady
AN BbIACHEHUS MPUYUHBI MOBLILEHHOrO 3HavyeHus pH. MoMHUTE, YTO MHOTMe (hakKTopbl MOTYT
BPEMEHHO U3MeHUTb YpoBeHb pH Bnaranuila, He NpUBoAA K 3a60/1eBaHMIO.

Ecnn BO3HMKAKOT cnefytowime CMMNTOMbI M ypOBeHb pH Bnaranuwia CubHO MOBbILLEH,
cneflyeT 06paTUTLCA K BpaYy:

. KpoBoTeueHue, BKOYaA KPOBAHUCTbIE Bblle/leHUs (He B Nepnoj MeHcTpyaumm);
. lMoao3peHmne Ha BblgefieHne OKONOMI0AHbIX BOL,

. XOKeHve npu MoYencnycKaHuu;

. 3y U XOKEHWE BO BRarauie;

. YcuneHvie BbleNeHNIA U NOSIBNIEHNE «PbIGHOT0», HENPUATHOTO 3anaxa.
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v/Ii N

HavmeHoBaHue pH-Balance "
3KennyaTaumMoHHas JOKYMeHTaLNs Ans
MeAMLIMHCKOrO U3Aenus in Vitro 4UarHoCTUKM Howmep oA
Bepcus 1

22. XapaKTepUCTUKN aHaSINTUYECKOW 3DGIEKTUBHOCTH.

22.1. YyBCTBUTENILHOCTb.

Llens.

MpoBepuTb CNOCOGHOCTL TECTa 06ECMeUNTb TaKYH XKe YyBCTBUTE/IbHOCTb, KaK NPeL3noHHas
naHens BV-pH (pH 4.0 unu pH 4.4).

HopmMaTuBHbIe JOKYMEHTbI U COBNOAEHNE NX TPeboBaHWii.

PYKOBOACTBO MO WCMNOMb30BaHWIO MEAMUUHCKOro u3genus Ansa AMarHoCTUKM in Vitro,
MoAroToB/IeHHOE Y NpaB/ieHVeM N0 KOHTPO/IO KavyecTBa NMULLEBbLIX NPOAYKTOB Y MeLMKaMEHTOB.

PykoBoacTBO, NMOArOTOB/MEHHOE [OCYAapCTBEHHLIM YMpPaB/iEHWEM MO KOHTPOJIO KayecTsa
MeAVKAMEHTOB W NPOAYKTOB MUTaHUSA

HacTosllee nccnegosaHe COOTBETCTBYeT BCeM MPUMEHUMbIM 3aKOHaM U npasuiam.

MaTepuanbl.

- MNpeunsnoHHaa naHens BV-pH, yposHu pH 4.0,4.4,4.7, 5.5, 7.0.

MpumeyaHme: TOYHOCTb ONpesensnu ¢ NOMOLL b0 A06aBNeHNs pacTBopa, NPUroTOBNEHHOIO 13
NMMOHHOW KMCNoTbl. Bce o06pasubl 6binn nogTeepXxAeHbl pH-meTpoMm. WcnbitbiBain 10
MOBTOPEHUIA AN KaXKAoro obpasua B COOTBETCTBUM C BKNaAblLLIEM B YNakoBKe. PesynbTatbl
MpeacTaBneHbl HUXE.

- TecT Ans onpefeneHns ypoBHA KMCNOTHOCTK Bnaranuwa pH-Balance FRAUTEST.

Howmep naptuun: 20180926, 20181101, 20181209.

- KapTa 06HapyXeHuns 6aktepnanbHOro sarmHosa (Metog AmMcens) Npou3BoACTBa
«L3HbYWK3IHb Ckuapnbuo-Tek Ko., SITa».

Howmep naptumn: 20180629, gata ncteyeHumsa cpoka rogHocTu: 08.05.2020.

MnaH nccnegoBaHus.

MposepbTe 06pasubl Ha ypoBHW pH 4.0, 4.4, 4.7, 5.5, 7.0 ¢ 3 pa3nUUHbIMX NapTUAMMW,
ucnblTaHna nostoputb 30 pa3 [ANs  Kaxgoro o6bpasua. 3anuMcaHHble [ANs NPOBEPKU
YyBCTBUTENIbHOCTU pe3y/nibTaTbl JO/MKHbI ObITb TaKUMWU XKe, KaK A1a CTaHZapTHOM naHenn u
KOMMEPYECKOro TecTa.

KpuTepuu oLeHKu.

OTpuuartesibHbIn (-)

Ecnu Bbinyknasa 30Ha u3MepeHus pH Ha annivkarope npu Bo3geicTemm obpasa
npuobpeTaeT UCTALLKOBBINA LBET. Pe3ynbTaT 0TpMuaTe/ibHbIN.

MonoXnTenbHbIi (+)

Ecnwv BbiNyknas 30Ha n3MepeHunsi pH Ha annivkaTtope npu Bo3AenicTBMM o0bpasua
npuobpeTaeT XenTblid, roflyboBaTo-3e/1eHbIN NN TEMHO-3€/1eHbIV LBeT. PesynbTar
MOMOXUTENbHbIN.

KpuTepun aHanMTUYecKoli 4yBCTBUTENbHOCTY:

ypoBeHb pH uBeT pesynbTat
pH 4,0 Xentbliit -(30/30)
pH 4,4 YKenTo-3eneHbii -(30/30)
pH 4,7 TeMHbI XeNnTo-3eNeHblit +(30/30)
pH 5,5 CuHe-3eneHblit +(30/30)
pH 7,0 CuHWMiA +(30/30)
PesynbTaThl.

Pe3ynbTaTbl TECTUPOBAHUS NPeACTaBNeHbl B Tabnmuax 1-2.
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HanmeHoBaHune pH-Balance FRAUTEST
Howmep OD-RU-B-pH
Bepcusa 1

JKCn/yaTalnoHHas AOKYMeHTauus s
MeAWLMHCKOro U3fenns in vitro AuarHoCTUKY

Tabnuua 1. TecT 4nsa onpefeneHns ypoBHA KMCNOTHOCTKM Bnaranuwa pH-Balance FRAUTEST

YPOBEHb naptua: 20180926 naptua: 20 81101 naptua: 20 81209
pH uset pe3ynbTaT uBet pe3ynbTar uset pesynbTart
pH 4,0 XenTblii -(30/30) XKenTblii -(30/30) XKenTblii -(30/30)
pH 4,4 )Kento-3eneHblin -(30/30) >Kento-3eneHblit  -(30/30) >Kento-3eneHblii  -(30/30)
pH 4,7 TeMHbIN )K(-iI'ITO- +(30/30) TeMHbIN )KevJ'ITO- +(30/30) TemHbIN )KeU]'ITO- +(30/30)
3e/eHbIin 3€e/1eHbIN 3€e/eHbIi
pH 55 CuHe-3eneHblii  +(30/30) CuHe-3eneHblii  +(30/30) CwuHe-3eneHblid  +(30/30)
pH 7,0 CuHwniA +(30/30) CuHwia +(30/30) CuHwii +(30/30)
3aknoyeHme.

TecT ana onpegeneHns ypoBHA KUCNOTHoCTK Bnarannwa pH-Balance FRAUTEST cnocobeH
NOEHTUMULMPOBATL BCe MOMOXKUTE/bHbIE 06pa3Lbl 1 NMOKa3blBaTb TaKyto Xe YyBCTBUTENbHOCTD,
Kak CTaHfapTHas naHeNb, BKAOYaloLWas npeumsnoHHyto naHens BV-pH (pH 4,0 unn pH 4,4) n
KOMMepYecKmnii TecT. JIOXKHONONOXUTE/IbHbIX Pe3ynbTaToB He Hab/1toA4anoch.

22.2. BnusaHune nHTepdepmpyowmx BeLecTs.
HopMaTuBHbIE LJOKYMEHTbI U COBNOAEHME UX TPebOBaHMIA.
PYKOBOACTBO MO MCNOJ/Ib30BAHUO MEAWUMHCKOrO u34enusa ANnd AMAarHOCTUKKM in  Vitro,
NMOArOTOB/IEHHOE Y NpPaBieHMEM MO KOHTPOJIO KavyecTBa NULLEBLIX MPOAYKTOB N MEAUKAMEHTOB.
PyKoBOACTBO, MOArOTOB/EHHOe [0CYyAapCTBEHHbLIM YMpPaBNeHWEM MO KOHTPOJIO KayecTsa
MeAVKAMEHTOB 1 MPOAYKTOB NUTaHNA
HacTosLee nccnefosaHne COOTBETCTBYET BCEM MPUMEHUMbIM 3aKOHaM W Mpasuiam.
MaTepuansl.
e TecT gna onpefeneHnsa ypoBHA KUCNOTHOCTY Bnaranuwa pH-Balance FRAUTEST
Howmep napTtun: 20180926,20181101.
» O6pasubl c pH 4.4,4.7 n 5.5.

*  Yenoseueckunit 6enok MyumH-1/MUC-I (Mucin-1/MUC-1)

MnaH nccnegosaHus.

TecTupyemoe u3genne OUEHWBaIM C UCNOMb30BaHWEM 006pasLoB U3 ABYX pa3HblX NapTui.
TecTmpyemble nsgenusa 6bin NpoaHaM3npoBaHbl C MCNONb30BaHMEM 06pa3uoB ¢ pH 4.4, 4.7 un
5.5 1 yenoBeyecknii 6enok MyumH-1/MUC-1 1 mkr/mn. TecTupoBaHMe NOBTOPSAIN NATb pa3 Ans
Kaxoro obpasua. McnbiTaHUs MpPOBOAWMANCH COrNIaCHO WMHCTPYKLUMU-BKNAAbIWY. Pe3ynbTathbl
nccneaoBaHuUii NpeacTaBneHsl B Tabnuue 2.

KpuTepun oueHKu.

OTpuuaTtenbHbliin (-)

Ecnu Bbinyknaa 30Ha annaukatopa npu namepeHun pH obpasLia MMeeT >XeNnToBaTo-3eEHbIi
LBeT.

MOoNoXUTENbHbIN (+)

Pe3ynbTaT NONOXMUTENbHBINA, eCy BbINyKas 30Ha annavkaTopa npy usmepeHun pH obpasua
MMEET XEeNTbliA, rosy6oBaTo-3e/eHbI UK 60/1ee TEMHbIN LBET.

PesynbTaThl.

PesynbTaTbl TECTUPOBAHNS NPeACTaB/eHbl B TabiuLe 2.
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€S 1
[ a
HanmeHoBaHue pH-Balance Fl 5
SKCMyaTalMoHHasA AOKYMeHTaLus Ans N
MeaULIMHCKOTO U3MeNA in Vitro AMarHoCTUKU Homep OD-RU-B- N
Bepcus "
/AN N
Tabnuua 2.
MapTtna
Obpasey 20201028 20201029
KOHTOO ML pH: 4.4 5/5 pH 4.4 5/5 pH 4.4
: pnna pH: 4.7 5/5 pH 4.7 5/5 pH 4.7
Py pH: 5.5 5/5 pH 5.5 5/5 pH 5.5
Uenoseyeckuii pH: 4.4 5/5 pH 4.4 5/5 pH 4.4
6enok MyumH- pH: 4.7 5/5 pH 4.7 5/5 pH 4.7
1/MUC-1 1 mKr/mn pH: 5.5 5/5 pH 5.5 5/5pH 55
3aknoyeHue.

NHTepdeprpytoLme BeLLLECTBA HE OKa3blBaKOT BIMAHUSA Ha pe3y/bTaTbl TECTUPOBaHMS.

22.3. WccnepoBaHnsa NoBTOPAEMOCTM W BOCNPOU3BOLMMOCTMU.

Llenb.

MoaTBepAuTb, UTO MOBTOPAEMOCTb W BOCMPOU3BOAMMOCTL ANA  TecTa OTBevaloT
npeabaBASeMbIM TPpeb0oBaHUAM.

HopmaTuBHbIE LOKYMEHTbI 1 COBMOAEHNE NX T PebOoBaHWIA.

PYKOBOACTBO MO MeAMLMHCKUM W3LenuaMm [N AUarHOCTMKKM in Vvitro YnpasfieHus no
CaHUTapPHOMY HaJ30pYy 3a Ka4eCTBOM NULLEBbLIX MPOAYKTOB U MegmKameHToB (FDA).

PykoBoactBo HauMoHanbLHOro YynpasneHUa Mo U3genmaMm  MeAuLUMHCKOro HasHauvyeHus
(NMPA).

[aHHOe nccnefoBaHe COOTBETCTBOBA/IO BCEM AEMCTBYIOLUM 3aKOHAM W perfiaMeHTam.

MaTepuansl.

e [peunsnoHHas naHenb gna onpegeneHvs pH npu 6aktepuansHoM BarumHose (BV-pH);
3HayeHue pH coctasnset 4.0,4.4,4.7, 5.5, 7.0.

MprvmMeyaHye: TOYHOCTL OMpefensnacb ¢ NOMOLLLIO PacTBOPOB C M3BECTHbLIM KO/MYECTBOM
BeLecTBa, NPUrOTOB/IEHHbIX C UCMO/b30BaHWEM IMMOHHOM KUCMOTLI U AuHaTpuindochara. Bee
3HayeHNs o06pasyoB OblM nogTBepXAeHbl pH-meTpoMm. WcnbiTbiBaiv 10 MNOBTOpeHWA Ans
Ka4oro obpasuya B COOTBETCTBUM C BKMagbllleM B YNakoBKe. Pe3ynbTaTbl MCCef0BaHWiA
npeacTasneHsbl B Tabnuuax 4-1,4-2,4-3, 4-5,4-6,4-7,4-8, 4-9

e TecT gnga onpefeneHna ypoBHSA KUCNOTHOCTK Bnaranvwa pH-Balance FRAUTEST, Homep
naptnmn:20180926, 20181101, 20181209.

MnaH nccnegoBaHuid.

VcnbiTaHMs TpexX pasnyHbIX NapTUiA TECTOB C MOMOLLbI MPELM3nMoHHOM naHenn BV-pH
TpeMSA pasINYHbLIMKU onepaTopamMm B TPeX PasMUHbIX IKCNEPUMEHTaIbHLIX MecTaX. [N KaXkgoro
HOMepa naHenn nosTopuTe 10 TecTOoB AN  KaxAohW naptun. 3 onepaTtopa Ans
BOCMPOM3BOAMMOCTHU, 1 onepaTop B 5 pasHbIX AHEN 415 NOBTOPSEMOCTMW. Y CIOBUS UCMbITAHUI
419 MOBTOPSEMOCTM 1 BOCNPON3BOAMMOCTM NPOUINIOCTPUPOBaHbI B Tabnnuax A-1, A-2 n A-3.
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HanmeHoBaHMe
TauMoHHasA JOKYMeHTaunsa ansa

HEKOro n3genna invitro ANarHoCTUKun

Homep
Bepcus

Tabnuya A-1. Ong)atop 1B MecTe npoBefeHus L

LHW
JeHb 1

JeHb 2
JeHb 3
JeHb 4

JeHb 5

OHun
Oenb 1

MapTun

MapTmm

Maptna 1

10 NOBTOPOB KaXKA0ro
HOMepa naHenu
10 NOBTOPOB KaXoro
HOMepa naHesnu
10 NOBTOPOB KaXKA0ro
HOMepa naHenu
10 NOBTOPOB KaXaoro
HOMepa naHenu
10 NOBTOPOB KaXKA0ro
HOMepa naHenu

MapTtuna 1

10 noBTOPOB KaXoro
HoMepa naHenn

MapTtusa 2

10 NOBTOPOB KaXAoro
HOMepa naHenu
10 NoBTOPOB Kaxaoro
HOMepa naHenu
10 noBTOPOB KaXKA0ro
HOMepa naHenu
10 NOBTOPOB Kaxaoro
HOMepa naHenun
10 NOBTOPOB KaXKaoro
HOMepa naHenu

MapTtuns 2

10 NOBTOPOB KaX0oro
HoMepa naHenu

Tabnuua A-3. Onepatop 3 B MecTe NpoBeaeHuns 3.

OHun
JeHb 1

MapTun

MapTtuna 1

10 NOBTOPOB KaXkaoro

HOMepa naHenn

MapTtuna 2

10 NOBTOPOB KaX40ro
HoMepa naHenn

pH-Balance FRAUTEST
OD-RU-B-pH

1

Maptna 3

10 noBTOPOB KaXaoro
HOMepa naHesnu
10 NOBTOPOB KaXKaoro
HoMepa naHenu
10 NOBTOPOB KaXaoro
HOMepa naHenu
10 NOBTOPOB KaXkAoro
HoMepa naHenu
10 NOBTOPOB KaXKA0ro
HOMepa naHenu

MapTtua 3

10 NoBTOPOB KaXkaoro
HoMepa naHenn

Maptua 3

10 NOBTOPOB KaXk0ro
HOMepa NaHenw

KprTepun oueHKuw.

OTpuuatenbHbli (-)

Ecnwu BbiNykas 30Ha annavMkaTopa npy nsmepeHunn pH o6pasia MMeeT XXeNToBaTO-3eNEHbI
LiBET.

MonoXntenbHblii (+)

Pe3ynbTaT MONMOXMWTE/bHbINA, €CMIN BbIMyKNaa 30Ha annimkaropa npu n3mepennn pH obpasua
MMEEeT XeNTblIi, rony6oBaTo-3eNeHblii Uy 601ee TeMHbI LBET.

KpuTtepumn nccnefosaHus:

ypoBeHb pH uBet pesynbTart
pH 4,0 XKenTblii -(30/30)
pH 4,4 XKenTo-3eneHsbii -(30/30)
pH 4,7 TeMHbIN XXeNTo-3eMeHbli +(30/30)
pH 5,5 CuHe-3eneHblin +<30/30)
pH 7,0 CuHuit +(30/30)

Mpu TECTMPOBaHWM OAHOIO M TOro Xe 06pasla pe3ynbTaTbl HE [AO/MKHbI CYLLECTBEHHO
OTANYATCA ANS TPEX PasfMyHbIX NapTWii, BbINOMHEHHbLIX PasHbIMK OnepaTopaMu B pasHbIX
3KCnepuMeHTaNbHbIX MecTax. TOYHOCTb paBHa UK 6onblue, Yem 95%.
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HavnmeHoBaHWe

SKCnNyaTaLyoHHast JOKyMeHTaLms Anis
MEAULIMHCKOTO U3ANMS in Vitro AMarHoCTUKY

Howmep
Bepcus

pH-Balance

OD-RU-B

Tabnuua 4-1. PesynbTathl ucnbiTaHuii. Onepatop 1mecTto nposefeHus 1 MapTtus: 20\

pH 4,0
pH 4,4
pH 4,7
pH 55
JeHb 1 pH 7.0

pH 4,0
pH 4,4

pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7
pH 55
JeHb 2 pH 7.0

pH 4,0
pH 4,4

pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7
pH 55
JeHb 3 pH 7.0

pH 4,0
pH 4,4

pH 4.7
pH 55
pH 7,0
pH 4,0
pH 4.4
pH 4,7
pH 55
JeHb 4 pH7.0

pH 4,0
pH 4,4

pH 4,7

pH 55
pH 7,0

McnblTanne 1
XKentblii
YKenTto-3eneHblii
TeMHbIii-XenTo-
3eNeHbIN
CuHe-3eneHbli
CuHuii

Ncnbl TaHne 6
XKentbiin
YKenTto-3eneHblii
TeMHbIiA-XenTo-
3eMeHbIN
CuHe-3eneHbli
CuHuiA

Ncnel TaHue |
XKentblii
YKenTto-3eneHblii
TeMHbIIi-XXenTo-
3€e/1eHbIi
CuHe-3e/eHbIin
CuHuii
NcnblTanne 6
XKentbiin
YKenTto-3eneHblii
TeMHbIli-XenTo-
3€e/1eHbIi
CuHe-3e/1eHblIin
CWHWi
Ncnbl TaHue 1
XKentblid
YKenTto-3eneHblii
TeMHbIiA-XenTo-
3e/1eHbIN
CuHe-3€eneHbliA
CyHWi
NcnblTaHne 6
XKentblii
YKenTo-3eneHbIin
TeMHbIIA-XenTo-
3e/1eHbIi
CuHe-3eneHblli
CviHWi
NcnblTaxnue |
XKentblii
YKenTto-3eneHblii
TeMHbIlA-XenTo-
3eNeHbli
CuHe-3eneHbIl
CyHWi
NcnblTaHne 6
YKenTblid
YKenTo-3eneHsbiii
TeMHbIlA-enTo-
3€/1eHbIN
CuHe-3eneHblit
CuHwnin
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Ncnbl TaHue 2
XKentbliin
YKenTto-3eneHblit
TeMHbIiA-XenTo-
3eNeHbIN
CuHe-3eneHbIin
CuHuiA

Mcnbl Tanne 7
XKentblin
YKenTto-3eneHblit
TeMHbIIA-XenTo-
3eNeHbIN
CuHe-3eNeHblIi
CuHuii

McnblTaHnune 2
XKentbliin
YKenTo-3eneHsbii
TeMHbIA-XenTo-
3€e/1eHbII
CuHe-3eneHblii
CuHuii
NcnblTanne 7
Xentbiii
YKenTto-3eneHblit
TeMHbIiA-XenTo-
3e/1eHbIi
CuHe-3eneHblIi
CWHWi
NcnblTaHne 2
XKentblid
YKenTo-3eneHblii
TeMHbIii-XenTo-
3e/1eHbII
CuHe-3eNeHblIit
CuHuii
Ncnbl TaHne 7
XKentbiin
YKento-3eneHblin
TeMHbIR-XenTo-
3e/1eHbliA
CuHe-3e/1eHbIin
CuHuiA
NcnblTaHne 2
XKentblin
YKenTto-3eneHblit
TeMHbIiA-XKenTo-
3€/1eHbIi
CuHe-3eneHblIli
CyHWiA
Ncnbl TaHne 7
YKenTblid
XKenTo-3eneHblit
TeMHbIA-)KenTo-
3e/1eHbI
CuHe-3eneHbli
CuHuin

McnblTaHne 3
XKenTblii
XKenTo-3eneHblii
TeMHBbIi-
YKEeNTO-3eNeHbIIA
CuHe-3eneHbIi
CuHuiA

Ncnbl TaHne 8
XKenTblit
YKenTo-3eneHsbii
TeMHbliA-
YKENTO-3eMeHbI
CuHe-3eneHbli
CuHuiA

NcnblTaHne 3
XKentbinn
XKenTto-3eneHsbii
TeMHBbIi-
YKEeNTO-3eNeHbIIA
CuHe-3e/eHbIin
CuHWiA
Ncnbl TaHne 8
XKenTblit
YXKenTto-3eneHblin
TeMHbliA-
YKENTO-3€/1eHbIN
CuHe-3eneHbli
CuHwin
Ncnbl TaHne 3
YKenTblid
YKenTo-3eneHblit
TeMHbliA-
YKENTO-3€/1eHbIN
CuHe-3eneHbli
CuHuiA
Mcnbl TaHue 8
YKenTblii
YKenTo-3eneHsblii
TeMHbliA-
YKENTO-3e/eHbIN
CuHe-3eNeHbli
CuHwuiA
McnblTaHue 3
XKentblii
YKenTo-3eneHsbii
TeMHbliA-
YKENTO-3e/eHbIiA
CuHe-3eneHbli
CvHWiA
Mcnbl TaHune 8
YKenTblii
YKenTo-3eneHsbii
TeMHbI-
YKENTO-3eNeHbIl
CuHe-3eneHbIi
Curraii

Ncnbl TaHne 4
XKenTblid
YKenTo-3eneHsbii
TeMHbIiA-XenTo-
3eNeHblIii
CuHe-3eneHbli
CuHuiA
NcnblTaHne 9
XKentbiin
YKenTto-3eneHblii
TeMHbIiA-XenTo-
3eNeHbIN
CuHe-3e/1eHbIin
CuHwuiA
Ncnbl TaHne 4
XKentbiin
YKento-3eneHsbii
TeMHbIiA-XKenTo-
3eNeHbIN
CuHe-3eNeHbIi
CuHuiA
McnblTaHne 9
XKentblii
YKento-3eneHsbii
TeMHbIii-XenTo-
3eNeHbIN
CuHe-3€eneHbliA
CyHWiA
Ncnbl TaHne 4
YKentbiii
YKenTto-3eneHblii
TeMHbIIi-)XenTo-
3e/1eHbI
CuHe-3€eneHbliA
CuHuin
McnblTaHne 9
XKentbliii
YKento-3eneHbIin
TeMHbIi-KenTo-
3€eMeHbIN
CuHe-3eneHbli
CuHwiA
NcnblTaHune 4
XKenTblii
YKenTto-3eneHblii
TeMHbIR-XenTo-
3€e/1eHbII
CuHe-3e/eHbIin
CWHWi
Ncnbl TaHne 9
XKentbiin
YKenTo-3eneHsbii
TeMHbIiA->KenTo-
3e/1eHbIi
CuHe-3eneHblit
CuHuin

McnblTaHue.

XKentbliT*
Xento-3enet\
TeMHbIA-)KenTo-

3e/1eHbIi

CuHe-3eneHbliA
CuHuiA
NcnblTaHne 10

XKentblid
YKenTto-3eneHblii
TeMHbIIi-)XenTo-

3eNeHbINn

CuHe-3eNeHbIN
CuHwiA
NcnblTaHne 5

XKentblii
XKenTo-3eneHblii
TeMHBbIA-)KenTo-

3eNeHbIN

CuHe-3eNeHbIN
CuHwuin
NcnblTaHne 10

XKenTblit
YKenTto-3eneHblii
TeMHbIA-)KeNTo-

3eNeHbIN

CvHe-3eNeHbIit
CvHWiA
Mcnbl TaHne 5

XKentblid
XKenTo-3eneHblin |
TeMHbIA-)KenTo-

3eNeHbIN

CwuHe-3eNeHbliA
CuHwiA
McnblTaHne 10

YKenTblid
YKento-3eneHblin
TeMHbIN-XenTo-

3e/1eHbII

CuHe-3eNeHbIin
CuHuiA
Ncnbl TaHue 5

XKentblii
YKenTto-3eneHblii
TeMHbIA-)KenTo-

3e/1eHbIN

CwuHe-3eNeHbIi
CyHWiA
NcnblTaHne 10

XKenTblii
YKento-3eneHbiii
TeMHbIiA-XenTo-

3e/1eHbI

CuHe-3eneHblii
CuHuin



[JeHb 5

JeHb 1

[JeHb 2

JeHb 3

HavmeHoBaHWe

CragmoHHan JOKYMeHTauusa ans
(DMHCKOrO M3Lenus in Vitro AuarHocTUKM

pH 4,0
pH 4,4

pH 4,7
pH 5.5
pH 7.0
pH 4.0
pH 4.4
pH 4,7

pH 5,5
pH 7,0

Tabnuua 4-2.

pH 4,0
pH 4.4

pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7
pH 55
pH 7.0
pH 4.0
pH 4.4
pH 4,7
pH 5,5
pH 7,0
pH 4.0
pH 4,4
pH 4,7
pH 55
pH 7,0
pH 4,0
pH 4.4
pH 4,7

NcnblTanne 1
XKentbliA
YKenTo-3eneHblii
TeMHbIA-XenTo-
3e/eHblIiA
CuHe-3enéHblii
CuHuiA

Ncnbl TaHue 6
XKentbliin
YKento-3eneHblit
TeMHbIA-XenTo-
3eNeHbIN
CuHe-3eMeHbIn
CuHuiA

NcnblTaHne 2
XKentblit
YKenTto-3eneHblit
TeMHbIR-XenTo-
3€e/1eHbIN
CWHe-3eneHblii
CuvHWi

WcnbliTanune 7
YKenTblin
YKenTo-3eneHblit
TeMHbIA-XenTo-
3€/1EHbIN
CuHe-3eneHbIin
CUHWIA

Homep
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Ncnbl TaHne 3
XKentbliin
YKenTo-3eneHblii
TeMHbIR-
YKENTO-3eNeHbIi
CuHe-3eneHbIin
CuvHWiA

McnblTaHnne 8
XXentbliii
YKenTo-3eneHblin
TeMHblIin-
YKENTO-3eNeHbINA
CuHe-3eNeHbIn
CuHUiA

pH-Balance FRAUTEST
OD-RU-3-pH

1

Mcnbl TaHune 4
XKentbiii
YKenTo-3eneHsblit
TeMHbIR-XenTo-
3e/eHbli
CuHe-3eneHbliA
CuHwuiA

Ncnbl TaHue 9
XKentblii
YKenTo-3eneHblit
TeMHbIA-XenTo-
3€/1EHbIN
CVHe-3eMeHbIn
CUHWIA

Ncnbl TaHnue 5
XKentbiin
YKenTo-3eneHblii
TeMHbIR-XenTo-
3eNeHblIi
CuHe-3eneHbli
CuHuiA

Ncnbl Tanune 10
XKentblit
YKento-3eneHblit
TeMHbI-XenTo-
3eNeHbIlA
CuHe-3€eneHblin
CuHUA

Pe3ynbTaTbl ucnbiTaHUiA. Onepatop 1mMecTo nposefeHuns 1. Maptus: 20181101

NcnblTaHne 1
XKenTblit
YKento-3eneHsbiii
TeMHbIR-xenTo-
3e/1eHbli
CuHe-3eneHbli
CyHWi

Ncnbl TaHne 6
YKenTblii
YKenTo-3eneHslii
TeMHblli-XenTo-
3e/1eHbIN
CuHe-3eneHbli
CyHWi

NcnblTaHne 1
XKenTblii
YKenTo-3eneHblii
TeMHbIR-XenTo-
3e/IeHblIiA
CuHe-3eneHbli
CuHuiA
NcnblTaHne 6
YKenTblid
YKenTo-3eneHsblii
TeMHbIR-XenTo-
3e/eHbI
CviHe-3eneHbIn
CuHwin
McnblTaHue 1
XKenTblid
YKenTo-3eneHsblii
TeMHbIR-XenTo-
3e/eHbI
CuHe-3eneHbli
CuHwin
Mcnbl TaHne 6
XKenTblit
XKenTo-3eneHsblii
TeMHBbIA-XenTo-
3e/1eHbIiA
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McnblTaHne 2
YKenTblid
YKenTto-3eneHblii
TeMHbIii-XenTo-
3e/1eHbIN
CuHe-3eneHbIin
CuHwuiA

WcnblTanne 7
XKenTbiii
YKenTto-3eneHblii
TeMHbIii-XenTo-
3e/1eHbIN
CviHe-3eVTeHbiin
CvHWiA

NcnblTaHnne 2
XKenTblii
YKenTo-3eneHblii
TeMHbIii-XenTo-
3eNeHblIi
CuHe-3eNeHbIin
CuHuiA
WcnbiTauue 7
XKentblii
YKenTto-3eneHblii
TeMHbIii-XenTo-
3e/1eHbIN
CuHe-3eNeHbIin
CuHwiA
Ncnbl TaHune 2
XKenTblii
YKento-3eneHblii
TeMHblIli-XenTo-
3e/1eHbIN
CuHe-3eneHbli
CuHwiA
McnblTaHnne 7
XKenTblii
XKenTo-3eneHsbii
TeMHbIA-)KenTo-
3€/1eHbIi

McnblTaHnne 3
XKentblid
YKento-3eneHsbii
TeMHbliA-
YKENTO-3€/€eHbIN
CuHe-3eneHblit
CuHui

McnblTaHne 8
XKenTblii
YKento-3eneHsbii
TeMHbliA-
YKENTO-3eNeHbli
CuHe-3eneHblit
CyHWiA

Ncnbl TaHue 3
XKentbiit
YKenTo-3eneHblii
TeMHbliA-
YKENTO-3€/EHBbIN
CuHe-3eneHbli
CuHwuiA
McnblTaHne 8
XKentbiin
YKenTo-3eneHbli
TeMHbIi-
YKENTO-3eNEHbIN
CuHe-3eNeHbIn
CuHwiA
Ncnbl TaHue 3
XKentbiin
YKenTo-3eneHblii
TeMHbliA-
YKENTO-3eNEHbIN
CuHe-3eNeHbIi
CuHwiA
NcnblTaHne 8
XKentbiin
XKenTo-3eneHblii
TeMHBbliA-
YKENTO-3eNeHbIl

Mcnbl TaHne 4
XKentbliii
KenTo-3eneHblii
TeMHbIN-XenTo-
3e/eHbIA
CWHe-3eneHbli
CuHUiA
Mcnbl TaHne 9
XKentblii
YKenTo-3eneHbli
TeMHbIA-XenTo-
3eNeHbIl
CWHe-3eneHbli
CuHwuiA

McnblTaHne 4
XKentblii
YKento-3eneHbIin
TeMHbIA-)KenTo-
3eMeHbIN
CuHe-3eneHbli
CyHWi
Ncnbl TaHne 9
XKentbiin
XKenTo-3eneHblii
TeMHbIii-xenTo-
3eMeHbIN
CuHe-3eNeHbINn
CuHwi
NcnblTaHune 4
YKenTblid
YKenTo-3eneHsbli
TeMHbIii-xenTo-
3eMeHbIN
CuHe-3eNeHbINn
CuHwiA
McnblTaHne 9
XKentblii
XKenTo-3eneHblii
TeMHblli-XenTo-
3€/1eHbIi

McnblTaHne 5
XKentblii
YKenTo-3eneHblin
TeMHbIi-XenTo-
3eNeHbli
CuHe-3eneHblIli
CUHWiA

McnblTaHne 10
Xentbiii
YKenTto-3eneHblin
TeMHbIi-XenTo-
3efeHbliA
CuHe-3eneHbIl
CWHWi

NcnblTaHne 5
YKenTblii
YKento-3eneHsbiii
TeMHbIii-XenTo-
3eMeHbIN
CuHe-3eneHbli
CuHuiA
McnblTaHnue 10
YKenTblid
YKento-3eneHblii
TeMHbIli-XenTo-
3e/1eHbIN
CWHe-3€eneHbliA
CuHwuiA
Mcnbl TaHue 5
XKenTblii
YKenTo-3eneHblin
TeMHbIli-XenTo-
3e/1eHbIN
CWHe-3eneHbli
CuHwuiA
McnblTaHnne 10
XKentblid
YKenTo-3eneHsbiii
TeMHbIA-XenTo-
3€/1eHbIN
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ff

JeHb 4

JeHb 5

Jenb 1

*[leHb 2

HanmeHoBaHWe

SKCMyaTalMOHHas [I0K-yMeHTaLWs Anist
MEAULIMHCKOIO M3AeNUs in Vitro AMarHocTVKM

pH 5,5
pH 7,0

pH 4.0
pH 4,4
pH 4,7
pH 5.5
pH 7,0
pH 4,0
pH 4,4
pH 4,7
pH 55
pH 7,0
pH 4.0
pH 4,4
pH 4,7
pH 55
pH 7,0
pH 4.0
pH 4,4
pH 4,7

pH 5,5
pH 7,0

Tabnuua 4-3.
pH 4,0
pH 4.4
pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4.4
pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4.4
pH 4,7
pH 5,5
pH 7,0

pH 4,0
pH 4,4
pH 4,7

CuHe-3eneHbIin
CuHuiA
McnblTaHne 1
XKenTblii
YKenTto-3eneHblii
TeMHbIiA->KenTo-
3e/1eHbIN
CuHe-3eneHbli
CyHWiA
Ncnbl TaHne 6
XKentbiin
YKenTto-3eneHsbiit
TeMHbIIi-XenTo-
3eM1eHbIN
CuHe-3eNneHbli
CuHwiA
McnblTaHne 1
XKentbiin
YKento-3eneHsbii
TeMHbIii-XenTo-
3e/1eHbIN
CuHe-3eneHbli
CuHwiA
Ncnbl TaHne 6
XKentblin
YKenTo-3eneHblit
TeMHbIli-XenTo-
3e/eHbli
CuHe-3eneHbli
CuHuiA

CuHe-3e/1eHbIin
CuHuii
NcnblTaHne 2
XKenTblii
YKenTo-3eneHblin
TeMHbIli-XenTo-
3e/1eHbll
CuHe-3eneHblIl
CyHWiA
WcnblTanue 7
XKentblii
YKenTo-3eneHblii
TeMHbIi-XenTo-
3e/1eHbIl
CuHe-3e/eHbIi
CuHuin
Ncnbl TaHue 2
YKenTbliii
YKenTo-3eneHblii
TeMHbIli-XenTo-
3e/1eHbll
CuHe-3eNeHbIi
CyHWiA
Ncnbl TaHue 7
YKenTbliii
YKenTo-3eneHbIit
TeMHbIii-XenTo-
3e/1eHbIl
CuHe-3eMeHbIi
CuHuii

Homep
Bepcus

CuHe-3eNeHbIN
CuHwi
Ncnbl TaHne 3
YKenTblid
YKenTo-3eneHsbii
TeMHbliA-
YKENTO-3e/eHbIiA
CuHe-3eneHbli
CvHWin
Mcnbl TaHne 8
XKentbiin
YKenTo-3eneHblit
TeMHBbIR-
YKEeNTO-3eNeHbIIA
CuHe-3eNeHbIin
CuHui
Ncnbl TaHue 3
XKentbiin
YKenTto-3eneHsbii
TeMHbliA-
YKENTO-3eNeHbIl
CuHe-3eneHbli
CWHWi
NcnblTaHne 8
XKentbiin
YKenTo-3eneHsblii
TeMHbliA-
YKEeNTO-3e/eHbIN
CuHe-3eNeHbli
CuHui

pH*‘Balarice

OD-RU-B-pff

CuHe-3eNeHbIn
CuHwiA
Mcnbl TaHne 4
YKenTblin
KenTo-3eneHblii
TeMHbIli-)KenTo-
3eMeHbIl
CuHe-3eNeHbIn
CuHuiA
Ncnbl Taune 9
Xentbiii
YKenTo-3eneHsbli
TeMHbIli-KenTo-
3€e/1eHbIn
CuHe-3eneHbli
CuHWi

Ncnbl TaHne 4
XKenTbliii
YKenTo-3eneHblin
TeMHbIA-XenTo-
3€/1eHbIN
CuHe-3eneHblIi
CuHuiA
McnblTaHne 9
XKenTbliii
YXKenTto-3eneHblii
TeMHbIIA-KeNnTo-
3€/1eHbIN
CuHe-3eMeHbIi
CuHwiA

CuHe-3c/mbK ¢
CuHun A~

McnblTaHne 5°

Kenmelh "V

YKenTto-3eneHblit
TeMHbIli-XXenTo-
3e/1eHbIi
CWHe-3eneHbliA
CWHWi

McnblTaHne 10
XKentblid
YKenTo-3eneHblin
TeMHbIIA-XenTo-
3e/IeHbliA
CWHe-3eneHbliA
CuHunin

McnblTaHne 5
XKentblin
YKenTto-3eneHblin
TeMHbIA->KeNTo-
3e/1eHbIi
CwHe-3eneHbliA
CuHunin
NcnblTanne 10
XKentblid
YKenTo-3eneHblin
TeMHbIiA-XenTo-
3eNeHbIN
CuHe-3eneHbli
CyHWi

PesynbTaTbl UcnbiTaHWiA. OnepaTtop 1 mecto npoeaeHus 1. MapTusa: 20181209

NcnblTanne 1
YKenTblin
YKenTo-3eneHblit
TeMHBbIA-)KenTo-
3€e/1eHbIN
CuHe-3eneHblli
CuHwuin

Ncnbl TaHue 6
YKenTblii
YKenTto-3eneHblit
TeMHbIii-enTo-
3eNeHbli
CvHe-3e/1eHbll
CuHwiA

NcnblTanne 1
XKenTblii
YKenTto-3eneHblin
TeMHbIi-XXenTo-
3€e/1eHbIi
CuHe-3eMeHbli
CuHuiA
Mcnbl TaHue 6
XKentbiin
YKenTto-3eneHblii
TeMHbIli-XenTo-
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NcnblTaHne 2
YKenTbliii
YKenTo-3eneHblii
TeMHbIi-XenTo-
3e/1eHbIl
CuHe-3eMeHbIi
CuHuin

McnblTanue 7
YKentblin
YKenTo-3eneHblii
TCMbIbIA-XenTo-
3e/eHbI
CuHe-3eNeHbli
CuHui

McnblTaHnune 2
XKentblid
XKenTo-3eneHblii
TeMHbIA-)KenTo-
3eNeHbIN
CuHe-3eNeHbIin
CuHuiA
WcnblTanue 7
XKenTbiii
YKenTto-3eneHblii
TeMHbIli-XXenTo-

NcnblTaHne 3
XKentblit
YKenTo-3eneHblit
TeMHbliA-
YKEeNTO-3e/eHbIN
CuHe-3eNeHbli
CuHui

Ncnbl TaHue 8
XKentbiin
YKenTo-3eneHsbiit
TeMHbliA-
YKeNTo-3eneLLni
CuHe-3eNeHbIi
CuHuiA

McnblTaHne 3
XKentbiin
YKenTo-3eneHblii
TeMHbliA-
YKENTO-3e/1eHbIN
CuHe-3eneHbIin
CuHuiA
McnblTaHue 8
XKentblit
YKenTo-3eneHsblii
TeMHbliA-

Mcnbl TaHue 4
XKentbin
YKenTo-3eneHbli
TeMHBbIA-XXenTo-
3e/eHbIiA
CuHe-3€eneHbIi
CuHwiA
Ncnbl TaHne 9
XKentbinn
YKenTo-3eneHsblii
TeMHbIA-KenTo-
3e/1eHbII
CuHe-3eneHbli
CuHui
Ncnbl TaHue 4
XKentbiin
YKenTo-3eneHsbii
TeMHBbIA-XenTo-
3e/IeHbIi
CuHe-3eneHbIin
Cuiwii
Ncnbl TaHne 9
XKentbiin
YKenTo-3eneHsbilit
TeMHbIiA-KenTo-

NcnblTaHne 5
XKentbiii
YKento-3eneHblin
TeMHbIi-XenTo-
3eM1eHbIN
CuHe-3eneHbli
CvHWin

NcnblTanne 10
XKenTblii
YKento-3eneHblin
TeMHbIIi-XenTo-
3eMeHbIN
CuHe-3eneHblIli
CVHWiA

NcnblTaHne 5
XKentblid
YKenTo-3eneHblii
TeMHbIii-XenTo-
3eM1eHbIN
CuHe-3eneHbli
CuHuin
NcnblTaHne 10
XKenTblid
YKenTo-3eneHblii
TeMHbIii-XenTo-
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HanmeHoBaHWe

JKcnyaTaumoHHas LOKyMeHTauus Aist
MeAMLIMHCKOrO0 13aenns in vitro AnarHocTuKm

pH55
pH 7,0

pH 4.0
pH 4.4
pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7
pH 55
pH7,0
pH 4,0
pH 4,4
pH 4,7
pH 55
pH 7,0
pH 4,0
pH 4.4
pH 4,7
pH 55
pH 7.0

pH 4.0
pH4.4

pH 4,7
pH 55
pH 7,0
pH 4,0
pH 4,4
pH 4,7

pH 55
pH 7,0

Tabnuua 4-4.
pH 4,0
pH 4.4
pH 4,7
pH 55
pH 7,0

pH 4,0
pH 4.4

3eMeHbIN
CuHe-3eneHbli
CvHWi
Ncnbl TaHne 1
XKentblii
YKenTo-3eneHblit
TeMHbIiA-XenTo-
3eNeHbli
CuHe-3eneHbIli
CVHWi
NcnblTaHne 6
Xentbiid
YKenTo-3eneHblin
TeMHbIR-XenTo-
3e/IeHbliA
CuHe-3eneHbll
CyHWiA
McnblTanne 1
XKentbliin
YKenTto-3eneHblit
TeMHbIA-XXenTo-
3e/eHbli
CuHe-3eneHblli
CuHuiA
NcnblTaHne 6
Xentbiii
YKenTto-3eneHblin
TeMHbIR-enTo-
3e/1eHbIN
CuHe-3eneHblIl
CyHuiA
McnblTaHnne 1
XKenTblii
YKenTo-3eneHsblii
TeMHbIA-XenTo-
3eNeHbIN
CuHe-3eneHblit
CuHuiA
McnblTaHne 6
YKenTblii
YKento-3eneHblii
TeMHbI-XenTo-
3e/1eHbIN
CuHe-3eneHblit
CvHWiA

3e/1eHbIN
CWHe-3eneHbIin
CuHWin
McnblTaHnune 2
XKenTblii
YKenTto-3eneHblii
TeMHbIIA-XenTo-
3eNeHbliA
CuHe-3eneHbli
CvHWi
McnblTanue 7
XKenTblin
YKenTto-3eneHblin
TeMHblIli-XenTo-
3e/1eHbll
CuHe-3eneHbli
CuHwin
NcnblTaHne 2
XKentblii
YKento-3eneHsbiii
TeMHbIiA-XenTo-
3eMeHbIN
CuHe-3eneHbli
CyHWi
WenblTanue 7
XKenTblid
YKenTo-3eneHblii
TeMHbIli-XenTo-
3€/1eHbII
CWHe-3eneHbliA
CuHwin
Mcnbl TaHune 2
XKenTblid
YKenTo-3eneHblit
TeMHbIIi-XenTo-
3€e/1eHbIN
CwHe-3eneHbliA
CyHWi
Ncnbl TaHne 7
YKenTblid
YKenTto-3eneHblii
TeMHbIii-xenTo-
3€/1eHbIi
CuHe-3€eneHbli
CyHWi

Homep
Bepcua

YKENTO-3€/1eHbIN
CvHe-3eNeHbIin
CWHwin

NcnblTaHne 3
YKenTblid
YKenTo-3eneHsblii
TeMHbIiA-
YKENTO-3eNEHbIN
CuHe-3eneHbli
CvHWi

NcnblTaHnne 8
YKenTblid
YKenTo-3eneHsbli
TeMHbIl-
YKENTO-3€eNeHbIl
CuHe-3eneHbIin
CuHwi
Ncnbl TaHne 3
XKentbiin
YKento-3eneHbIin
TeMHbIiA-
YKENTO-3€e/eHbIN
CuHe-3eNeHbli
CuHuin
McnblTaHne 8
XKentblid
YKenTo-3eneHblii
TeMHbIl-
YKENTO-3€eNEHBbIIA
CuHe-3eneHbli
CvHWi
Ncnbl TaHne 3
XKentblii
YKento-3eneHblin
TeMHbIIA-
YKENTO-3eMEeHbI
CuHe-3eNeHbINn
CuHwuiA
NcnblTaHne 8
XKentbiin
XKenTo-3eneHblii
TeMHbIl-
YKENTO-3eNeHbIi
CuHe-3eneHbli
CyHWi

pH-Balance FRAUTEST

OD-RU-B-pH
3€/1eHbIi 3e/1eHbIi
CWHe-3eneHbli CWHe-3eneHbliA
CvHWiA CyHWiA
McnblTaHune 4 McnblTaHne 5
YKenTblid YKentblii

YKenTto-3eneHblii
TeMHbIiA-XenTo-
3eMeHbIN
CuHe-3eNeHbIin
CuHuiA

McnblTaHne 9
XKentbiin
YKenTo-3eneHsbii
TeMHblii-XenTo-
3e/1eHbI
CViHe-3e/1eHbll
CuHuiA
NcnblTaHnne 4
XKentbiin
YKenTto-3eneHblii
TeMHbIii-XenTo-
3eMeHbIN
CuHe-3eNeHbIin
CuHuii
Mcnbl TaHne 9
XKentblii
YKento-3eneHsbii
TeMHbIii-XenTo-
3eNeHblit
CwHe-3eNeHbli
CuHuii
Ncnbl TaHue 4
YKenTblin
YKenTo-3eneHsbii
TeMHbIli-)XenTo-
3eMeHbIN
CuHe-3eNeHbIn
CuHnin
Ncnbl TaHue 9
YKenTblin
YKenTto-3eneHbIin
TeMHbIli-XenTo-
3eMeHbIN
CWHe-3eNeHbli
CuHwin

YKenTto-3eneHblin
TeMHbIIi-XenTo-
3eNeHbli
CuHe-3eneHblii
CuHuii

Mcnbl TaHune 10
XKentblid
YKenTo-3eneHblin
TeMHbIR-XenTo-
3e/1eHbIi
CViHe-3e/1eHbll
CuHuii

Mcnbl TaHne 5
YKenTbiii
YKento-3eneHblii
TeMHbIli-XenTo-
3eMeHbIN
CWHe-3eneHbliA
CuHwuin
Mcnbl TaHue 10
YKentbliii
YKenTto-3eneHblii
TeMHbIIi-XenTo-
3e/1eHbII
CWHe-3eNeHbli
CuHuii
NcnblTaHnne 5
XKenTblii
YKento-3eneHsbii
TeMHbIR-XenTo-
3eMeHbIN
CuHe-3eNeHbIin
CuHwiA
Ncnbl TaHne 10
XKentbiin
YKenTo-3eneHblii
TeMHbIIi-XXenTo-
3eMeHbIN
CuHe-3eneHbli
CuHuiA

Pe3ynbTaTbl ucnbiTaHWii. Onepatop 2 MecTo nposeaeHns 2. Maptus: 20180926

McnblTaHne 1
XKentbliin
YKento-3eneHblii
TeMHbIA-KenTo-
3e/1eHbliA
CuHe-3eneHbli
CuHuiA

Ncnbl TaHne 6
XKentblii
YKenTo-3eneHsblii
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Ncnbl TaHue 2
XKentbliin
YKento-3eneHsbli
TeMHbI-XenTo-
3eNeHbIA
CVHe-3eneHbli
CuHuiA

WenblTanue 7
XKentbIin
YKenTo-3eneHblii

NcnblTaHne 3
XKentbliiA
YKento-3eneHblin
TeMHbI-XenTo-
3e/eHblIi
CuHe-3eNeHblIn
CuHuiA

McnblTaHne 8
XXentbliii
YKenTo-3eneHsbii

Ncnbl TaHne 4
XKentblin
YKenTo-3eneHbli
TeMHbIIA-KenTo-
3€/1EHbIN
CWHe-3eneHbli
CuHuin
NcnblTaHue 9
XKentbliii
YKenTo-3eneHsbilit

Ncnbl TaHne 5
XKentbliii
YKenTo-3eneHblii
T eMHbIiA-)KenTo-
3eMeHblIl
CuHe-3eNeHblit
CuHWit

NcnbiTaHne 10
YKenTblii
YKenTo-3eneHblin
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HanmeHoBaHWe

JKcnnyaTayMoHHas LOKYMeHTaums 4nis
MeAMLMHCKOro 13aenus in vitro gnarHoCTUKM

pH 4,7

pH 55
pH 7,0

TeMHbIA-KCNTO-
3€e/1eHbIN
CuHe-3eneHbli
CuHwiA

TeMHbIA-)KenTo-
3€/1eHbli
CvHe-3eneHblin
CuHwiA

Homep
Bepcua

TeMHbIR-XenTo-
3e/1eHbIN
CuHe-3eneHbli
CuHUiA

pH-Balance FRAIM
OD-RU>B<pH

TeMHbIli-KenTo-
3€e/1eHbIN
CVHe-3e/1eHbIN
CuHuiA

TeMHbIA- X
3eMeHbIN
CuHe-3eneHblii
CuHwuiA

Tabnuua 4-5. Pe3ynbTaTbl UCMbITaHUA. OnepaTop 2 MecTo npoBeaeHmns 2. Maptua: 20181101

pH 4,0
pH 4,4

pH 4,7
pH 5,5
pH 7,0
pH 4.0
pH 4,4
pH 4,7

pH 5,5
pH 7,0

NcnblTaHnne J
Xentbliii
YKenTo-3eneHsblit
TeMHbIi-XenTo-
3e/eHbI
CuHe-3eneHbIl
CuvHWin

Mcnbl TaHue 6
XKenTtbliii
KenTo-3eneHbli
TeMHbIli-)KenTo-
3€/1eHbli
CuHe-3eeHblIi
CUHWiA

Ncnbl TaHue 2
XKentbliii
YKenTo-3eneHsblit
TeMHbIR-XenTo-
3€e/1eHbIN
CuHe-3e/eHblIn
CuHui

Ncnbl TaHue 7
XKentblin
YKenTo-3eneHbli
TeMHbIN-XenTo-
3€/1EHbIN
CViHe-3eneHbIl
CUHWIA

McnblTanne 3
XKentbiin
YKenTo-3eneHbli
TeMHbIR-XenTo-
3e/eHblIin
CuHe-3eneHbli
CuHui

Ncnbl TaHue 8
XKentbliid
YKenTo-3eneHblit
TeMHbIR-XeNnTo-
3€/1eHbIN
CWHe-3eNeHblit
CuHuiA

Mcnbl TaHue 4
Xentbiii
YKenTo-3eneHsbli
TeMHbIli-)KenTo-
3€/1eHbIN
CuHe-3eneHblIi
CuHwiA
Ncnbl TaHue 9
XKentbiin
YKento-3eneHsbli
TeMHbI-KenTo-
3e/1eHbliA
CuHe-3eneHbliA
CuHwui

McnblTaHne 5
Xentbliii
XKenTo-3eneHblii
TeMHbIA-XenTo-
3€/1eHbIN
CWHe-3eneHbli
CuHuin

Ncnbl TaHne 10
XKenTbliii
YKenTo-3eneHbin
TeMHbIi-)KenTo-
3e/eHbIn
CvHe-3eneHbli
CuHWin

Tabnuua 4-6. Pe3ynbTaThl UCNbiTaHWn. Onepatop 2 MecTo nposeaeHuns 2. MapTus: 20181209

pH 4,0
pH 4,4

pH 4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7

pH 5,5
pH 7,0

Tabnuua 4-7.

pH 4,0
pH 4,4

pH4,7
pH 5,5
pH 7,0
pH 4,0
pH 4,4
pH 4,7

pH 5,5
pH 7,0

McnblTaHne 1
XKentbiin
YKento-3eneHsbli
TeMHbIii-XenTo-
3eNeHbli
CuHe-3e/1eHbIi
CuHuii

Ncnbl TaHne 6
YKentblin
XKenTto-3eneHsbii
TeMHbIiA-)KenTo-
3eM1eHbIN
CuHe-3eNeHbIi
CWHWi

Ncnbl TaHue 2
XKentblin
YKenTo-3eneHblii
TeMHbIA-XenTo-
3eNeHbIi
CviHe-3eNeHbIN
CuHwuiA

NcnblTanne 7
YKentbiin
YKenTto-3eneHblii
TeMHbIli-XenTo-
3€/eHbIi
CuHe-3eNeHbIin
CuHui

NcnblTaHue 3
XKenTblii
YKento-3eneHsbiii
TeMHbIIA-)XenTo-
3eMeHbIN
CuHe-3eneHblIi
CuHmin

McnblTaHne 8
XKenTblii
YKenTo-3eneHblin
TeMHbIii-XenTo-
3eNeHbli
CVHe-3eneHbINn
CvHWi

Ncnbl TaHue 4
YKenTblit
YKenTo-3eneHblin
TeMHbIA-KenTo-
3e/eHbIl
CuHe-3eneHblit
CuHwiA
NcnblTaHne 9
XKentbiin
YKento-3eneHsbii
TeMHbIA-XenTo-
3eNeHbIl
CuHe-3eNeHbli
CuHui

NcnblTaHue 5
XKenTblii
YKenTo-3eneHsbii
TeMHbIii-XKenTo-
3eMeHbIN
CuHe-3eNeHbIiN
CuHwiA

Mcnbl TaHue 10
XKentbiin
YKento-3eneHbilit
TeMHbIi-KenTo-
3€e/1eHbII
CviHe-3eNeHbIN
CuHuii

PesynbTaTbl UcnbITaHWIA. OnepaTtop 3 MecTo nposedeHus 3. MapTtua: 20180926

NcnblTanne 1
XKentbliii
YKento-3eneHblin
TeMHbIN-XenTo-
3e/1eHbIN
CVHe-3eMeHbli
CuHWi

Ncnbl TaHue 6
XXenTbliii
YXKento-3eneHbliii
TeMHbIli-XesnTo-
3e/1eHbIN
CuHe-3eneHblIi
CVHWi
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McnblTaHune 2
XKenTbliii
KenTo-3eneHblin
TeMHbI-XenTo-
3€/1EHbIN
CuHe-3eneHbli
CuHui

NcnblTaHne 7
Xentbliii
YKenTo-3eneHblit
TeMHbIR-XenTo-
3€e/1eHbIN
CuHe-3eneHblin
CuHuit

McnblTanne 3
YKenTblid
YKenTo-3eneHblin
TeMHbIIi-XenTo-
3eNeHbIi
CViHe-3eNeHbIi
CvHWi

NcnblTaHne 8
YKenTbiii
YKenTo-3eneHblin
TeMHbIii-XenTo-
3eNeHbIi
CuHe-3eneHbli
CuHuin

Mcnbl TaHune 4
XKentbliii
YKenTo-3eneHsblit
TeMHbIA-KeNnTo-
3€/1EHbIN
CuHe-3eneHbliA
CuHui

McnblTaHne 9
XKenTtbliii
YKenTo-3eneHsblit
TeMHblli-XKenTo-
3€/1eHbli
CuHe-3eMeHbli

CuvHuin

Mcnbl TaHue 5
XKentbliii
YKenTo-3eneHblii
TeMHbIIA-KeNnTo-
3€/1EHbIN
CVHe-3eneHbli
CuHWin

NcnblTaHne 10
XKentbliii
YKenTo-3eneHsbilit
TeMHblii-XenTo-
3eMeHbIA
CuHe-3eneHblii
CuHwWin
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HavmveHosaHue pH-Balance FRAUTEST
DKCMyaTaLVMOHHas JOKYMEHTaLS /15
MEAVILIMHCKOrO M3AENNS in Vitro AMarHOCTVKY Howmep OD-RU-B-pH
Bepcus 1

Tabnuua 4-8. Pe3ynbTatbl ucnbiTaHuil. Onepartop 3 MecTo nposefeHus 3. MapTtus: 20181101

McnblTaHne 1

McnbiTaHne 2

NcnblTaHnne 3

McnbolTaHne 4

McnblTaHne 5

pH 4,0 XKentbiii XKenTbiii XKenTbiii XKentbi XKenTbiii
pH 4,4 XKenTo-3eneHblii  XKento-3enieHblli  YKenTo-3eneHblii  YKento-3eneHblii  YKenTo-3eneHbild
pH 47 TeMHbIVI-)K%ﬂTO- TeMHbuZ—)KevnTo- TEMHbII‘/'I-)K(iﬂTO- TeMHb||7|—>KevnTo- TeMHbIVI-)K(iI'ITO-
3€/1eHbIi 3e/eHbII 3€/1EHbIi 3€/1eHbIi 3eM1eKbIi
pH 5,5 CviHe-3eNieHblii ~ CuHe-3eNeHblin  CuHe-3eneHbIi CWHe-3eNeHbli CvHe-3eneHbll
pH 7,0 CvHWIA CuHWiA CvHWiA CuHwWiA CyHWiA
McnblTaHne 6 McnblTanne 7 Mcnbl TaHne 8 Mcnbl TaHne 9 McnblTanue 10
pH 4,0 YXKenTblin XKentblii XKentblit XKentblii YKenTbild
pH 4,4 JKenTo-3eneHbili  XKenTo-3enieHblii - YXKenTo-3eneHblii  XKenTo-3enieHblii  YKenTo-3eneHsbil
pH 4,7 TEMHbIVI-)l(%ﬂTO- TeMHb||7|->KeinTo- TeMHbuVl-)Ke;nTo- TeMHbuVl-)KevnTo- TEMHbIVI—m%ﬂTO-
3€/1eHbIN 3e/1eHbIi 3€/1eHbIi 3€/1eHbIit 3€/eHbI
pH 5,5 CviHe-3eneHblii - CuHe-3e/eHblit CuHe-3eneHbll CWHe-3eneHbli CviHe-3eneHbIi
pH7,0 CyHWiA CyHWiA CyHWiA CvHuiA CvHWiA
i Tabnuua 4-9. Pe3ynbTaThl UCMbITaHMl. Onepatop 3 MecTo nposefeHus 3. MapTusa: 20181209
McnblTanne 1 Mcnbl TaHue 2 NcnblTaHne 3 McnblTaHue 4 McnbiTaHne 5
pH 4,0 XKentbiin XKentblii XKenTblii XKentblii YKenTblii
pH 4,4 YKento-3eneHbili  YKenTo-3eneHblid  XKenTo-3enieHblii  XKento-3eneHblii  XKento-3eneHsbi
pH 47 TEMHbIVI-)i(%ﬂTO- TeMHbIVI-)K%ﬂTO- TeMHbuVl-)KeunTo- TeMHbuVl-)KevnTo- TeMHbu7|—>KevnTo-
’ 3€/1eHbIN 3e/eHbli 3e/1eHbll 3€/1eHbIit 3€/IeHbIit
pH 5,5 CuHe-3eneHblli  CuHe-3eneHbIi CuHe-3eNeHblin CuHe-3eneHbIin CviHe-3e/eHbli
pH7,0 CuHuit CUHWi CWHWi CuHUi CuHwin
McnblTaHne 6 McnoiTaHne 7 NcnblTaxnune 8 McnblTaHune 9 McnblTaHne 10
pH 4,0 Xentbiin XKentbii Xentblin YKenTblii XKentblii
pH 4,4 YKenTo-3eneHblil - YKenTo-3eMeHblid  YKenTo-3eneHblii - XKento-3eneHblii  XKento-3eneHblii
pH 47 TeMHbIVI-)K%I‘ITo- TeMHbM-»«inTo- TeMHbII\/'I-)Kev}'ITO- TeMHbIﬁ-m%nTO- TEMHbIVI-)K(?’}'ITO-
' 3€/eHbI 3e/1eHbII 3eMeHbll 3e/1eHbIi 3e/eHbIi
pH55 CviHe-3eneHbli ~ CuHe-3eneHblii  CrHe-3eMeHbIi CviHe-3€e/1eHbll CviHe-3€eMeHbIit
pH7.0 CWHWiA CWHWi CuHwin CyHWiA CuHwin
3aknoyeHme.

WcnbiTaHWs nokasain  BepHble  pe3ynbTaThbl

Mo BCEM KOHTPONbHbIM o06pasuam. He

HabN4aN0Ch HUKAKNX Pasnnynii B pesy/bTatax pas/iMyHbIX UCMbITAaHUWA AN KaXA0W napTuu,
pas3/IMyHbIX NapTuini 06pasLoB, Pas3IMYHbIX ONepaTopoB W pas/IMUYHbIX MECT MNPOBeAeHMs
NCMbITaHUA. 3TO YKa3blBaeT Ha TO, YTO Kak NOBTOPSEMOCTb, TaK U BOCMPON3BOAUMOCTL Cpeaun
pa3NNYHbIX NapTUA 1 onepatopos gocturam 100%, 4TO roBOPMT O TOM, YTO TECT COOTBETCTBYET
npesbsaBAseMbIM K HEMY TpeboBaHMAM.

23. XapaKTepuUCTUKU KSIMHNYECKON a(PheKTUBHOCTN.

Llens.

MoATBEPANTL AMArHOCTUYECKYH YYBCTBUTENbHOCTbL M CNELMUBUYHOCTL TECTa.

HopmaTuBHble JOKYMEHTbI U COBMIOAEHNE UX TPeboBaHuii.

PYKOBOACTBO MO WCMONb30BAHUIO MELMLMHCKOrO u3genns Ana AMarHoCTUKKM in  vitro,
MOArOTOB/IEHHOE Y NPaB/ieHWEM MO KOTPOH0 KayecTBa NULLEBbLIX MPOLYKTOB U MeAVKaMEHTOB.

PyKOBOACTBO, MOArOTOB/EHHOE [OCYAapCTBEHHbIM YMpaB/ieHWEM MO KOHTPO/IO KayecTBa
MeLVNKaMEHTOB 1 NPOLYKTOB MUTaHMUA

HacTosulee uccnegosaHme COOTBETCTBYET BCEM MPUMEHUMbIM 3aKOHAM W Npasuiam.

MaTepuansl.
- MoTeHymanbHble 06pasybl O6blIM COOpaHbl B TPETbEN KAMHUYECKON 60/bHMLE X363ACKOro
MeauUMHCKOro Y HuBepcuTeTa.
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- TecT gna onpefeneHns ypoBHS KUCMOTHOCTK Bnaranvwa pH-Balance FRAUTEST, naptus
20181209, pata mnsrotosneHua: 09.12.2018
- KapTa onpegeneHuns 6aktepuanbHOro BarmHosa (Metos Amcens) npon3Bo4CcTBa KOMMaHum
«LWeHxeH LLnapainbaiio-Tek Ko., NTTa».
MapTuna Ne: 20180629, nata ncreveHus cpoka rogHoctun: 08-05-2020

naH uccnegosaHus.

I.  TpoBefeHue OUEHKM 00paslioB, COOGpPaHHbIX y NaUWeHTOB B TPeTbel KANHUYECKOI
60nbHMLE X363lickoro MeanLMHCKOro YHuBepcuTeTa.

- CybbekTamm 6bInn NauMeHTKM, KOTOPbIX FOCAMTaNIM3NPOBann BCNeACTBME OOHAPYXXEHNS Y
HUX NOTEHLMaNbHON FTMHEKOOTMYECKON NH(EKLUN;

- Bcero 6b110 cobpaHo okono 105 06pas3Los.

Il. SKcnepTbl N KIMHWYECKMe nabopaTopum.

TpeTbst KNMHUYecKas 6onbHMLa X363icKkoro MeanumnHCKOro YHumsepcuTeTa.

I1l. TpeboBaHus K obpasLam.

Bce 06pasubl 66111 NOATBEPXAEHDI.

O6pa3sLbl 4OMKHbI ObINN ObITb BbIOPaHbI CyYaiiHbIM 06pa3oM.

IV. MNpoBefeHne TecTupoBaHus.

- Bce TecTMpoBaHUa BbINOAHANNCH KAUHUYECKMMW CNELMANUCTamMy B KaXKAOW KAMHWUYECKOW
nabopatopu B COOTBETCTBUM C WHCTPYKUUAMU MPOU3BOAUTENS C  WCMO/Ib30BAHWEM
YTBepPXAEHHbIX 06pa3LoB.

- BusyanbHaa vHTepnpetauma pe3ynbTaTtoB TecTa A1 ONpPefeneHUs YPOBHA KUCNOTHOCTU
Bnaranmwa pH-Balance FRAUTEST 6bl1a  BbINO/HEHa HE3aBUCUMbIM  K/IMHWUYECKUM
cneunanncTom.

- B AmMarHocTnyeckom LeHTpe 0653aHbl ObIN NOLBECTM UTOMU U OTNPaBUTb UX B KOMMAHWIO
«ATnac JINHK»

KpuTepum oLeHKu.

YpoBeHb pH HOpMasbHbIX BarMHabHbIX BblAeneHuii coctaBnset ot 3,8 go 4,5.

PesynbTaThl.

[na nposefeHns Koppensauum 6bino B3dATo 105 06pasyos. 51 obpasel, NoN0XKUTENbHbIA 1 54
oTpuuaTteNibHbIX  06pasua 6blM  MOATBEPXAEHbI C  MOMOLWLbI  KapTbl  ONpeAeneHus
b6aKTepuanbHOro BarnHo3a (Metog Amcens) npou3soAcTBa KomnaHun «LLeHxeH LLnapali6aiio-
Tek Ko., 1Ta». 3T 06pasupbl 66111 cyyaliHo 0TO6paHbl U NPOTECTMPOBaHbI C UCNO/b30BAHNEM
ycTpoicTea npoussoacTea KomnaHun «AT/TAC IMHK» ana onpefeneHns ypoBHA KACIOTHOCTU
Bnaranuuia. PesynbTaTbl UCNbITaHWA NpUBeLEHbI B Tabnumue 5.
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HavimeHoBaHWe pH-Balance FRAUTEST
AKennyarauyioHHast JOKyMeHTaumus A

MeANLMHCKOro 13aenust in vitro AvarHocTKu Howmep OD-RU-B-pH
Bepcus 1

Tabnuuya 5. Pe3ynbTatbl UCMbITAHWIA.

PesynbTaThbl TECTa, BbINOTHEHHOTO METOLOM CPaBHEHMA
PH:4,0 PH44 PH47 PH50 PH53 PH55 PH7,0

Pe3ynbTarhl TecTa, PH:4,0 17 2
BbIMO/IHEHHOI O C PH:4,4 1 33 1
MOMOLLIbHO TeCTKa PH:4,7 1 12 2
PH:5,0 1 13
PH:5,3 9
PH:5,5 4
PH:7,0 3
Bcero 18 36 14 15 9 6 3
CoBnajeHvie O4NHAKOBbIX Pe3y/bTaToB 90,5%
CoBnafeHvie B npeaenax +/-1npoueHt 100%
CoBnageHvie NOMOXNTENbHBIX Pe3y/bTaToB 98,0%
CoBnageHvie oTpULLaTe/bHbIX Pe3y/bTaToB 98,1%
PesynbTaThl.

KnnHuyeckaa oueHka 6bina BbINOHEHA ANA NOATBEPXKAEHNA KAMHUYECKOW 3(h(heKTUBHOCTU
npubopa Ansa npoBefeHNs TecTa 415 onpeaeneHns ypoBHsA KUCNOTHOCTM Bnaranuwa pH-Balance
FRAUTEST. Bcero B Ka4eCTBe KOHTPO/bHbIX peareHToB 6bI/10 NpoTecTUpoBaHo 105 06pasLoB ¢
NCNONb30BaHMEM KapTbl OnpeaeneHns 6akTepuanbHOro BarnHosa (Metog Amcesns) NponsBoAcTBa
KomnaHun «LUerHxeH Lunapainbaino-Tek Ko., JITa», AuarHoctmyeckas 4yBCTBUTENbHOCTb
KoTopoin cocTaBnseT 98,0%; fgmarHoctMyeckas cneunuyHocTb cocTasnseT 98,1%; obuiee
cooTBeTCcTBUE cocTaBnset 98,05%.

24. Buonornyeckuin pedepeHTHbI MHTEpPBas NPUMEHEHUSA MeANLMHCKOIO U3AeNs.
Buonornyeckn pegepeHTHbIN nHTepsan pH 4.0-7.0

25. 'HdhopMaumsi 06 orpaHMYeHusIX, CBsI3aHHbIX C NPOGOIA, KOTOpble MOTryT NOBAUATbL Ha
pe3ynbTaTbl UCCe0BaHus.

. MpoBoauTe TeCcTUpOBaHWE, He paHee, 4YeM u4epe3 12 4yacoB MOCMe CEKCyaslbHOW
aKTUBHOCTMW.

. lMpoBoAnTe TECTUPOBaHME HE MeHee YeM Yepe3 12 yacoBs nocse NPMMeHeHNA BarMHanbHbIX
NeKapCTBEHHbIX CPeACTB (BarMHaibHbIe CYNMno3MTOPUN, KPeMbl, renn 1 ap.).

. MpoBoanTe TeCTUPOBaHMe TOMbKO Yepes 3-4 [HA NoCc/e OKOHYaHUS KPUTUYECKUX LHEN.

. MpoBoauTe TecTMpoBaHMe u4epe3 15 MMHYT MOCNE MOYEUCNyCKaHWsd, NOTOMY

0CTaBLUAACS MOYa MOXKET NMPUBECTM K NI0XKHbIM pe3ynbTaTam TeCTUPOBaHMS.
. He MoiiTecb 1 He NPUHMMaiNTe Ayl HENOCPeACTBEHHO Nepes NPOBeAeHEM TECTUPOBaH

26. MpepynpesiweHns n (M) cneynasnbHble Mepbl MPeAOCTOPOXHOCTU B OTHOLLEHU
6e30MacHoi yTUnM3aumm MeauLMHCKOro U3aenvs u ero NnpuHaaieXxHocTeld.

cnonb3oBaHHbIE TECTbI CNefyeT YyTUAN3MPOBaTh Kak 6bITOBOM Mycop.

Hewncnonb3oBaHHble TECT B CBA3KM C WCTEYEHWEM CPOKa FOAHOCTM, YTUAU3NPYHOTCA Kak
ObITOBOI MycCOp.
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CEPTUDPUKAT

CCPIT (KunTaiCKniA KOMUTET COLENCTBUA Pa3sBUTUIO MeXAyHapPOLHOW TOProB/n)

KuTainckmnii KOMUTET COAENCTBUA Pa3BUTUIO MeXAYHapoAHOW TOProBv SABNSETCS
MexayHapoAHO TOproBoi nanatoin Kutas
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Kutainckmin KOMUTET COAENCTBUA PasBUTUIO MEXAYHAPOLHOW TOProB/v
MexxayHapogHas Toprosad nasnarta Kutaa

CEPTUDUNKAT QR-kop

Ne 211100B0/050313

Meyatb:/Hepa3bopumso/

HACTOALWWMM MNOATBEPXOAETCH, YUTO: nevats komnaHun ATJTIAC JIMHK
(MEKWH) TEXHOJTOO4XXW KO., ITA (ATLAS LINK (BENING) TECHNOLOGY
CO., LTD) Ha npunaraemom JOKYMEHTE sBnsieTcd NoAMMHHON.

Meuatbl/Hepasdopunso/ Mevatb:/CEPTUGUKALNA CCPIT* KUTANCKUA KOMWUTET COAENCTBIUS
PA3BUTUIO MEXAYHAPOAHOW TOPIroOBAW/

Kutaickmin KOMUTET COAENCTBUA Pa3BUTUIO
MeX/1yHapOoHON TOProBKW

YNONHOMECEHHbIN  /noanuck/
Moanuck o LlyinnsH

(Oara: 6 aBrycra 2021 r.)

Beb6-caiiT 419 npoBepkn cepTudmkarta; http://www.rzcepit.com/validate.html
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KcnnyatayMoHHas AOKYMeHTauma ans HanmeHoBaHue pH-Balance FRAUTEST
MeAULMHCKOro U3aenns ANarHoCTUKM in

vitro. Howmep TD-RU-pH
Mopgenb 1

SKCIMNMYATAUNOHHAA AOKYMEHTAUNA
MEAONUNHCKOI O N3OENNA ONA ANATHOCTUKN IN VITRO

TecT p1a onpefeneHnsa YpoBHA KUCIOTHOCTU Bnaranmula pH-Balance
FRAUTEST

3rotosneHo: Atnac JInHk ([MeknH) TexHonomku Ko., Jitg (Atlas Link (Beijing)
Technology Co., Ltd), omc 811, L|33sH Mna3a, ®ywm Poya 166, paioH
LLInysmHwaHb, 100043 MekunH, Kntainckas HapogHasa Pecny6nvka

Inodnucbl

Meuatb:/ATnac JInHk (MekuH) TexHonomkn Ko., 114 (Atlas Link (Beijing) Technology Co., Ltd)/
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ATnac JlnHk (MeknH) TexHonomku Ko., Jitg (Atlas Link (Beijing) Technology Co.,

Ltd), odmc 811, LI3asH Mna3za, ®Pywn Poyp 166, paitoH LUnu3suHwaHb, 100043
[MeknH, KnTainckass HapogHas Pecny6nimka

/noanuce/

Mevatbl/ATnac JinHk (MekuH) TexHonomku Ko., JIta (Atlas Link (Beijing) Technology Co., Ltd)/
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ATtnac JInHk (MekunH) TexHonogpku Ko., itg (Atlas Link (Beijing) Technology Co.,
Ltd), ocmc 811, LI33sH Mna3za, ®ywm Poypg 166, painoH LUnu3nHwaHb, 100043
MeknH, KnTainckas HapogHas Pecny6nvka
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MepeBof AaHHOTO TeKCcTa CAenaH MHOA, NepeBoAUYMKOM MnbueHko CepreeM EBreHbeBUYEM,

Poccuiickaa degepauns
Nlopoa MockBa
[ABaguaTb 4eTBEpPTOro aBrycra ABe TbiCAYM ABajuaTb NepBOro roga

A, KsButko degop AnekcaHgposuy, HoTapuyc ropoja MOCKBbI, CBWAETENbCTBYHO
NoA/IMHHOCTL nognucy nepesogyuka MinbueHko Ceprea EBreHbesunya.

Mognuce coenaHa B MOEM MPUCYTCTBUN.

JlnyHoCTL NoAnucaBLLEero JOKYMEHT yCTaHOB/EHA.

3aperucTpupoBaHo B peectpe: Ne 62/137-H/77-2021- ~ 33X
YnnayeHo 3a coBepLue Koro geicteus: 400 py6. 00 kon.

®.A. KBUTKO

Bcero npoluHypoBaHo, NPOHYMePOBaHO 1 CKPEN/eHo n

HoTapuyc (-XC)
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