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1. Description of medical device

1.1. Name of medical device

Express test for detecting drugs and their metabolites in urine by
immunochromatographic method ("Test system OLLTEST® 2")

Execution options:

1. Express test for the detection of 11 drugs and their metabolites in the urine
by the immunochromatographic method with a strip to control the falsification of
urine

Contents:

- Disposable test panel for the determination of 11 types of drugs and their
metabolites: opiates, marijuana, amphetamine, methamphetamine, cocaine,
methadone, benzodiazepines, barbiturates, synthetic cathinones, synthetic
cannabinoids, ethyl glucuronide with a strip to control urine falsification by
parameters: creatinine, specific gravity, pH - 25 pcs.;

- Color table for establishing the fact of falsification - 1 piece;

- Instructions for use - 1 pc.

2. Express test for the detection of 11 drugs and their metabolites in the urine
by the immunochromatographic method

Contents:

- Disposable test panel for the determination of 11 types of drugs and their
metabolites: opiates, marijuana, amphetamine, methamphetamine, cocaine,
methadone, benzodiazepines, barbiturates, synthetic cathinones, synthetic
cannabinoids, ethyl glucuronide - 25 pcs.;

- Instructions for use - 1 pc.

3. Express test for the detection of 2 drugs and their metabolites in the urine
by the immunochromatographic method with a strip to control the falsification of
urine

Contents:
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- Disposable test panel for the determination of 2 types of drugs and their
metabolites: synthetic cathinones, synthetic cannabinoids with a strip to control the
falsification of urine according to the parameters creatinine, pH, specific gravity -
25 pcs;

- Color table for establishing the fact of falsification - 1 piece;

- Instructions for use - 1 pc.

4. Express test for detection of 2 drugs and their metabolites in urine by
immunochromatographic method

Contents:

- Disposable test panel for the determination of 2 types of drugs and their
metabolites: synthetic cathinones, synthetic cannabinoids - 25 pcs.;

- Instructions for use - 1 pc.

5. Express test for the detection of 3 drugs and their metabolites in the urine
by the immunochromatographic method with a strip to control the falsification of
urine

Contents:

- Disposable test panel for the determination of 3 types of drugs and their
metabolites: amphetamine, methamphetamine, synthetic cathinones with a strip to
control urine falsification by the parameters: creatinine, pH, specific gravity - 25
pcs;

- Color table for establishing the fact of falsification - 1 pc;

- Instructions for use - 1 pc.

6. Express test for the detection of 3 drugs and their metabolites in urine by
immunochromatographic method

Contents:

- Disposable test panel for the determination of 3 types of drugs and their
metabolites, amphetamine, methamphetamine, synthetic cathinones - 25 pcs.;

- Instructions for use - 1 pc.
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7. Express test for the detection of 4 drugs and their metabolites in the urine
by the immunochromatographic method with a strip to control the falsification of
urine

Contents:

- Disposable test panel for the determination of 4 types of drugs and their
metabolites: opiates, marijuana, amphetamine, methamphetamine with a strip to
control urine falsification according to the parameters: creatinine, pH, specific
gravity - 25 pcs;

- Color table for establishing the fact of falsification - 1 piece;

- Instructions for use - 1 pc.

8. Express test for detection of 4 drugs and their metabolites in urine by
immunochromatographic method

Contents:

- Disposable test panel for determining 4 types of drugs and their metabolites:
opiates, marijuana, amphetamine, methamphetamine - 25 pcs;

- Instructions for use - 1 pc.

9. Express apid test for the detection of 3 drugs and their metabolites in the
urine by the immunochromatographic method with a strip to control the falsification
of urine

Contents:

- Disposable test panel for the determination of 3 types of drugs and their
metabolites: cocaine, synthetic cathinones, synthetic cannabinoids with a strip to
control urine falsification by the parameters: creatinine, pH, specific gravity - 25
pcs;

- Color table for establishing the fact of falsification - 1 piece;

- Instructions for use - 1 pc.

10. Express test for detection of 3 drugs and their metabolites in urine by
immunochromatographic method

Contents:
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- Disposable test panel for the determination of 3 types of drugs and their
metabolites: cocaine, synthetic cathinones, synthetic cannabinoids - 25 pcs;

- Instructions for use - 1 pc.

11. Express test for the detection of 3 drugs and their metabolites in the urine
by the immunochromatographic method with a strip to control the falsification of
urine

Contents:

- Disposable test panel for the determination of 3 types of narcotic substances
and their metabolites: methadone, synthetic cathinones, synthetic cannabinoids with
a strip to control urine falsification according to the parameters: creatinine, pH,
specific gravity - 25 pcs;

- Color table for establishing the fact of falsification - 1 pc;

- Instructions for use - 1 pc.

12. Express test for detection of 3 drugs and their metabolites in urine by
immunochromatographic method

Consisting of:

- Disposable test panel for the determination of 3 types of drugs and their
metabolites: methadone, synthetic cathinones, synthetic cannabinoids - 25 pcs;

- Instructions for use - 1 pc.

1.2. Intended use

Express test for detecting drugs and their metabolites in urine by the
immunochromatographic method (“Test-system OLLTEST® 2”) (hereinafter
referred to as the test system) is intended for the qualitative simultaneous
determination of 2 to 11 drugs and their metabolites.

Functional purpose - drug screening. Screening analyzes of various drugs in
urine range from simple immunochromatographic tests to complex analytical
procedures. The speed and sensitivity of immunochromatographic tests ensure their
wide use in the analysis of urine for the presence of various drugs. The test system

is a device for carrying out immunochromatographic analysis for the qualitative
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detection of substances, without the need for additional devices. The calculated cut-
off concentrations and the calibrator for the determined drugs are shown in Table 1,

Table 1. Calculated cut-off concentrations and calibrator

Parameter Name Cut-off
Calibrator (ng/ml)
AMP Amphetamine D- Amphetamine 300
BAR Barbiturates Secobarbital 2000
BzZO Benzodiazepines Oxazepam 100
COoC Cocaine Benzoylecgonine 100
ETC Ethyl glucuronide Ethyl glucuronide 1000
K2 Synthetic JWH-018-5-COOH 50
cannabinoids
a-PVP Synthetic cathinones Alpha- 500
pirrolidinovalerophenon
MET Methamphetamine D-Methamphetamine 500
MTD Methadone Methadone 200
OPI Opiates Morphine 2000
THC Marijuana 11 Mor-A9-THC-9-COOH 25

The test system is an immunochromatographic express analysis for the
qualitative preliminary detection of any combinations of drugs in human urine
sample. Each test uses monoclonal antibodies to selectively detect elevated urinary
drug levels. The use of a test system for the detection of drugs and their metabolites
in urine gives good results if the content of drugs in urine reaches a certain cut-off
concentration. This test is recommended by the United States Substance Abuse and
Mental Health Services Administration (SAMHSA).

Specific pathology, condition or risk factor:

The test system is used for medical examination of persons with suspicion of
drug use, pre-trip and post-trip examinations, when persons are admitted to the
hospital and other cases associated with increased danger.

Analyzed sample type:

- freshly collected urine stored at a temperature of 18 to 25°C for up to 4

hours;
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- urine stored in a refrigerator at a temperature of 2 to 8°C for up to 48 hours;

- frozen urine, stored at temperatures from minus 20 to minus 30 ° C for up to
30 days.

The results of the analysis are not affected by population and demographic
aspects of the use of the test system.

Options 1, 3, 5, 7,9, 11 are equipped with a test strip for detecting sample
falsification.

Falsification is tampering with a urine sample to alter test results. The use of
impurities can lead to false negative drug test results, either interfering with the
screening test and / or destroying drugs present in the urine. Dilution can also be
used to produce false negative drug test results.

One of the best ways to check for tampering or dilution is to measure some of
the characteristics of the urine, such as creatinine, pH, and urine specific gravity.

Creatinine (CRE): Sample dilution tests. Creatinine is a byproduct of creatine
and is an amino acid found in muscle tissue and found in urine. A person may try to
interfere with a drug test by drinking excessive amounts of water or diuretics such
as herbal teas to flush out the body. Creatinine and specific gravity are two methods
of testing for dilution and washing, which are the most common mechanisms used
to bypass drug testing. Low creatinine and specific gravity levels may indicate
diluted urine. A lack of creatinine (<5 mg / dL) indicates that the sample does not
match human urine.

pH: tests for the presence of acidic or alkaline impurities in the urine. Normal
pH levels should be between 4.0 and 9.0. Values outside this range may indicate that
the sample has been falsificated.

Specific gravity: tests for sample dilution. The normal range is 1.003 to 1.030.
Values outside this range may be the result of sample dilution or tampering.
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1.3. Scope and potential users

Application: clinical laboratory diagnostics. The test system is intended for
use in a laboratory of a medical institution for carrying out an express analysis to
identify drugs and their metabolites in human urine.

Potential user: a laboratory specialist with a higher medical education, as well
as a laboratory assistant with a secondary specialized medical education.

For in vitro diagnostic use only.

The test system is intended for single use.

1.4. Indications and contraindications of use

Indications: Identification of drugs and their metabolites in human urine.

Option 1 is designed to detect 11 types of drugs and their metabolites: opiates,
marijuana, amphetamine, methamphetamine, cocaine, methadone, benzodiazepines,
barbiturates, synthetic cathinones, synthetic cannabinoids, ethyl glucuronide in
human urine, as well as to control the falsification of urine according to the main
parameters: specific gravity, pH, creatinine.

Option 2 is designed to detect 11 types of drugs and their metabolites: opiates,
marijuana, amphetamine, methamphetamine, cocaine, methadone, benzodiazepines,
barbiturates, synthetic cathinones, synthetic cannabinoids, ethyl glucuronide in
human urine.

Option 3 is designed to detect 2 types of drugs and their metabolites: synthetic
cathinones, synthetic cannabinoids in human urine, as well as to control the
falsification of urine by the main parameters: specific gravity, pH, creatinine.

Option 4 is designed to detect 2 types of drugs and their metabolites: synthetic
cathinones, synthetic cannabinoids in human urine.

Options 5 is designed to detect 3 types of drugs and their metabolites:
amphetamine, methamphetamine, synthetic cathinones in human urine, as well as to
control the falsification of urine by the main parameters: specific gravity, pH,

creatinine,

10
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Option 6 is designed to detect 3 types of drugs and their metabolites:
amphetamine, methamphetamine, synthetic cathinones in human urine.

Option 7 is designed to detect 4 types of drugs and their metabolites: opiates,
marijuana, amphetamine, methamphetamine in human urine, as well as to control
the falsification of urine by the main parameters: specific gravity, pH, creatinine.

Option 8 is designed to detect 4 types of drugs and their metabolites: opiates,
marijuana, amphetamine, methamphetamine in human urine.

Option 9 is designed to detect 3 types of drugs and their metabolites: cocaine,
synthetic cathinones, synthetic cannabinoids in human urine, as well as to control
the falsification of urine by the main parameters: specific gravity, pH, creatinine.

Option 10 is designed to detect 3 types of drugs and their metabolites: cocaine,
synthetic cathinones, synthetic cannabinoids in human urine.

Option 11 is designed to detect 3 types of drugs and their metabolites:
methadone, synthetic cathinones, synthetic cannabinoids in human urine, as well as
to control the falsification of urine by the main parameters: specific gravity, pH,
creatinine.

Option 12 is designed to detect 3 types of drugs and their metabolites:
methadone, synthetic cathinones, synthetic cannabinoids in human urine.

Contraindications: It has no contraindications within the scope of the intended
use established by the manufacturer.

1.5. Diagnostic value

The test system is used to detect narcotic substances and their metabolites in
urine and can be used in studies of schoolchildren and students (order of the Ministry
of Health of the Russian Federation 581n dated 06.10.2014), order of the Ministry
of Health of the Russian Federation No. 266 of 04/30/2019), order Ministry of
Health of the Russian Federation 39n of 01/29/2016), during medical examinations
of athletes, during medical examination (order of the Ministry of Health of the
Russian Federation No. 933n of 12/18/2015, order of the Ministry of Health of the
Russian Federation No. 344 of 06/15/2015, order of the Ministry of Health of the

11
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Russian Federation No. 441 of 06/30/2016) and in other cases where the result of
this test is required.

This analysis provides only a preliminary analytical result. A more accurate
alternative chemical method should be used to confirm the analytical result. Gas
chromatography with mass spectrometer (GC / MS) or liquid chromatography with
mass spectrometer (LC / MS) are the preferred confirmatory methods. Clinical
considerations and professional judgment should apply to any drug abuse test result,
especially if preliminary positive results are indicated. Test strips for detecting
falsified urine is a semi-quantitative test based on color comparison to determine
creatinine, pH, specific gravity of human urine. This test provides only preliminary
data. A more accurate alternative chemical method must be used to obtain a
confirmed analytical result. Results must be sent to the laboratory for confirmation.

1.6. Description of analytes

1.6.1. Amphetamine (AMP)

Amphetamines belong to the category of potent adrenomimetic drugs used for
therapeutic purposes. By the chemical composition, amphetamines belong to the
human natural catecholamines: adrenaline and norepinephrine. High doses of
amphetamine lead to increased excitation of the central nervous system and cause a
state of euphoria and increased alertness, reduce appetite and cause a feeling of
increased energy and strength. The cardiovascular response to amphetamines
includes increased blood pressure and cardiac arrhythmias. More acute reactions are
the appearance of anxiety disorders, paranoia, hallucinations and psychotic
behavior. The effect of amphetamines lasts 2-4 hours after use, the half-life of the
drug from the body is 4-24 hours. About 30% of amphetamines are excreted in the
urine in an unchanged form with the remains of hydroxylation products and
deamidated derivatives.

1.6.2. Barbiturates (BAR)

Barbiturates weaken the activity of the central nervous system. For therapeutic

purposes, they are used as sedatives, hypnotics and anticonvulsants. Barbiturates are

12
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usually taken orally in the form of capsules or tablets. The effect resembles the state
of alcohol intoxication. Long-term use of barbiturates leads to immunological
tolerance and physical dependence. Quick-acting barbiturates taken at 400 mg / day
for 2-3 months form a clinically significant degree of physical dependence.
Symptoms of withdrawal can be quite severe and can be fatal. A very small amount
(less than 5%) of barbiturates is excreted in the urine in unchanged form. The
detection period for barbiturates in urine is 4-7 days.

1.6.3. Benzodiazepines (BZO)

Benzodiazepines are medications often prescribed for the symptomatic
treatment of anxiety and sleep disorders. They act through specific receptors using
gamma-aminobutyric acid (GABA). Being safer and more effective,
benzodiazepines have replaced barbiturates in the treatment of anxiety disorders and
sleep disorders. Benzodiazepines are also used as sedatives before surgical and
medical procedures and for the treatment of epilepsy and alcohol withdrawal.

With regular use of benzodiazepines (for example, daily) for several months,
the risk of physical dependence increases, especially when taking large doses.
Abrupt cessation of admission can lead to symptoms such as trouble sleeping,
indigestion, poor health, loss of appetite, sweating, trembling, weakness, anxiety
disorders, and altered perceptions. Only a negligible amount of most
benzodiazepines (less than 1%) are excreted unchanged in the urine; concentration
in the urine form paired drugs. The detection period of benzodiazepines in urine is
3-7 days.

1.6.4. Cocaine (COC)

Cocaine is a potent central nervous system and local anesthetic. Initially, it
causes excessive energy and excitement, gradually leading to tremors, increased
sensitivity and cramping. In large quantities, cocaine causes fever, immunity,
shortness of breath and loss of consciousness.

Often, cocaine is taken on its own through inhalation through the nose,

intravenous injection and smoking pure cocaine. It is rapidly excreted in the urine as

13
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benzoylegonin (1,2). Benzoylegonin, the main metabolite of cocaine, has a longer
biological half-life (5-8 hours) than cocaine (0.5-1.5 hours), and can be detected
within 24-48 hours after exposure to cocaine (2).

1.6.5 Ethyl glucuronide (ETG):

Ethyl glucuronide (ETG) is a minor non-oxidizable metabolite of ethyl
alcohol, formed in vivo by conjugating ethanol with glucuronic acid by UDP-
glucuronosyl transferase. ETG, which is ametabolic product ofthe alcohol (ethanol)
that is rapidly metabolized in the body, is excreted in the blood, hair, and urine.
Using an express test panel to detect ETG in the urine, ethyl glucuronide can be
detected, which confirms alcohol consumption. The metabolite ETG stays in the
body longer and therefore has a longer detection period (from 8 to 80 hours), ETG

analysis can be used in alcohol abandonment or rehabilitation programs.

1.6.6 Synthetic cannabinoids (K2):

Synthetic marijuana or K2 are natural or chemically synthesized psychoactive
substances, the effect of which is similar to that of marijuana. The most famous trade
names are “K2” and “Spice”, both of which are used to summarize the synthetic
analogues of Marijuana. Studies suggest that intoxication caused by the use of
synthetic marijuana causes acute psychoses, worsens psychological stability, and
can also cause chronic mental disorders in susceptible people, for example, people
who have a mentally ill family. A wide variety of synthetic cannabinoids are used,
most often cannabicyclohexanol, JWH-018, JWH-073 or HU-210. As of March 1,
2011, five cannabinoids: JWH-018, JWH-073, CP-47, JWH-200 and
cannabicyclohexanol are illegal in the United States due to the fact that these
substances can potentially be very harmful, and therefore pose a direct threat to
public safety.

1.6.7. Synthetic cathinones (a-PVP)

A-Pyrrolidinovalerophenone is a recreational psychoactive substance, the
main effect of which is psychostimulation. When taking the substance, a person

experiences the following effects: euphoria, talkativeness, fussiness, increased
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concentration, as well as a general pleasant state of health. The intense sensation of
pleasure lasts 30-45 minutes, reaching a peak 1.5 hours after ingestion. The main
effects disappear after about 4 hours, the general "desirable" experience lasts more
than 6-8 hours

1.6.8. Methamphetamine (MET)

Methamphetamine is an addictive stimulant that intensely stimulates certain
brain systems. The chemical composition of methamphetamine is very similar to
amphetamine, but the effect of methamphetamine on the central nervous system is
much stronger. Methamphetamine produced in illegal laboratories is very addictive.
The drug is taken orally by injection or inhalation. High doses lead to increased
excitation of the central nervous system and cause a state of euphoria and increased
alertness, reduce appetite and cause a feeling of increased energy and strength. The
cardiovascular response to methamphetamine includes increased blood pressure and
cardiac arrhythmias. More acute reactions include the appearance of anxiety
disorders, paranoia, hallucinations, psychotic behavior, depression and exhaustion.

The effect of methamphetamine lasts 2-4 hours after use, the half-life of the
drug from the body is 9-24 hours. Methamphetamine is excreted in the urine as
amphetamine, an oxidized and deaminated derivative. However, 10-20% of
methamphetamine is excreted unchanged in the urine. Thus, the presence of the
parent compound in the urine indicates the use of methamphetamine. Typically,
methamphetamine can be detected in urine within 3-5 days, depending on the pH
level of the urine.

1.6.9. Methadone (MTD)

Methadone is a long-acting painkiller, the effect of which lasts from twelve to
forty-eight hours. Methadone relieves consumers of the stress associated with
finding illegal heroin, the dangers of injections and mood swings caused by most
opiates. Long-term use of methadone in large doses can lead to very long withdrawal
symptoms. Compared to other opiates, when they take a withdrawal period from a
week to ten days, the withdrawal period for methadone users can be 5-6 weeks.

15
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1.6.10. Opiates (OPI)

Opiates include any drug derived from opium poppy, including natural
substances, morphine and codeine, and semi-synthetic drugs such as heroin. An
opioid is a more generic name that refers to any drug that acts on opioid receptors.

Opioid analgesics constitute a large group of substances that control pain
through inhibition of the central nervous system. Large doses of morphine can cause
high levels of tolerance and physical dependence and lead to drug addiction and
abuse. Morphine is excreted in a non-metabolized form and is the main metabolic
product of codeine and heroin. Morphine can be found in urine within a few days
after taking a dose of opiates.

1.6.11. Marijuana (THC)

THC (A9 - tetrahydrocannabinol) is the main active component of
cannabinoids (marijuana).

If you smoke or take orally, it causes a state of euphoria. Consumers have a
weakened memory and slow comprehension. Tﬁey may also experience short-term
confusion and fear. Long-term use of large doses can lead to behavioral disorders.
The peak effect when smoking marijuana is manifested in 20-30 minutes and lasts
90-120 minutes after smoking one cigarette. An increased level of metabolism in the
urine is observed during the exposure time and can be detected within 3-10 days
after smoking. The main metabolite excreted in urine is 1ll-nor- A9 -
tetrahydrocannabinol - 9-carboxylic acid (A9 - THC-COOH).

2. Principle of the method

A Express test for the detection of drugs and their metabolites in urine by the
immunochromatographic method works on the principle of a one-step
immunochemical assay, in which chemically labeled narcotic substances (drug-
protein conjugates) compete with the molecules of the narcotic substance in the urine
for binding to a limited number of antibody binding sites. Drug-protein conjugates
are pre-applied to the test strip membranes in the test strip area. At one end of each

test strip is a pad containing the antibody-colloidal gold conjugate. In the absence of
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a drug in the urine, a solution of the colored antibody-colloidal gold conjugate rises
up the membrane chromatographically using capillary forces and reaches the
immobilized drug-protein conjugates in the test strip zone. The stained antibody-
colloidal gold conjugate then binds to the drug-protein conjugates. A colored line
appears due to the formation of the antibody / drug-protein conjugate complex. Thus,
the formation of a colored line in the area of the test strip indicates a negative result.
In the presence of a drug in urine, the drug / metabolite antigen competes with the
drug-protein conjugate for binding to antibodies in the test strip area. With a
sufficient concentration of the narcotic substance, saturation of all antibody binding
sites occurs. This prevents the binding of the antibody-colloidal gold conjugate with
the drug-protein conjugate and the formation of a colored band in the test area. Thus,
the absence of a colored band in the test area indicates a positive result.

A control strip with a different antigen / antibody reaction is added to the
immunochromatographic membrane strip in the control area (C) to indicate that the
test is performed correctly. This control line should always appear regardless of the
presence of the drug or metabolite. If the control line does not appear, discard the
test strip.

3. Medical device specifications

3.1. Technical characteristics of medical device
Overall dimensions of the tablet: length (74.0 = 1.0) mm, width (51.0 £ 0.5) mm,
thickness (5.0 = 0.3) mm. Tablet mass (11.5 £ 0.5) g.

Test-strips for detecting drugs are represented in three different versions:

- For joint detection of three substances;

- For joint detection of two substances;

- For detection of one substance.

Types of test-strips for detecting drugs:

- For the joint detection of COC/MET/THC;

- For the joint detection of AMP/BZO;

- For the joint detection of BAR/MTD;

17
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- For detection of AMP;
- For detection of COC;
- For detection of OPI;
- For detection of ETG;
- For detection of MET;
- For detection of MTD
- For detection of a-PVP;
- For detection of THC,;
— For detection of K2.
The structure of the test strip for the detection of narcotic substances and their
metabolites is shown in Figure 1:
— A - Substrate of the sample zone (fiberglass, brand: Glass Fiber 8964,
manufacturer - Assure Tech, China);
— B - Substrate of the conjugate application zone (polyester fiber mesh
membrane, brand: Polyster 6613, manufacturer - Assure Tech, China);
— C - Nitrocellulose membrane (nitrocellulose, brand: CN140,
manufacturer - Assure Tech, China);
— D - Absorbent plate (filter paper, cellulose, brand: AN3 Filter Paper,
manufacturer - Assure Tech, China)
— E - Lower substrate pad (polyvinyl chloride, grade PVC-01,
manufacturer Anhui beichi, China, brand).
— The reagents used in the test system are listed in Appendix A.
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Use

Figure 1- The structure of the test strip for the detection of narcotic substances and
their metabolites

3.2 Comparison (correlation) of samples

Comparison of samples was carried out on urine samples. All samples were
confirmed by gas chromatography-mass spectrometry (GC / MS) or high
performance liquid chromatography (HPLC). Samples were randomly selected and
analyzed using a test system. Samples were classified as positive or negative after 5
minutes. The results of the analysis are given in Appendix B.

3.3 Analytical sensitivity

Analytical sensitivity was determined by adding a control sample of the drug
to a negative urine sample at £ 50% of the cut-offvalue, + 25% of the cut-off value
and the cut-offvalue. Samples ofthe drug were randomly selected and encoded. The
results were confirmed by GC / MS. The analysis of each sample of the drug was
performed 10 times in accordance with the instructions for use of the drug. The
results of the analysis were considered after 5 minutes after adding the sample.

Most samples containing the drug at a concentration below the cut-off
concentration show a negative result, samples containing the drug at a concentration
equal to the cut-off concentration are defined as positive or negative. All samples
containing the drug in concentrations exceeding the cut-off concentration show a
positive result. The results are presented in Appendix C.

3.4. Analytical specificity

Data of analytical specificity if represented in Appendix D.
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3.5 Cross reactivity

The aim of the study was to determine the cross-reactivity of a test with
substances in urine that does not contain analyte. The following substances did not
show cross-reactivity when tested using a test system at a concentration of 100 pg /
ml. The results of cross-reactivity study are given in Appendix E.

3.6 Reproducibility

This study was conducted in 2 series per day and lasted 25 days for each group
of three parties. It was carried out by three specialists who were not aware of the
sample identification system. Each of the three operators analyzed 2 aliquots of urine
samples with different concentrations of the narcotic substance (2 series per day). In
total, each specialist conducted 50 tests for each concentration. The results are shown
in Appendix F.

4. Precautions

Test system is indented only for in vitro diagnostics.

The package, containing test system must be sealed. Do not use the device if
the package is spoiled.

An analysis presents a possible risk of infection. When working with
biological materials (or materials of biological origin), personal protective
equipment, such as gloves and glasses, should be used.

To avoid contamination, use a separate urine collection container for each
sample.

In the manufacture of the test system, materials of animal origin are used,
namely, fractions of bovine serum albumin (BSA), goat antibodies, monoclonal
mouse antibodies. The materials are non-toxic, non-toxic and not in direct contact
with the human body. The materials are not a pharmacological substance or drug.
The processes of processing, conservation, testing and processing of tissues, cells
and substances of animal origin are designed in such a way as to ensure the
maximum level of biological safety for users, patients and other people. Tissues,

cells and biological substances of animal origin used in the manufacture of the test
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system were obtained from animals that passed veterinary control and were
monitored, taking into account the intended use of these tissues.

5. Equipment and materials that are not supplied in sets of test systems,
but are necessary for analysis

- Stopwatch or timer;

- Urine collection container;

- Medical gloves;

- Laboratory centrifuge;

- Refrigerator with temperature from 2 to 4 ° C;

- Freezer with temperature from minus 20 ° C to minus 30 ° C;

- Aseptic wipes (if necessary).

6. Samples

The test system is designed for use with urine samples.

A urine sample should be collected in a clean and dry container. Urine
collected at any time of the day can be used.

Urine samples with visible sediments are centrifuged for 10 minutes. at an
acceleration of 1500 g (revolutions per minute), filter or settle until a clear
supernatant is obtained.

Fresh urine can be stored at room temperature from 18 to 25°C for 4 hours or
stored in a refrigerator from 2 to 8°C for 48 hours until the test. For long-term
storage, samples can be frozen and stored at temperatures from minus 20 to minus
30 ° C for up to 30 days.

Before analysis, the urine samples that were stored at a temperature of 2 to 8
° C should be kept at room temperature from 18 to 25 ° C for at least 30 minutes.

Frozen test urine samples should be kept at room temperature from 18 to 25 °
C for at least 60 minutes.

7. Method of analysis

To obtain reliable results, strict adherence to the Instructions for the use of the

test system is necessary.

21

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



Before use, verify the integrity of the packaging of the test system by visual
inspection.

Do not use the product if the packaging is damaged or poorly sealed.

The test system, if stored at a temperature of 2 to 8 © C, must be maintained at
room temperature from 18 to 25 ° C for at least 10 minutes before analysis. The test
system, in the case of storage at 2 temperature of from 8 to 18 ° C, before analysis
should be maintained at room temperature from 18 to 25 ° C for at least 5 minutes.
If the test system is stored at a temperature of 25 to 30 ° C, analysis can begin
immediately.

Open the individual packaging of the test system immediately before the
study.

Remove the test device from the sealed packaging and use it as soon as
possible.

After opening the individual sealed packaging of the test system, the analysis
should be carried out no later than 5 minutes provided that the room temperature is
from 18 to 25 ° C and humidity is not more than 80%.

Dip the substrate area to apply the sample on the test strips into the urine
sample (Figure 2).

Remove the test system and place it on a flat, horizontal, clean and dry surface.

For falsification studies, visually compare the color of the reaction substrate
with the color chart on the color table (Figure 3). Results should be read after 2

minutes. Do not interpret the results later than 5 minutes.

Fig. 2 — Analysis
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Parameter Normal Abnormal

Specific gravi )
g gravity I.W 1005 1,015 1,025 i.m 1,035
Creatinine I I
I 20 10 Med
pH Hl i
4,0 ro 9,0 m 30 100 110 1.0

Figure 3 - Color table for interpreting the results of falsification tests

Interpret test results after 5 minutes from the start of the analysis. Do not
interpret the results later than 10 minutes after adding the test sample to the test
system.

8 Interpretation of results

8.1 Test results for drug detection

Positive result (Figure 4): in the control area (C), only one color bar appears.
There is no visible color bar in the test area (T).

Negative result (Figure 5): two colored stripes appear on the membrane. One
lane appears in the control region (C), and the other lane appears in the test region
(T).

Invalid result (Figure 6): the control strip is not displayed. The results of any
test that did not give a control strip at the indicated reading time should be discarded.
Please familiarize yourself with the procedure and repeat the analysis with the new
test system. If the problem persists, immediately stop using the test system and

contact the authorized representative ofthe manufacturer in the Russian Federation.

C
H :
Fig. 4 —positive result Fig. 5- negative result Fig. 6 - invalid
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NOTE:

The color intensity in the test region (T) may vary depending on the
concentration of analytes present in the sample. Therefore, any shade of color in the
test area should be considered negative. Please note that this is only a qualitative test
and cannot be used for quantification.

Insufficient sample volume, non-compliance with the methodology or expired
test system expiration date are the most probable reasons for the lack of a control
line.

8.2 Test results to establish the fact of falsification

To interpret the results, use the color table (Figure 3), which is part of the test
system.

NOTE. Test strips for detecting fraud (urine) are designed to identify samples
with deviations from the norm by the main parameters: creatinine, pH, specific
gravity

Creatinine: Normal creatinine levels are between 20 and 350 mg / dl. In rare
cases, with some kidney diseases, its amount may decrease.

Specific Gravity: Elevated levels of protein in the urine can lead to abnormally
high specific gravities.

Normal pH levels should range from 4.0 to 9.0.

9. Quality control

The test system provides internal control of the analysis procedure with
different antigen / antibody responses in the control region (C) on each strip. This
control line should always appear regardless of the presence or absence of a drug or
metabolite in the sample. If the control line does not appear, discard the test strip.
The presence of this control band in the control region serves to confirm a sufficient
volume of the test sample, the correct technique for performing analysis procedures,
and to verify that optimal chromatographic conditions are achieved.

It is possible to use external control materials to ensure proper operation of

the test system. Samples of control materials are commercially available. When
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conducting quality control using external control materials, it is necessary to be
guided by the analysis methodology of clause 7 of this Instructions for use. If the
control values do not fall within the established limits, then the analysis results are
invalid.

10. Limitations of the use of the test system

The test system is intended for in vitro laboratory diagnostics and should only
be used for the qualitative determination of drugs.

The test system is intended for analysis only using human urine.

The test system is intended for single use only.

A positive result from any of the tests indicates only the presence of the drug
/ metabolite and does not establish the degree of intoxication.

There is a possibility that a technical or procedural error, accompanying
substances, as well as factors not listed, may interfere with the test and lead to false
results.

If a drug / metabolite is detected in a urine sample, the analysis will not show
the frequency of drug use and the effect of food and drug administration on the result
of the analysis.

11 Operating conditions, storage and transportation

11.1 Operating conditions

After opening the package, the test system should be used for 1 hour at room
temperature from 18 to 25 ° C and relative humidity not more than 80%.

The test system, if stored at a temperature of 2 to 8 ° C, must be maintained at
room temperature from 18 to 25 ° C for at least 10 minutes before analysis. The test
system, if stored at a temperature of 8 to 18 ° C, must be kept at room temperature
from 18 to 25 ° C for at least 5 minutes before analysis. If the test system is stored
at a temperature of 18 to 30 ° C, the analysis can be started immediately.

To obtain reliable results, strict adherence to the Instructions for Use is

required.
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11.2 Storage conditions

The test system should be stored in the manufacturer’s packaging at a
temperature of 2 to 30°C and humidity not more than 60% until the expiration date
indicated on the package.

Do not freeze. The product is sensitive to moisture and should be used
immediately after opening. Any test in improperly sealed packaging should be
discarded.

11.3 Transport conditions

Transport the test system by all types of covered transport in accordance with
the transportation rules applicable to a particular type of transport. Transport at a
temperature of 2° C to 30 ° C and humidity not more than 60%.

Handle carefully and avoid strong pressure on the packaging during transport
and storage.

Products transported in violation of the temperature regime are not subject to

12. Procedure for disposal and destruction of the test system

Destruction of the test system is carried out by organizations that have the
appropriate license, on specially equipped sites, landfills and premises in accordance
with the requirements stipulated by existing Federal laws, and in compliance with
the mandatory requirements for environmental protection.

Samples may contain pathogens. When handling biological fluids, follow
generally accepted safety rules and follow the rules of your local laboratory.

Test systems are epidemiologically hazardous waste.

Packaging refers to epidemiologically safe waste that is similar in composition
to municipal solid waste.

13. Information on the developer and manufacturer of the medical

device
Assure Tech. (Hangzhou) Co., Ltd.
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- }ech

Address: Building 4, No.1418-50, Moganshan Road, Gongshu District,
Hangzhou, 310011 Zhejiang, P.R. China

phone: +86-571-81022698, fax: +86571-8886920, email:
contact@diareagent.com

14. Authorized representative of the manufacturer in the Russian

Federation

LLC «Skylab», Address: 125212, Moscow, Leningradskoye sh, Ne 37,
building 1, floor 1, tel: +7(926)176-91-36, website: www.sky-lab.su, TIN
7743301018.

15. Warranty
The manufacturer guarantees that the test system meets the established
requirements of the standards and documentation of the manufacturer. Subject to the
conditions of transportation, storage and operation, the test system is stable
throughout the expiration date.
The warranty shelf life of the test system is 24 months from the date of
production. '
Claims, wishes regarding the quality of the test system should be sent to the
LLC «Skylab», Address: 125212, Moscow, Leningradskoye sh, Ne 37, building 1,
floor 1, tel: +7(926)176-91-36, website: www.sky-lab.su, TIN 7743301018.
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Appendix A. Test composition

Component Reagent Amount Quantity Manufacturer
Test strip (COC100/METS500/THC2S)
Control zone (Goat anti rabbit pAb |= 0.5 ug [Buffer solution:  [Surko Bio Tech
(Internal PIl}IO;pSha;te3 buffer
control P 2,272,
components) Preservative:
Goat anti mouse pAb |= 0.5 pg [Sodium azide
below 0,1%
Test zone Antigen: Buffer solution:  |Surko Bio Tech
. . [COC-BSA - Phosphate buffer
fr;‘;og’t‘:;’“ MET-BSA =038 | 5593
THC-BSA 203 g |preservative:
=0.3 ug Sodium azide
below 0,1%
Conjugate Pad |Mouse Anti COC = 0.4 mxr |Buffer solution:  [Surko Bio Tech
Phosphate buffer
pH 5,5-9,3
Mouse Anti MET =~ (.4 MKT Preservative:
Sodium azide
0
Mouse Anti THC = 0.4 MKT below 0,1%
Test strip (AMP300/BZ0100)
Control zone |Goat anti rabbit pAb |= 0.5 pg |Buffer solution:  |Surko Bio Tech
(Internal P;}Io;psh:;te3 buffer
control PHL9,97%
components) Preservative:
Goat anti mouse pAb 1; 0.5 ug |Sodium azide
below 0,1%
Test zone Antigen: Buffer solution:  |Surko Bio Tech
: . |AMP-BSA =0.3 ug |[Phosphate buffer
(Main reaction
components) BZO-BSA |50,3 pg [pHS,5-9,3
Preservative:
Sodium azide
below 0,1%
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Conjugate Pad [Mouse Anti AMP (= 0.4 pg (Buffer solution:  {Surko Bio Tech
Phosphate buffer
pH 5,5-9,3
Mouse Anti BZO 1= 0.4 ug Preservative:
Sodium azide
below 0,1%
Test strip (BAR2000/MTD200)
Control zone |Goat anti rabbit pAb [~ 0.5 pg |Buffer solution:  [Surko Bio Tech
(Internal Phosphate buffer
control pH 5,5-9,3
components) Preservative:
Goat anti mouse pAb |~ 0.5 pg |Sodium azide
below 0,1%
Test zone Antigen: Buffer solution:  [Surko Bio Tech
. . |BAR-BSA =0.3 Phosphate buffer
(Main reaction |\, poa 5593
components) =0.3 pug
Preservative:
Sodium azide
below 0,1%
Conjugate Pad |Mouse Anti BAR  |= 0.4 mxr |Buffer solution:  |Surko Bio Tech
Phosphate buffer
pH 5,5-9,3
Mouse Anti MTD = 0.4 MKT |preservative:
Sodium azide
below 0,1%
Test strip (AMP300)
Control zone  |Goat anti rabbit pAb |= 0.5 pg |Buffer solution:  |Surko Bio Tech
(Internal Pll'lio;p;laéte buffer
control pH 5,5-9,3
components) Preservative:
Goat anti mouse pAb |z 0.5 pg [|Sodium azide
below 0,1%
Test zone Antigen: Buffer solution:  [Surko Bio Tech
(Main reaction AMP-BSA =0.3 pg [Phosphate buffer
pH 5,5-9,3
components)
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Preservative:
Sodium azide
below 0,1%

Conjugate Pad |Mouse Anti AMP

= (0.4 Mxr

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test strip (COC100)

Control zone |Goat anti rabbit pAb

(Internal
control

components)
Goat anti mouse pAb

=05 pug

=05 pg

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test zone Antigen:

(Main reaction COC-BSA

components

=0.3 ng

Buffer solution:
Phosphate buffer
pH §5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Conjugate Pad [Mouse Anti COC

(= 0.4 HEg

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test

strip (OP12000)

Control zone |Goat anti rabbit pAb

(Internal
control

components)
Goat anti mouse pAb

=0.5 pg

1= 0.5 pg

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide

below 0,1%

Surko Bio Tech
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o

Test zone Antigen: Buffer solution:  [Surko Bio Tech
(Main reaction OPI-BSA =0.3 ug |Phosphate buffer
pH 5,5-9,3
components)
Preservative:
Sodium azide
below 0,1%
Conjugate Pad {Mouse Anti OPI = 0.4 ug (Buffer solution: Surko Bio Tech
Phosphate buffer
pH 5,5-9,3
Preservative:
| Sodium azide
| below 0,1%
Test strip (ETG1000)
Control zone |Goat anti rabbit pAb (= 0.5 pg |Buffer solution:  |Surko Bio Tech
Phosphate buffer
(Internal
pH 5,5-9,3
control
components) Preservative:
Goat anti mouse pAb |= 0.5 ug |Sodium azide
below 0,1%
Test zone Antigen: =0.3 ug |Buffer solution:  [Surko Bio Tech
. . [ETG-BSA Phosphate buffer
(Main reaction
pH 5,5-9,3
components)
Preservative:
Sodium azide
below 0,1%
Conjugate Pad |Mouse Anti ETG =0.4 pg |Buffer solution:  |Surko Bio Tech
Phosphate buffer
pH 5,5-9,3
Preservative:
Sodium azide
below 0,1%
Test strip METS500
Control zone |Goat anti rabbit pAb |= 0.5 ug (Buffer solution:  |Surko Bio Tech
Phosphate buffer
(Internal
pH 5,5-9,3
control
components)
32
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Goat anti mouse pAb

=0.5pug

Preservative:
Sodium azide
below 0,1%

Test zone

(Main reaction
components)

Antigen:
MET-BSA

[=0.3 pg

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Conjugate Pad

Mouse Anti MET

=0.4 ug

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test strip (MTD2

00)

Control zone

[(Internal
control
components)

Goat anti rabbit pAb

WGoat anti mouse pAb

=0.5 ug

=05 pug

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test zone

(Main reaction
components)

Antigen:
MTD-BSA

[=0.3 pug

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Conjugate Pad

Mouse Anti MTD

=04 pg

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test strip (a-PVP500)
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Test zone Antigen: Buffer solution:  |Surko Bio Tech
(Main resction a-PVP -BSA =0.3 pg |Phosphate buffer
pH 5,5-9,3
components)
Preservative:
Sodium azide
below 0,1%
Control zone [Goat anti rabbit pAb |= 0.5 pg [Buffer solution:  [Surko Bio Tech
(Internal Pgozpsh-s;t; buffer
control P 9,972,
components) Preservative:
Goat anti mouse pAb |= 0.5 pg  [Sodium azide
below 0,1%
Conjugate Pad |Mouse Anti a-PVP = 0.4 ug [Buffer solution:  |[Surko Bio Tech
1 Phosphate buffer
pH 5,5-9,3
Preservative:
Sodium azide
below 0,1%
Test strip (THC2S)
Control zone  |Goat anti rabbit pAb (= 0.5 ug (Buffer solution:  |[Surko Bio Tech
(Internal P:Io;psltz;t; buffer
control PER 9,977
components) Preservative:
Goat anti mouse pAb |= (0.5 pg [Sodium azide
below 0,1%
Test zone Antigen: Buffer solution:  (Surko Bio Tech
pH 5,5-9,3
components)
Preservative:
Sodium azide
below 0,1%
Conjugate Pad |Mouse Anti THC {= 0.4 ug (Buffer solution:  [Surko Bio Tech
Phosphate buffer
pH 5,5-9,3
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Preservative:
Sodium azide
below 0,1%

Tes

t strip (K2 50)

Control zone

(Internal
control
components)

Goat anti rabbit pAb

Goat anti mouse pAb

= 0.5 ug

=0.5pug

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Test zone

[(Main reaction
components)

Antigen:
K2-BSA

=03 ug

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Surko Bio Tech

Conjugate Pad

Mouse Anti K2

=04 g

Buffer solution:
Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide

below 0,1%

Surko Bio Tech
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Appendix B. Sample correlation

AMP:
GC/MS
“OLLTEST® 2 Test + N
System” + 125 0
- 5 130

Positive agreement with GC/MS: 125/(125+5) = 96.1%
Negative agreement with GC/MS: 130/(130+0) = 100%

Total agreement with GC/MS: (125+130)/(125+5+0+130) =98.1%

BAR:
GC/MS
“OLLTEST® 2 Test + -
System” + 105 3
- 2 113

Positive agreement with GC/MS: 105/(105+2) = 98.1%
Negative agreement with GC/MS: 113/(113+3) =97.4%
Total agreement with GC/MS: (105+113)/(105+2+3+113)=97.8%

BZO:
GC/MS
“OLLTEST® 2 Test + -
System” + 47 1
- 2 50

Positive agreement with GC/MS: 47/(47+2) = 95.9%
Negative agreement with GC/MS: 50/(50+1) = 98%
Total agreement with GC/MS: (47+50)/(47+2+1+50) = 97%

COC:
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“OLLTEST® 2 Test + -

System” + 165 5

- 3 260

Positive agreement with GC/MS: 165/(165+3) = 98.2%
Negative agreement with GC/MS: 260/(260+5) =98.1%
Total agreement with GC/MS: (165+260)/(165+3+5+260) = 98.2%

ETG:
GC/MS
“OLLTEST® 2 Test + -
System” + 50 10
- 12 55

Positive agreement with GC/MS: 50/(50+12) = 80.6%
Negative agreement with GC/MS: 55/(55+10) = 84.6%
Total agreement with GC/MS: (50+55)/(50+12+10+48) = 82.6%

K2:
GC/MS
“OLLTEST® 2 Test + -
System” + 90 0
- 1 20

Positive agreement with GC/MS: 90/(90+1) = 98.9%
Negative agreement with GC/MS: /(20+0) = 100%
Total agreement with GC/MS: (90+20)/(90+1+0+20) = 99%

a-PVP:
GC/MS
OLLTEST® 2 Test +
System” + 52 0
- 2 66

Positive agreement with GC/MS: 52/(52+2) = 96.3%
Negative agreement with GC/MS: 66/(66+0) = 100%
Total agreement with GC/MS: (52+66)/(52+66+2+0) = 98.3%

MET:
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OLLTEST® 2 Test + -

System” + 63 0

- 2 54

Positive agreement with GC/MS: 63/(63+2) = 96.9%
Negative agreement with GC/MS: 54/(54+0) = 100%
Total agreement with GC/MS: (63+54)/(63+2+0+54) = 98.3%

MTD:
GC/MS
OLLTEST® 2 Test + -
System” + 58 0
- 0 20

Positive agreement with GC/MS: 58/(58+1) =97.3%
Negative agreement with GC/MS: 20/(20+0) = 100%
Total agreement with GC/MS: (58+20)/(58+1+0+20) = 98.7%

OPI:
GC/MS
OLLTEST® 2 Test + -
System” + 205 4
N 5 250

Positive agreement with GC/MS: 205/(205+5) = 97.6%
Negative agreement with GC/MS: 250/(250+4) = 98.4%
Total agreement with GC/MS: (205+250)/(205+5+4+250) = 98.1%

THC:
GC/MS
OLLTEST® 2 Test + -
System” + 60 1
- 2 59

Positive agreement with GC/MS: 60/(60+2) = 96.8%
Negative agreement with GC/MS: 59/(59+1) = 98.3%
Total agreement with GC/MS: (60+59)/(60+2+1+59) =97.5%
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Appendix C. The report on Analytical sensitivity

Concentration n AMP BAR BZO CcoC ETG
Result - + = + - + - + . +
Negative sample 50 50 0 50 0 50 0 50 0| 50 0
50% cut-off 50 50 0 50 0 50 0 50 0| 50 0
75% cut-off 50 50 0 38 12| 50 0 50 0| 50 0
cut-off 50 20 30 10 40 12 38 23( 27 | 16 34
125% cut-off 50 0 50 8 42 0 50 0| 50 0 50
150% cut-off 50 0 50 0 50 0 50 0| 50| 0 50
3Xcut-off 50 0 50 0 50 0 50 0| 50| 0 50
Concentration n K2 a-PVP MET
Result - + - + - +
Negative sample 50 50 0 50 0 50 0
50% cut-off 50 50 0 50 0 50 0
75% cut-off 50 50 0 50 0 50 0
cut-off 50 14 36 16 34 10 40
125% cut-off 50 0 50 0 50 0 50
150% cut-off 50 0 50 0 50 0 50
3Xcut-off 50 0 50 0 50 0 50
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Concentration n MTD OPI THC

Result - + - + - +
Negative sample 50 50 0 50 0 50 0
50% cut-off 50 50 0 50 0 50 0
75% cut-off 50 50 [ 0 50 0 50 0
cut-off 50 6 44 23 27 11 39
125% cut-off 50 0 50 0 50 0 50
150% cut-off 50 0 50 0 50 0 50
3Xcut-off 50 0 50 0 50 | 0 | 50
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Appendix D. The report on Analytical specificity

Amphetamine 300 related compounds Concentration ng/mi
d- Amphetamine 300

1- Amphetamine 50,000
Mephentermine hemisulfate salt >100,000
3,4-Methylenedioxyamphetamine (MDA) 625
Phentermine 625
Paramethoxyamphetamine (PMA) 625
Paramethoxymethamphetamine (PMMA) >100,000
Tyramine >100,000

Barbiturates 2000 related compounds

Secobarbital 2,000
Allobarbital 15,000
Alphenal 450

Amobarbital 10,000
Aprobarbital 1,000
Butabarbital 400

Butalbital 10,000
Butethal 1,000
Cyclopentobarbital 10,000
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Pentobarbital

1,300
Phenobarbital 500
Benzodiazepines 100 related compounds
Oxazepam 100
Alprazolam 42
Bromazepam 208
Chlordiazepoxide 833
Clobazam _ 21
Clonazepam ' 833
Clorazepate 1,110
Desalkflurazepam 83
Diazepam 83
Estazolam _ 1,667
Fentanyl >100,000
Flunitrazepam 125
Flurazepam >100,000
Lorazepam 417
Lormetazepam 417
Medazepam >100,000
Midazolam >100,000
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Nitrazepam 8,333
Norchlordiazepoxide 83
Nordiazepam 167
Prazepam >100,000
Temazepam 21
Triazolam 1,667
Cocaine 100 related compounds

Benzoylecgonine 100
m‘g_lo_oo related compounds

Ethyl glucuronide 1000
Ethanol >100,000
D-Glucuronic acid >100,000
Morphine-3-f-D- glucuronide >100,000
K2 S0 related compounds

JWH-018-5-COOH 50
a-PVP 500 related compounds

a-PVP 500
3,4-Methylenedioxypyrrovalerone HCI (MDPV) 40
PVP >100,000

Methamphetamine 500 related compounds
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d- Methamphetamine

500

Chloroquine 12,500
Fenfluramine 12,500
I- Methamphetamine 3,125
Mephentermine hemisulfate salt 25,000
3,4- Methylenedioxyethylamphetamine 12,500
3,4-Methylenedioxymethamphetamine 1,875
Paramethoxymethamphetamine 625
(-)-Ephedrine 2,000
Methadone 200 related compounds

Methadone 200
(-)-alpha-methadol 1,500
Doxylamine 3,500
LAAM HCI 6500
Opiates 2000 related compounds

Morphine 2,000
Acetylcodeine 1,563
Buprenorphine 25,000
‘Codeine 500
Diacetylmorphine (Heroin) 1,250
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Dihydrocodeine 1,563
Dihydrocodeine 800
Hydromorphone 25,000
Hydrocodone 50,000
Merperidine >100,000
6- Monoacetylmorphine (6-MAM) 1,250
Morphine-3--d- glucuronide 12,500
Nalorphine Hydrochloride >100,000
Oxycodone >100,000
Oxymorphone >100,000
Rifampicine >100,000
Thebaine 50,000
Marijuana 25 related compounds

11-80p-A9-THC-9-COOH 25
11-00p-A8-THC-9-COOH 15
A8- Tetrahydrocannabinol 7,500
A9- Tetrahydrocannabinol 7,500
Cannabinol 10,000

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

45




Appendix E. Non cross-reactive compounds.

Neo Ne No
Name Name Name
1 I(\;I)él_zrp))hedrine (Except 17 Chlorpheniramine 32 Oxalic Acid
2 (+)-Naproxen 18 Creatine 33 Penicillin- G
3 (I\;/E-EI_-)Ephedrine (Except 19 Dextromethorphan 34  Pheniramine
4 gimethyllaminoantiyrine 20  Dextrorphan tartrate 35 Phenothiazine
5 Acetaminophen 21  Dopamine 36  Procaine
6  Acetone 22 Er54hromycin 37  Protonix
7  Albumin 23  Ethanol 38 Pseudoephedrine
8  Amitriptyline 24 Furosemide 39 Quinidine
9  Ampicillin 25 Glucose 40 Ranitidine
10  Aspartame 26  Guaiacol Glyceryl Ether 41  Sertraline
1 Aspirin 27  Hemoglobin 42  Tyramine
12 Benzocaine 28  Ibuprofen 43 ;/Ciitg)min C (Ascorbic
13 Bilirubin 29 Imipramine 44 Trimeprazine
14 b- Phenylethyl-amine 30 Isoproterenol 45 Venfaxine
15 Caffeine 31 Lidocaine

16  Chloroquine
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Appendix F. The report on Reproducibility.

Concentration n AMP BAR BZO CoC ETG
Result - + - + - + - + - +
Negative sample | 50 50 0 50 0 50 0 50 0| 50 0
50% cut-off 50 50 0 50 0 50 0 50 0 | 50 0
75% cut-off 50 50 0 50 0 50 0 50 0| 50 0
cut-off 50 20 | 30 [ 11 39 12 38 23| 27| 25 25
125% cut-off 50 0 50 0 50 0 50 0| 50| 0 50
150% cut-off 50 0 50 0 50 0 50 0| 50| 0 50
3Xcut-off 50 | 0 |5 0] 50 o0 50 0| 500 | 50
Concentration n K2 a-PVP MET
Result - + - + - +
Negative sample 50 50 0 50 0 50 0
50% cut-off 50 50 0 50 0 50 0
75% cut-off 50 50 0 50 0 50 0
cut-off 50 14 36 16 34 23 27
125% cut-off 50 0 50 0 50 0 50
150% cut-off 50 0 50 ¢ 50 0 50
3Xcut-off 50 0 50 0 50 0 50
Concentration n MTD OPI THC
Result - + - + - +
Negative sample 50 50 0 50 0 50 0
50% cut-off | 50 50 0 | 50 0 50 0
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75% cut-off 50 50 0 50 0 50 0

cut-off 50 6 44 23 27 11 39

125% cut-off 50 0 50 0 50 0 50

150% cut-off 50 0 50 0 50 0 50

3Xcut-off 50 0 50 0 50 0 50
48
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1. OnucanHe MeAHIHHCKOro H3NEJIHA

1.1 HanmenoBanHe MEAHIHHCKOT0 H3XENHSA

JKCIIPecCc-TeCT IJIA BHIABIECHHA HAPKOTHYECKHX BELECTB H UX MEeTabOIHTOB
B MOuYe HMMYHOXpoMaTorpaduueckum MeroaoM («Tect-cucrema OJUITECT® 2»)

BapuasThl HCTIONTHEHHSA:

1. Dxkcmpecc-TecT ANA BhSARICHWA 11 HapKOTHYECKMX BeHIECTB M HX
MeTabonuTOB B MOYe MMMYHOXpOMaTorpapuueckuM METOAOM C MONOCKOH AnA
KOHTpOI anbcrpuKanuy Modn

B cocrasge:

- OnHopa3osas TECT-NIaHENb s oNpeAeeHHs | | BHAOB HApKOTHYECKUX
BEIIIECTB H HX MeTa0OIHTOB: ONMATOB, MAPHUXyaHbl, aM()eTaMAHa, MeTam$eTaMuHa,
KOKaHHa, MeTaioHa, 6eH30aHa3eNIMHOB, 6apOUTYpaTOB, CHHTETUYECKHX KAaTHHOHOB,
CUHTETHYSCKHX KaHHAaOMHOHMAOB, 3TWITMIOKYPOHHAA ¢ MONOCKOH ANMA KOHTPONA
danbcuduxamn MOYM O NapaMeTpaM KpeaTHHHH, pH, yaenssas miotsHOCTB — 25
IT.;

- LiseToBas Tabnuua A4 ycTaHOBNEeHHA dakTa panbeupukanuu — 1 ImT.;

- HUHCcTpyKIma no npEMeHeHuio — 1 1oT.

2. JOxcnmpecc-TecT s BbBICHHA 11 HAapKOTMYECKHX BeIIECTB H HX
MeTabOTHTOB B MOYe HMMYHOXPOMATOrpaduueCKUM METOJOM

B cocrase:

- OnHopa3oBas TeCT-NaHeNb 14 ONTpeAe/ieHHA | | BHIOB HAPKOTHIECKHX
BeIlleCTB M HX MeTabOIHTOB: ONHATOB, MapUXyaHBbI, aMpeTaMuHa, MeTaMbeTaMHHa,
KOKauHa, METa/IOHa, OeH30AHAa3eUHOB, 0apOHTYypaTOB, CHHTETHYECKHX KAaTHHOHOB,
CHHTETHYECKUX KaHHAOMHOUIOB, ITUANTIOKYPOHUIA — 25 IIT.;

- HucTpyxnus no npuMeHeHHio — 1 mr.

3. Okcnpecc-TecT MNs BHRIIBNCHHA 2 HAPKOTHYSCKHX BEIIeCTB H HMX
MeTabGoNUTOB B MOYe MMMYHOXpOMaTorpauuecKHM METOROM C mostockoif mna
KOHTpPONA danbcuPUKaLHE MOIH

B cocrase:

HrcTpyxuns no npecieniie Ha MH JRePECC-TECT A8 SHABNCHHA HEPROTHUCCKNK ACLIECTS K HX METASONNTOS B MOUC HMMYHOXPONRTOTPODHUCCKHM METODOM
{«Tecr-cucreun QIUITECT™ 2v)
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- OnHopa3oBast TeCT-IaHeNb 1% ONpeZieNIeHHs 2 BUAIOB HAPKOTHYECKHX
BEUIECTE M HX METabONHTOB: CHHTETHYECKMX KATHHOHOB, CHHTETHYECKHX
KaHHAOMHOHIOB C ITOMIOCKOM A1 KOHTPONs PpanbCHPHKALMH MOTH IO NapaMeTpaM
KpeaTHHUH, pH, yAensHaa IOoTHOCTE — 25 MIT.;

- I{BeToBas Tabnuua ms ycraHoBneHus pakTa panbcupukauuu — 1 mwr.;

- Hucrpykiinsa no npuMeHeHuto — 1 wr.

4. Oxcrnpecc-TecT UIf BHABIACHUA 2 HAapKOTHYECKHX BEUECTB H HX
MeTaboNKTOB B MOUe HMMYHOXPOMATOIpapHIECKUM METOLOM

B coctase:

- Onuopa3oBas TeCT-NAHeNb IS onpejeeHud 2 BUIOB HApKOTHYECKHX
BEIUECTB H HX MeTaboNMUTOB: CHHTETHYECKMX KATHHOHOB, CHHTETHYECKHX
KaHHaOHHOMAOB — 25 mmIT.;

- WHCTpYKIHA [0 NpUMeHeHu!o ~ | [mT.

5. JKcmpecc-TecT MIA BBIABICHHUS 3 HApKOTHYECKHX BEHIECTB H HX
MeTaGOMTOB B MOYe€ HMMYHOXpOMAaTorpadMvdecKUM METOOOM C II0NOCKOH s
KOHTpoNA panscHPUKALNN MOTH

B cocrase:

- OnuopazoBas TECT-HaHENb I OpeAeIeHHs 3 BHAOB HAPKOTHYECKHX
BEIIECTB H MX MeTaGonuToB: aM¢eramMuHa, MeTaMpeTaMHHa, CHHTETHUECKMX
KATMHOHOB C TONIOCKOH MIA KOHTpois ¢anbcHPHKaHM MOYH IO NapaMeTpam
KpeaTHHHH, pH, yaensHas WIoTHOCTH — 25 1mT.;

- I{BeroBas Tabanua s ycTaHoBNeHAA QakTa panbcudpukayy — 1 wwr.;

- VHCTpYKUHUA O NPHMEHEHMIO — 1 T,

6. IJKcmpecc-TeCT MUIA BBIABJICHHS 3 HAPKOTHYECKHMX BElECTB H HX
MeTaboNUTOB B MOYE HMMYHOXpOMATOrpaguiecKHM METOIOM

B cocrase:

HAcTpyXums no apuMenennio k3 MH JKCAPEST-TECT A8 BUSNICHIUS KAPKOTHISCKNX BEIICTS H MX METASQITHTOR B 30:4¢ MMMYHOXPOMATOCD&MHECIONM METOLON
(#Tesr-cacresa OJUTTECT® 2»)
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- Onuopa3zoBas TecT-NaHeNb IS ONpeneeHusT 3 BUIOB HAPKOTHYECKHX
BEIIECTB H HX MeTabonutoB amderamuHa, MeTaM(eTaMHHA, CHHTETHUECKHX
KATHHOHOB — 25 miT.;

- HHcTpyixams no mpuMeHeHHo — 1 T,

7. Okcmpecc-TecT M4 BBIABNCHMA 4 HAPKOTHUECKMX BEIIECTB M MX
MeTaboNHTOB B MOYEe MMMYHOXpOMaTorpau4eckuM METOIOM C MONOCKOH A
KOHTponA PpanbCcUPUKaumu MO4H

B coctase:

- OnHopasoBast TecT-NaHeNb s onpejeneHns 4 BUAOB HAPKOTHYECKHX
BEIIECTB M HX METabOMMTOB: OMHATOB, MapHXyaHb!, aM(peTaMHHa, MeTaM(peTaMUHa
€ HOJIOCKOH Jy1a KOHTpois ¢anbcuduKallHi MOYH N0 HapaMeTpaM KpeaTHHuH, pH,
yAenbHas MIOTHOCTE — 25 mT.;

- IIBeToBas TabnuLa 41 yCTaHORIECHHA PakTa danscupukanuu ~ 1 wr.;

- HHCTpyKiHs no NpUMeHEHU:o ~ | mT.

8. Okcnpecc-tecT LA BBIABACHHA 4 HapKOTHYECKMX BeNIECTB M HX
METabONMTOB B MOYE HIMMYHOXpOMaTOrpapHIeCKHM METOAOM

B cocrase:

- OnHopa3soBas TeCT-NAHENb JJIA ONpeNeaeHus 4 BHIOB HAPKOTHYECKHX
BELHECTB U X MeTa0OINTOB: ONMATOB, MApPHXyaHEI, aMpeTaMHHa, MeTaM$eTaMHUHa
—25 mr.;

- Hucrpyknms no npuMeHeHHio — 1 .

9. Okcmpecc-TecT AN BBISBICHAA 3 HapKOTHHECKMX BEHIECTB H HX
METabOHTOB B MOYe¢ MMMYHOXPOMATOrpapHYECKHM METOAOM C IIONOCKON AIs
KOHTpoJA dpanbcupHUKaLMH MOYMH

B cocrase:

- OnxopasoBas TeCT-IaHeNb 1A ONPEISICHHS 3 BUAOB HAPKOTHYECKHX
BELIECTB H HX METabONINTOB: KOKAaUHA, CHHTETH4YECKHX KATHHOHOB, CHHTETHYECKHX
KaHHaOHHOMIOB ¢ MOJIOCKOM ANA KOHTPOAS (panbCHpHKALUH MOYH 10 HapaMeTpaM

KpeaTuHHH, pH, yaensHas mioTHOCTH — 25 T ;

Hsctpyxaina 110 npaissenenio na MH Drcnpecc-TecT A B6IABACHNA HEPKOTASECKIX BEILIECTS ¢ HX METIGONIHTON 8 MOME HMMYHOXPOMETOMPRBMUSCKHM METOAOM
{«Teer-cncrema OJUITECT® 24)
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- IipeToBas TabnuLa AN YCTAHORNECHUA (pakTa panscupuxauuu — 1 mr.;

- HHCTpyKItus 1o NpHMEHeHHIo — 1 mIT.

10. Oxcnpecc-TecT ANA BHIABREHHA 3 HApDKOTHYECKMX BEIUECTB M HX
MeTaboTHTOB B MOYE HMMYHOXpOMaTOrpapHIECKUM METOAOM

B cocrase:

- OzHopa3oBas TeCT-NaHeThb MIA ONpPEAeNeH s 3 BHIOB HAPKOTHYECKUX
BEIECTB M HX MeTabONTHTOB: KOKaHHA, CHHTETHIECKMX KATHHOHOB, CHHTETHYECKHX
KaHHAaOWHOHAOB — 25 IIT.;

- HHCTpYKUMA 10 MPUMEHEHH o — 1 wmT.

11. 3Bxcnpecc-TecT ANd BBIARICHHA 3 HApKOTHYECKHX BEIECTB H HX
MCTabONMHTOB B MO49e¢ MMMYHOXPOMATOrpaQHYEeCKHM METOAOM € MONOCKOH Ui
KOHTpONA QanbCHPHKALMH MOYH

B cocrabe:

- OnnopazoBad TECT-IIAHENB 1A ONpECNeHHs 3 BAAOB HADKOTHUECKHX
BEIIECTE H MX MeTabONHTOR: METAfi0HA, CHHTETHYECKHX KATHHOHOB,
CHHTeTHYECKHX KaHHaOHHOMIOB ¢ MOJOCKOM MWIA KOHTPONA (anbcuPuKaMH MOIH
no napamerpam KpeaTuHuH, pH, yaensHas nnotHocTs — 25 mIT.;

-  lieroras TaGmuua ans ycraHoBneRus paxra dpanscudukanuu — 1 mrr.;

- HHcTpyKkuua 10 NpUMEHEHHUIO ~ 1 WT.

12. Oxcnpecc-TecT 1A BBIABICHHA 3 HAPKOTHYECKUX BEHIECTB H HX
MeTa0ONUTOB B MOYE HMMYHOXPOMAaTOrpapdecKHM METOAOM

B cocrtase:

- OxnHopazoBad TecT-naHeNb NIA ONpeNeieHna 3 BUAOB HAPKOTUYECKHX
BEmISCTB U HMX MeTal0ONHTOB: METafoHa, CHHTETHYECKHMX KaTHHOHOB,
CHHTETHYECKUX KaHHAOHHOUNOB — 25 miT.;

- HHcTpyKuus no npuMeHeHtio — 1 1r.

1.2 Ha3nauenne MeAHIHHCKOTO M3AEHA

HicTpysities no npumeseio Ha MH SKcnpecc-TecT AT BMARTENNA RAPKOTHUECKRX BEMIECTS $ HX MET2OMTHTOR 8 MOUEC HMMYHOXPOMITOTPPHYCCKHM METCAOM
(«Tecr-cuctema OJUITECT* 2)
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DKCIpecc-TECT I BBIABICHHS HAPKOTHYECKHX BELIECTB H HX MeTabOMHTOB
B MOYe HMMYHOXpoMarorpaduyeckuM MerogoM («Tect-cucrema QJUUITECT® 2»)
(manee mo TEKCTy — TeCT-CHCTEMa) TMpeAHa3Ha4YeH IS KadecTBEHHOIO
OAHOBpPEeMEHHOro onpeneleHHa oT 2 A0 11 HapKOTHYECKHX BEIECTB M HX
MeTaboNHuTOB.

PDyHKIUHOHAIEHOS HA3HAYEHWE — CKPHHWHI HApKOTHYECKHX BCIUECTB.
CKpHHHHIOBEI# aHATM3 Pa3zTHYHBIX HAPKOTHYECKHX BEIIECTB B MOYe BapbHPYETCH
OT MPOCTHIX HMMYHOXpPOMATOTPapHIECKHX TECTOB A0 CIOXKHBIX AHAMHTHYECKHX
npouexyp. CKopocTs H YyBCTBHTENBHOCTE UMMYHOXPOMATOrpadpUIeCKHX TECTOB
ofecneynBalOT X IMHPOKOE HCIONB30BaHHE INPH aHAJIH3e MOYH Ha HalIMuHe
PalIM4YHBEIX HApKOTHYECKHX BeIeCTB. lecT-CHCTeMa mpeacraBnder cobofi
NpHCIOcoONeHHEe I MPOBEACHAS MMMYHOXPOMATOTPAapHYECKOr0 aHAIH3a Ul
KaYeCTBCHHOTO OOHapyXeHHA BellecTB, 0e3 HeOOXOAWMOCTH HCIONL30BAHHA
NOMOMHUTENbHBIX YycTpolicTB. IloporoBele KOHLEHTpallMH M KaiuOpatop ana
ornpe/ieNAeMbIX HADKOTHIECKHX BEIIECTB yKa3aHs! B Tabmuue 1.

Tabnnua 1 — PacyeTHbie MOPOroBble KOHLUESHTPALHH H Kanubpatop

Yceaosaoe : IMoporosoe
obosnavenne Hamewe Amanmr navenne | o Hpeaea
-TecTa TecTa (ar/mn) napysennd
AMP AmbeTaMuH D-ampeTaMuH 300 375
BAR BapGutypartsl CexoGapGuran 2000 2500
BZO Benzonuasenuust Oxcaszenam 100 125
COC Kokaun BeH30Hn3KronnH 100 150
ETG DTHArMOKYPOHKA STHArMOKYPOHHA 1000 1250
K2 CHHTETHYECKHE JWH-018-5-nenTanoBas 50 63
KaHHAOUHOMIBI KMCJIOTa
a-PVP Cunrernyeckue Ansda- 500 625
KATHHOHBI MHPPOTHAHHOBATEPODEHOH
MET Meramderamus D-MeramberaMun 500 625
MTD MeTtanon Meranon 200 250
OPI Onnatnl Mophuu 2000 2500
THC Mapuxyana 11 wop - A9 -THC-9-COOH 25 38

IToporosoe 3HaY1enue (Hr/mM.1) — KOHLICHTPALIHS aHATHTA, TPH KOTOPOH TecT-
CHCTEMa MOXET OMNpPeACNATh Ppe3yJbTaT KakK TMOJMOXKHTENbHBIH, TAK H

OTpULATENBHBIH,

HHCTPYXIHA N0 NPHMENEHHIO Ha MIT JKCIPECC-TECT A BMARACHUN NAPKOTHUCCRIN BOLICCTS H HX MCTRGOINTOS B MOUC HMMYHOXPOMATOIDAQHCCKHM MCTONOM
(aTect-cuerena OJUTTECT® 24)
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Ylpeaen obGuapyxenus (Hr/Mn) — KOHIICHTpAUMA aHANWUTa, MPH KOTOpOH
TECT-CHCTEMA ONpeeNseT pe3yIbTaT Kak MONOKUTENbHEIH ¢ BEPOSTHOCTEIO 95% B
BhILE.

Tect-cucTeMa npeacTarngeT cobot HMMyHOXpoMaTorpagpuiecKHit SKCIpece
aHANK3 A Ka4€CTBEHHOrO NPEeABAPHTENBHOIO OOHApPY KEeHH MOOBIX KOMOHHALHIA
HapKOTHYECKHX TIpenapaToB B o0pasile MouH 4YenoBeka. IIpH KaxkmoM aHaIH3e
HCNIONB3YIOTCA MOHOKJIOHANBHbIE QHTHTENA IIA CENEKTHBHOTO OOHAapyXeHHS
HOBBIIIEHHOTO COAEpXaHAA npenapatroB B Modve. Ilpn koHueHTpaumu pasHOH
npeaeny oOHapyXkeHHs M Bbllle (TOpPOroBoe 3HadeHHe +25%) TecT-cHcTeMa
onpefenseT pe3yNbTAT KaK MNONOXKUTeNbHbIN. JIaHHBEIN aHanU3 peKOMEHAOBaH
YnpasneaueM ciyxObl JIeYEHHA HApPKOTHYECKOH 3aBHCHMOCTH M IICHXHYECKHUX
pacctpoiicts CIIIA (SAMHSA).

Cnemudraeckas naToNOrAs, COCTOSHUE HAK GaKTOp pHUCKa:

Tecr-cucrema Hcnons3yercs AN MEAULMHCKOIO OCBHACTETbCTBOBAHHA JIHL
IIpd NMOAO3PEeHHH B YHOTpeOleHMH HApKOTHYECKMX BEIeCTB, MpEeApeHCOBBIX M
nocnepeficoBEIX OCMOTPAxX, Ny IOCTYIUIEHHH JIML B CTALHOHAp H HHBIX CITydasX,
CBA2aHHBIX C MOBBIMICHHOH OMTACHOCTBHIO.

Tun anamusupyemoro obpasua:

— cBeXecoOpaHHas MO4a, XPAHHBIIASACS NpK TeMnepatype oT 18 no 25°C mo
4 yacos;

— MOYa, XpaHHBILIAACA B XOJOJWIbHHKE NMpH TeMnepatype ot 2 a0 8°C ao 48
9acoB;

— 3aMOpOXeHHad Moda, XpaHMBIIascs NpH Temneparype oT MuHyc 20 mo
Munyc 30°C no 30 aueil.

Ha pesynsTarsl aHanu3a He BIHAIOT NOMYJALHOHHBIE H geMorpaduieckue
acneKkThl NPHMEHEHHS TECT-CHCTEMBI.

BapuaHTel ucnonHeHusa 1, 3, 5, 7, 9, 11 ocHaumleHB! TeCT-NIONOCKON mud

onpejeneHus panscudrkanmu odpasna.

hicTpyxons no npHMeneaiic Ha MH 3xCIpecc-TecT AN BHARICHHS HAPKOTHIECKRX BEEICCTS H HX MTRIO/INTOS B HOTE HMMYHOXPOMITO PAMPISCERN WETON0M
(«Tect-cucrena OJUTTECT? 2v)
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danscupukays - 370 nojgenka obpasua MOYH C LENBIO H3MCHEHHA
pesynsTaToB  Tecta. Hcrmonp3oBaHHe —IIpHMeceH  MOXET NPUBECTH K
NOXHOOTPULIATENbHBIM PpE3yNbTATAM B TECTaX Ha HAPKOTUKH, JuOO Memas
CKPMHHMHI-TECTY, W/HIH YHUYTOXKAaA HAPKOTHIECKHE BEILECTBa, MPUCYTCTBYIOLIHE B
Mode. PasBemeHme Moxer TakkKe  HCNONB3OBAaTECA IS MOMYHYCHHA
NOMHOOTPHLIATENBHBIX PE3YNLTATOB TECTa HA HAPKOTHKHU.

OpauM M3 JOy4ymMx cnocofoB npoBepkH Ha GaibCHQUKALMIO HIK
pa3baBieHHe ABNIETCA ONpeAeNeHHe HEKOTOPhIX XapaKTepHCTHK MOYH, TaKHX KaK
KpeaTtuHuH, pH B yaenpHad IUIOTHOCTH MOYH.

Kpearnnun (CRE): Tectsl Ha pasBegeHme oOpasia. KpeaTHHHH aBnseTcs
noGOYHEIM NPOXYKTOM KpeaTHHa W IpeAcTaBlseT coboli aMHHOKHCHOTY,
COAePXKAIIYIOCA B MEILIEYHON TKkaHH U oOHapyXHBaeTca B Moue. YenoBek MOXeT
MOMNBITATECA TOMEIIATh MPOBEACHHIO TECTa HAa HApDKOTHKHM, BHINUB 9pe3MepHOe
KOMHYECTBO BOABI MM MOYErOHHBIX CPEACTB, TaKUX KaK TpaBsHble Yau, AJIs
NPOMBIBKM opraHu3Ma. KpeaTMHHH H yAenbHas IUIOTHOCTh HBIAIOTCA ABYMA
croco6GaMu MpoBepKH Ha pasbaBlIeHHE H NPOMBIBKY, KOTOPHIE ABIAIOTCA Haubonee
PactpoCTpaHEHHEIMH MEXaHH3MAaMH, HCIONB3YEeMBIMH I 00X0Ja TeCTHPOBAHHS
Ha HapKOoTHKH. HH3kMe YpOBHH KpeaTHHHHA M YAENbHOW MJIOTHOCTH MOCYT
yKa3elBaTh Ha pasbaBneHHylo Mody. OrcyTcTBMe KpeaTHHMHa (<5 wr/an)
CBHJIETENBCTBYET O TOM, YTO 06pasel] He COOTBETCTBYET MOYe YeJIOBEKA.

pH: TecThl Ha Hanu4uWe KHUCHBIX HIM IISTOYHBIX HNpHMeced B Mo9e.
Hopmansusie yposau pH gomksst 66Tk B AuanasoHe ot 4,0 no 9,0. 3HaueHHq 32
mpefeNaMA 3TOTO JHAMa3oHa MOryT YKaselBaTh Ha TO, 4To obpasen Ovin
danscupHIHPOBaH.

VaenbHad IUIOTHOCTh: TeCTH Ha pasbaBneHue obpasua. Hopmanbrbiit
auana3oH coctapnset ot 1,003 no 1,030. 3HaueHus 3a npeAenaMu 3Toro AManasoHa

MOTYT GBITE pe3y/bTaToM pazbasneHus oOpasua Wi GanbCHPHUKALHH.

HYncrpywaan o npraraanmo #a MH IRCIPEce-TECT 1T EMARICHHA HADKOTHHECKHX BELIIECTE H X METBONHTON 3 MOYE NMMYHOXPOMATOTDSNGECKHN METOROM
(uTecrocucrena OIUATECT™ 2»)
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1.3 ObGnacTh NnpUMeHeHHS H NOTCHHHAAbHBIE NOJIB30BATENH

Ob6nacts npmeneﬁmx: KMHH4ecKas nabopatopHas JWarHocTuka. Tecr-
cHCTeMa NpeAHa3HaYeHa /11 MCIIONb30BaHUA B YCIOBHIX JiaGopaTopuH neyebHoro
Y4peXAeHHS A MPOBEACHHUs IKCIpecc-aHalu3a )i BBIABICHHA HAPKOTHUYECKHX
BELLECTB H HX MeTabONUTOB B MOYE YEN0BeKa.

IToTeHIMANEHEIH [I0NB30BaTeNb: JIA0OPATOPHEIA CHEMHAMHCT C BHICIIHM
MEJUIMHCKHM 00pa3oBaHueM, a Taioke J1abopaHT CO CpeJHHM CIIeUHANLHBIM
MeJUIMHCKHM 00pa3oBaHueEM.

Toneko AN JHArHOCTHKM in Vitro.

TecT-cucTeMa npeAHa3HaYeHA Uk OXHOPA30BOT0 HCIOB30BAHHUA.

1.4 JIloka3aHHs M NPOTHBONOKA3AHHSA K NPHMEHEHHIO MEAHIHHCKOIO
H3Jeaus

INoka3zaHus: BeisBneHre HAPKOTHUECKHX BELIECTB M HX MeTabONIHMTOB B MOUE
qeNnoBeKa.

Bapuant wucnonnenus 1| npenHasHauyeH iz BeiiBAeHus 11 BHAOB
HApPKOTHYECKHX BEMECTB M UX MeTaGONHTOB: ONMUAaTOB, MapHXyaHbl, aMpeTaMHHa,.
MeTaMpeTaMHHa, KOKaHHa, MeTafioHa, OeH3oauazenmuHOB, OapbuTypaTOB,
CHHTETHYECKHX KaTHHOHOB, CHHTETHYECKHX KaHHaOHHOHIOB, STWITIIOKYPOHH/IA B
MOY€e 9elIOBEKa, a TakKe ANA KOHTpols (anbcrpUKaluuy MOYUH MO OCHOBHBIM
napaMeTpaM: yAelbHas IUIOTHOCTh, pH, KpeaTHHHH.

BapuaHT HcrmoaHeHus 2 npeXHasHaYeH 1A BhUABAeHHs 11 BuAaoB
HAPKOTHYECKHX BELECTB U HX MeTaGONHTOB: ONHATOB, MapUXyaHs!, aMpeTaMiHa,
MeTaMpeTaMHHA, KOKAdHMHA, MeTafioHa, OeH3ofuazenuHoB, OGapbHTyparos,
CHHTETHYECKHX KATHHOHOB, CHHTETHYECKHX KAHHAOHHOHUAOB, STHITIOKYPOHUA B
MOYE YENIOBEKa.

BapuaHT HcnonHeHMS 3 nNpeJHAa3HAau4eH [s BGUABNEHUS 2 BUIOB
HapKOTHYECKHX BEIIECTB KW MX MeTabonuTOoB: CHHTETHYSCKHX KaTHHOHOB,

CHHTETHUECKMX KaHHaOWMHOMAOB B ModYe 4enoBeKa, a TaKKe UIg KOHTPONA

HucTpyxusa no tpacenenno na MH Ixcopecc-1ect ANt SAMICHHA HAPKOTHFECKHX BELICCTS W RX METROO/IATOR B MOSE HMMYHOXPOMATOrPABIECRIIM METOAOM
(«Tecr-cucresa OJUITECT™ 2v)
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danscudUKalMi MOYH 110 OCHOBHBIM IIapaMeTpaM: yJedbHas IUIOTHOCTh, pH,
KpPEaTHHHH.

Bapuaut wucnonHeHus 4 npeAHasHaueH UIE BBIABICHHA 2 BHIOB
HApKOTHYECKMX BEUIECTE M HMX MeTabONMTOB: CHHTETHYCCKHX KATHHOHOB,
CHHTETHYECKHX KaHHaGHHOUOB B MOUE YeIOBEKa.

BapuanT wucrioHeHMs S npegHazHaweH M4 BBIABACHHUA 3 BHIOB
HapKOTHYECKHX BellecTB M uX MerabonuroB: amderaMuHa, MeTaMbeTaMHHa,
CHHTETHYECKHMX KaTMHOHOB B MOYE 4YEJOBEKa, a Takke Uil KOHTPOJL
¢anscupHKaLMH MOYH NO OCHOBHBIM IIapaMeTpaM: yHelbHas IUIOTHOCTH, pH,
KpeaTHHHH.

Bapuant #HcHONHeHHA 6 nNpefHasHaYeH /4 BBIABICHHA 3 BHIOB
HApKOTHYECKHX BEIIeCTB M HMX MeTabonuToB: aMderamuHa, MeTaM{peTaMUHa,
CHHTETHYCCKHX KATHHOHOB B MOY€ 4eJIOBEKa.

Bapuant wucnonmHeHus 7 TmpeAHa3sHayeH JUIA BBUIRICHHA 4 BHJAOB
HapKOTH4YECKHX BEUIECTB H HX MeTa0oJHTOB: ONHATOB, MAPHXYyaHEI, aM(eTaMHHa,
MeTamdeTaMHHa B MOU€e HeN0BeKa, a TakkKe A4 KOHTposs (GasbCHPHKAUNE MOYH
T10 OCHOBHBIM NapaMeTpaM: yAaeabHad IIOTHOCTh, pH, KpeaTHHHH.

Bapuant wucoonHeHHA 8 npegHasHa4eH ANA  BBIABICHHA 4 BHAOB
HApKOTHYECKHX BEIIECTB H MX MeTa0oMTOB: OIIMATOB, MapHXyaHbI, aM(peTaMHHa,
MeTaMpeTaMHHA B MOY€e 4e/IOBEKA.

Bapuant wucnonHeHHs 9 mpegHa3HauYeH MNA BBUIBICHHMA 3 BUAOB
HApKOTHYECKHX BelLEeCTB A MX MeTaboMUTOB: KOKaHHa, CHHTETHYECKHE KATUHOHOB,
CHHTETHYEeCKHX KaHHaOWHOMAOB B Mo4e HYeNOBeKa, a TakKe JIA KOHTPOJIA
danbCcHOHKAUHM MOYH IO OCHOBHBIM TapaMeTpaM: yAEnbHasd IUIOTHOCTH, pH,
KpeaTHHHH.

Bapnant ucrnonsenus 10 npepgHasHadeH AN BBUIBIECHUA 3 BHAOB
HApKOTHYECKHX BEIIECTB ¥ HX MeTaboIMTOB: KOKaHHA, CHHTCTHYECKHE KATHHOHOB,

CHHTETH4YECKHX KaHHAOMHOMIOB B MOYE YeJloBeKa.

HHCTPYKIHA NO OPHMEHCEIIO HA M IXCAPECC-TECT LA BARNSHHE HAPKOTHHECKHX BEINECTS H WX METABORUTOS B MOUE HMMYHOXDOMATOMPMHUCSKHM NETOAOM
{«Tecr-cscrena OJUITECT® 2»)
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BapuanT wucnonHenus 11 npenHasHayeH InA BHMBICHMS 3  BHJAOB
HADKOTHYIECKMX BEmEeCTB M KX MeTa0oJMTOB: METaioHa, CHHTCTHYECKHX
KaTHHOHOB, CHHTETHMYECKMX KaHHAaOHHOHOB B MoO4YE UECIOBEKa, a Takoke AN
KOHTpoJNA panbcHPHKaLHKH MOYH IO OCHOBHBIM NapamMeTpaM: yAebHas IIOTHOCTS,
pH, KpeaTHHMH.

Bapuant wucnonHerua 12 npenHasHayeH AfA BeiABIEHMS 3 BHAOB
HAapKOTHYECKMX BeIeCTB H MX MeTab0oNMTOB: METafloHa, CHHTETHYECKHX
KaTHMHOHOB, CHHTETUIECKHX KaHHAOUHOHIOB B MOY€ 4eI0BCKa.

IMporuBomokazanua: IlpoTuBonokasaHuit B paMKax YCTaHOBAECHHOI'Q
MIpOM3BOAMTENIEM Ha3HAUeHHA He HMeeT.

1.5 InarHocTH49ecKAf 3HAYHMOCTD

Tecr-cucTeMa mpuMeHseTCs A OOHAPYKEHUA HAPKOTHYECKHX BEIECTB H
HX MeTabOoJMTOB B MoOuUe M MOXeT OBITh HCIONb30BaHa IMPU MCCHEJOBaHHAX
IIKONBHUKOB H cTyAeHTOB (nipuka3 M3 PO 5811 ot 06.10.2014), coTpyAHHKOB,
3aHATBIX HA roCyAapcTBeHHOH ciyxbe (mpukas M3 P® Ne 266w ot 30.04.2019),
COTPYAHHKOB ONACHBIX H BpeOHBIX MPOU3BOACTB, IIPH NPOBEACHHH NIpeApPeiiCOBLIX
H NpeICMEHHBIX OCMOTPOB Ha TpaHcnopTe (npukas M3 P® 391 o1 29.01.2016), mpu
MEIUIMHCKIX OCMOTpaX CIIOPTCMEHOB, NPH MEAULIMHCKOM OCBHAETE/IHCTBOBAHHH
(mpukaz M3 PO Ne933u ot 18.12.2015, npukaz M3 P Ne 344 or 15.06.2015,
npukaz M3 P Ne 441 or 30.06.2016) u B apyrux ciydasx, rae HeoOXomuM
pe3yJIbTaT JaHHOI'O TeCTa.

DTOT aHaNK3 JaeT TOABKO Npe/IBapUTENLHBIH aHATHTHYECKUHA pe3ynbTaT. Jna
NOATBEPXKACHHsS AHANMTHYECKOro pe3ysbTara HeoOXOAHMO HCMONB30BaTh Gonee
TOYHBIH aNbTepHATHBHBIN XUMHYeckHii Metol. I'asopas xpoMmaTorpadusa ¢ Macc-
cnektpomerpoM (GC/MS) wm xmakocTHas xpomatorpadpua ¢ Macc-
cnexktpomerpom (LC/MS) sBnsioTcs NpeANOYTHTENLHBIMH MOATBEPKAAIOLIMMHU
Metogami. Knununueckue coofpaxkeHus 1 npogeccHoHaIbHOe CYXKASHHE JOJKHBI
NPUMEHATECA K JIIOOOMY pe3yNbTaTy TecTa Ha 3J0ynoTpebieHHe HAPKOTHKAMH,

0ocoGeHHO eclU YKaszaHbl NMpCABAPHUTECABHBIC IOJOXHTCIBHBIE PE3YIIbTATHI. Tect-

HecTpyxin no npumeneniio na MH Sxcnpece-TecT 418 SHIMEHHS HAPKOTHHECKIY BCWECTS H 1X MCTASOTRTOR B MOuE WMMYHOKPOMETOTPABHYECKHN METOZOM
{«Tect-cneresa OJUITECT® 24)
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NONOCKHA A oripefeneHus ¢QanbcuuKalui MOYM - 3T0 HOJYKONHYECTBEHHLIH
TECT, OCHOBAHHBIH HAa CPABHEHMM IBETOB MJIA OMNpeAcNeHUs KpeaTHHUHA, pH,
yACNbHOH TIUIOTHOCTH MO4YH YeNnoBeKa. OTOT TEeCT HPeNOCTAaBIAET TOMNBKO
npeABapHTENIbHbIE AaHHBIE., JINd MOMy4YeHHA NMOATBEPXKAECHHOIO aHAITATHIECKOrO
pe3ynsTaTa HeoOXOAHMO HCHONB30BaTh Oonee TOYHBIH  aNbTepHATHBHBIH

XHMHYECKH MeToA. Pe3ynkTaThl AOKHEL OBITH OTIIPAaBACHH B JabopaTopuio id

MOATBEPKACHHA.

1.6 Onncanne neneBbIX AHAJIHTOB

1.6.1 Amperamun (AMP):

AMbeTaMyHBEI NPHHamIeKAaT K  KATErOpMH  CHIBHOACHCTBYIOMINX
afipeHOMMMETHYECKHX CPeACTB, MPHMEHAIOIUXCA B TepaneBTUdeckux uensax. [Io
XHMHYECKOMY COCTaBY aM(eTaMHHBI OTHOCATCS K YeJOBEYECKHM HATypaibHBIM
KaTexoMaMHHaM: aJpeHalHHy H Hopi nuHeppHHY. Boicokme nozm amberamuHa
MPHBOJAT K YCWICHHOMY BO30YXAEHMIO LEHTPaNbHOW HEPBHOH CHCTEMEI H
BBI3BIBAIOT COCTOAHHE SH(POpHH M MOBHIIEHHOM BHUMATENBHOCTH, CHHXAIOT
anneTHT ¥ BBI3HBAIOT YYBCTBO YCHICHHSA 3HEPruM U Ccmibl. Peakuus cepaeuno-
COCYAMCTOH CHCTEMBI Ha aMdeTaMMHE] BKJIIOYAeT NOBBIIIEHHe KPOBAHOTO NaBJICHUs
M cepAeyHYI0 apuTMMIO. bosee oCTpble peakUHM 3aKIOYalOTCA B MOABJICHUM
TPEBOXHBIX pacCcTpodCTB, mapaHofiy, TraMOMHHAMNA M  IICHXOTHYECKOro
noseaeHua. D¢pdexT ampeTaMHHOB WTUTCA 2-4 yaca Nocie ynoTpebneHn , IEpHOR
NONyBhIBEIEHH IIpenapaTa W3 OpraHH3Ma coctaBifeT 4-24 =aca. Oxomo 30%
aMmpeTaMHMHOB BHIBOJHTCA C MOYOM B HEH3MeHEHHO# ¢opMe ¢ ocraTkaMu
IPOAYKTOB THAPOKCHIMPOBAaHHA H Ie3aMHIHPOBAHHBIX IPOKH3BOAHBIX.

1.6.2 bapOurypatni (BAR):

BapOuTypathl 0cnabnsioT KASATENEHOCTD LIEHTPpANBHON HepBHOM clucTeMbl. B
TepaneBTHYECKHX LENAX OHHU HCIIONBL3YIOTCA KakK CeJaTHBHBIE, CHOTBOPHBIC M
NPOTHBOCYLOPOXKHEIE cpefcTBa. OObLIMHO 0apOHTYpaTEl IPHHUMAIOT NIEPOPATILHO B

BYAe Kancyn wiu Tabnetok. DpdeKT HAIOMHHAET COCTOAHHE MPH HHTOKCHKAIUH

Hscrpyxmmn 2o opssenening s8 MH Frcnipece-1ecT Uin SumATEHRE HAKOTAMECKEX SCINECTE X UX MET2B0HTOB B MOME HMMYHOXPOMSTOTPEPRICKIN METONON
{«Tecr-cucrena QJUTTECT™ 28)
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ankoroneM. JliurensHoe — mpuMeHeHHe — OapOHTypaToB  NPHBOAMT K
HMMYHOJIOTHYIECKOH TONCPAaHTHOCTH M ¢usudeckolf 3aBUCHMOCTH. bapOutypatsl
ObicTporo geiicteudA, npHHUMaeMble o 400 Mr/xeHs Ha NMPOTHKEHHH 2-3 MecALeB,
GOPMHpPYIOT KIHHHYECKH 3HAaYMMYIO0 CTeNeHb (H3WYEeCKOH 3aBHCHMOCTH.
CumnroMbl abcTHeHIMM MOTYT OBITB JOCTaTOYHO TKENBIMH M NPHBECTH K
neraneHOMY Mcxoxy. OueHb He3HadMTENbHOE KOMuU4ecTBO (MeHee 5 %)
6apOHTYpaTOB BRIBOAATCA C MO4OI B HeH3MeHeHHOH dopme. TTepuon obHapyxeHHA
S6apbutyparoB B Moue cocTaBiifeT 4-7 AHel.

1.6.3 Benzoauazenunnl (BZO):

BeH3oanasenuHsl ABIAIOTCA JICKAPCTBEHHBIMH MpelnapaTaMH, 3a4acTylo
Ha3HayaeMbIMH [IPM CHMIITOMATHYECKOH Tepanuy TPEBOXHBIX PaccTpoHCTB M
HapyileHuili cHa. OHH oOKasblBaloT Bo3feiicTBHe dYepe3 ocCoOHE peLenTopsl,
HCMONb3yd raMMa-aMHHOMAaciaHylo kuciaoty (GABA). Ssaasce OGonee
GesomacHEIME H 3¢deKTHBHEIMH, GeH30AMAa3eNHHLl 3aMeHHNM GapOuTypaThl B
JIeYEeHWH TPEBOXKHBIX PACCTPOMCTB M HapylleHHH cHa. beH30ZMa3zenMHBI Takxke
HCTIONB3YIOTCA KaK CefaTHBHBEIE CpPeACTBa MNepel XUPYPrHYeCKMMM H
MEOULMHCKMMH TpoLEeAypaMH M I JIeYeHHMS ONHICICHH M AlKONOJbHOH
aOCTHHEHLHH.

IIpu perynspHoM npueme OGeH30AHa3eNHHOB (HANPHMEp, €XEAHEBHO) B
TEYEHHE HECKONbKHX MECALEB YBENMYMBACTCA PHUCK (PHU3IHIECKON 3aBHCHMOCTH,
ocoOeHHO mpH mnpueme OonplumMx n03. Pe3koe npekpalieHHE NpHEMa MOXET
[PUBECTH K TAKHM CHMIITOMAaM, Kak MpobieMbl CO CHOM, PacCTPOHCTBO KeTyA0THO-
KHIIETHOTO TPaKTa, yXyAlIeHHe CaMOYyBCTBHs, NIOTEPs ANMETUTA, HOTOOTHACICHHE,
ApOXb, cnabocTs, TpEBOXHbBIE PACCTPOHCTBA H M3MEHEHWe BOCHpHATHA. Tonbko
HHYTOXXHOE KONMHYECTBO OONBIIMHCTBA OeH30auasemuHoB (MeHee 1%) BRIBOAATCA C
MO4Oli B HeHM3MEHEHHOH ()OpMe; KOHLICHTpaLMIO B Mode o0pa3yloT CapeHHBIE

npenapatsl. [Tepron oGHapykeHHa GeH30AHa3EMMHOB B MOY€E COCTABNACT 3-7 AHed.

Hicrpyxunn no npamencraio 1o M Fxcnpste-TecT Aan SashicHis HAPKOTMUECKNX BERIECTS B HX METAS0IUTOR B MOYE HNMYROXPOMSTOrPadAHECING MCTOOOM
{«Tect-cucrema OJUTTECT* 2»)
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1.6.4 Koxkaun (COC):

KokauH sBIsieTcs CHIBHOACHCTBYIOIDAM BO30yAMTENEM UEHTpalbHOR
HepBHOM cCHCTEMBI W AHECTE3MPYIOIINM CpPEACTBOM MeCTHOro JelcTaud.
H3Ha4anbHO OH BBI3HIBAET YPE3MEPHYI0 3HEPIHIO H BO30YKIACHHOCTD, NIOCTENEHHO
NMPUBOAA K TpeMOpy, MOBBIIEHHOH YYBCTBUTEABHOCTH M cna3MaM. B Gonpmmmx
KOJIHYEeCTBaX KOKAHH BLI3BIBAET JIMXOPAAOYHOE COCTOAHHE, HEBOCITIPHHMYHBOCTS,
3aTpyAHEHUE ABIXaHAA H NOTEPIO CO3HAHNUA.

3ayacTyl0 KOKaHH NPHUHHMAETCH CaMOCTOATEIBHO NMOCPEACTBOM BAbIXaHHA
Yepe3 HOC, BHYTPHBEHHbIX HHBEKIMHA H KypeHHA YHCTOTO KoKauHa. Brictpo
BBIBOJHTCH ¢ MoO4OH kak OensomnakroHHH (1,2). BeH30WJIIKrOHWH, INIaBHBIN
MeTaboMUT KOKaWHa, HMeeT Oonee MTENBHHH OHomorwdeckuii mnepuon
nonyBbeiBenieHuA (5-8 yacos), yeM kokauH (0,5-1,5 yaca), u MoxkeT 661Tb OGHApYKEH
B TeueHHe 24-48 yacoB nocie Bo3aeHcTBHA KOKanHHa (2).

1.6.5 Irnarawoxyponun (ETG):

Otunrmokypoini (ETG) sBnsercs BTOPOCTENCHHBIM HCOKHCIIEMBIM
MeTa0ONMTOM 3THIOBOTO CIHPTA, o0pasyloImMcs in Vvivo B pe3yJbTaTe
KOHBIOTHPOBaHUA 3TaHoNA c [IIOKYPOHOBOH Kucnotoh YAD-
rmoKypoHosuntpancepaszoit. ETG, koTophiii ABNIAeTCA NPOAYKTOM MeTabonu3Ma
ObICTpO MeTaGonu3MpyloLerocs B OpraHW3Me CIMpTa (3TaHoNa), BLIBOAMTICH C
KpOBBIO, BoocaMy M Mo4oi. C MOMOIIEBIO 3KCNPEeCe TECT-NIAHENH JIA BhIABICHUS
ETG B Moye MOXHO OOHAPYXHTB STWITTIOKYPOHU, YTO IOATBEPAUT IOTpebneHue
ankorons. Merabomur ETG nponeme octaercs B OpraHH3Me H, CIeIOBaTENIbHO,
uMeeT Oonee JUTeNbHBIH nepuon oOHapyxeHus (ot 8 ao 80 vacos). ETG-anamu3
MOXeT OBITP WCMONB30OBAH B NpOrpaMMax II0 OTKa3y OT aIKoroJMd WiIH
peaCuIHTALKH.

1.6.6 Canrernveckue kannabnnoman (K2):

CunreTHdeckad MapuxyaHHa wid K2 ABngioTcA TIpUPOAHBIMH MM
XMMHYECKH CHHTE3UPOBAaHHBIMH IICHXOAKTHBHBIMH BelllecTBaMH, 3¢dexr npH

ynorpeGiennd KOTOpeIX HoAaoOGeH >¢dexty mpu ynorpebnenun MapuxyaHsl.

Huctpyxinem 00 nprieraenmio na M Fscipecc-TecT 210 BMIBRNCHAR HAPXOTHUELCKHX BEUIECTS N HX MeTDONNTOR B MOTE HNMYHOXPOMATOPMIHCCKHN METOA0M
{«Tecr-cucrena OJUTTECT® 2x)
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Hau6ornee ussecTHrie Toprosse HanMeHoBaHuA «K2» u «Cralics», 06a H3 KOTOpPBIX
HCIONB3YIOTCH  Juii  O0OOIIeHHs CHHTETHYECKHX aHAJOroB MAapHXyaHHEL.
HccnenoBaHua MPearIoNaraioT, IT0 MHTOKCHUKAIMS, BbI3BaHHas yNoTpebiieHHeM
CHHTCTHYECKOH  MapHXyaHbl, BbI3bIBaeT OCTpbIE  NCUXO3Bl, YXYALIaeT
IICHXOJIOTHYECKYI0 CTabHIBHOCTB, & TaKKe MOXET CIYXHTh NPHYNHOH
XPOHHYECKHX IICHXHYECKHX PacCTpOHCTB y NOABEPXKEHHBIX 3TOMY JIOJNEH,
HampuMmep, y miofeifl, Y KOTOPHIX B CeMb& MMEKTCs AYyIeBHO OOJbHBIE.
Hcnoms3yerca Gonbmoe pasHooOpasue CHHTeTHYECKMX KaHHaGHHOHAOB, Halle
Bcero xanHaOunuknorekcanon, JWH-018, JWH-073 unu HU-210. Tlo coctosHHIO
Ha 1 mapra 2011 roaa, mats KanHaGuHounos: JWH-018, JWH-073, CP-47, JWH-
200 1 KaHHAOHIMKITOreKCaHON ABNAIOTCA HeneranbueiMA B CILIA H3-3a Toro, 4to
3TH BEeUIECTBA MOTEHUMANBEHO MOTYT OBITh OYEHb BPEeJHBIMH, 3, ClI€J0BaTEeNbHO,
NpPEACTABNAIOT HEMOCPEACTBEHHYIO YIpo3y ofmecTBeHHO# 6e30MacHOCTH.

1.6.7 Cunrternyeckue karaHonn! (a-PVP):

A-TlupponuauHoBanepodpeHOH -~  peKpealHOHHOEe  IICHXOAKTHBHOE
BEIECTBO, OCHOBHBIM 3}dekToM KOTOpOro sBiseTca NCHXocTHMYsumsa. IIpu
NpHéMe BeINEeCTBa 4eJOBEK MCINTHBaeT cleaywoume 3pdexTol: siidopus,
60ITIIMBOCTD, CYETIHBOCT, MOBBIIIEHHAS KOHICHTpALlHA, a Taloke ofmiee IPHATHOE
camMouyBcTBHe. MIHTEeHCHBHOE OLIYINEHHE YAOBOJBCTBHA mnpojomxaercs 30—45
MHMHYT, AOCTHTad mnuHKa 4epez 1,5 waca nocne mpuéMa. OcHOBHEIE 3(eKTHI
HCYE3al0T IPUMEPHO depes 4 yaca, oOnmii «xenaresbHbIi» ONBIT JTHTCS 6onee 6—
8 gacoB

1.6.8 Meramderamun (MET):

MetamdperaMud ABNSETCA CTUMYIHMPYIOIIMM JIEKAPCTBOM, BBI3BLIBAIOIIHM
IpUBBIKAHHE, HHTEHCHBHO BO30YXZAIOMMM ONpeAeNeHHbIe CHCTEMBI I'OJIOBHOTO
mosra. ITo XHMHYECKOMY COCTaBy MeTam(peTaMHH OYECHb CHJIBHO CXOAEH C
am¢peraMUHOM, HO BO3ACHCTRHE, OKa3biBaeMoe MeTaM(peTaMHHOM Ha LEHTPAIBHYIO
HEPBHYIO CHCTEMy, SBJISeTCS 3HAYMTENbHO OGonee cumpHbM. Metamderamun,

IlpOH3BOMIIIHﬁC}I B HEJICranbHBIX JI&GOp&TOpHXX, BBI3BIBACT OYCHb CHIBHYIO

Hsctpyxamna Ho RPHMEHEHWO Ho MI) IKTIPECC-TOCT ANA BMABNCHHA HADKOTHUCCKHX BELLCTE H HX METROONNTOS B MOE HMMYHUXPOMNTOTPRGHHECKNM METO 20
{#Tecr-cucresa OSUTTECT® 20)
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3aBUCHMOCTB. [Ipemnapar nmpuHUMaeTca NMEpopanbHO, NOCPEACTBOM HHBEKLHH HIH
BABIXaHUs. BbICOKUE HO3BI NPHBOAAT K YCHIGHHOMY BO30YXICHHIO LICHTPATbHOH
HEpBHOH CHCTEMBl H BBHI3BIBAIOT COCTOSHHE Ji(OpHH M MNOBLINEHHOH
BHUMATENBHOCTH, CHIDKAIOT AINIETHT H BHI3BIBAIOT TYBCTBO YCHJICHHUA 3HEPruH H
ciibl. Peakuus CepievHO-COCYAMCTOH CHCTEMBI Ha MeTaMdeTaMuH BKIIOYaeT
NOBHIIIEHAE KPOBAHOTO JABIEHHS H CepAevHylo apuTMHIO. bonee octphle peakuyu
3aKJIIOYAIOTCA B MOSBJICHHH TPEBOXHBIX PACCTPOMCTB, NapaHOWH, raJUIIOLHHALHH,
TICHXOTHYECKOIo NMOBEACHHUA, ACMPECCHH H HCTOIICHHA.

S¢dpext meramperamuna gutcs 2-4 yaca nocie ynorpeGieHHs, NepHOA
MONyBHIBEIEHHS MpeliapaTa W3 opraHu3Ma coctasiser 9-24 gaca. MeramderamMux
BBIBOJUTCA ¢ MOYOM Kak aMderaMuH, OKCHIHpOBaHHbIC M [e3aMHHHPOBaHHbBIS
npousBogHele. OpHako 10-20% MeramderaMHHa BBIBOJMTCA € MOYOH B
Heu3MeHeHHO#H popme. Taxum oOpaszom, HanudHe B MOUYE HCXOAHOTO COSMHEHHA
CBHIETENHCTBYET O MpHMeHEeHHH MeTaMbeTaMuHa. O6bIMHO MeTaMpeTaMHH MOXKHO
0oOHapyXuTh B MO4e B TeueHHe 3-5 nHeil B 3aBHCMMOCTH OT YpoBHA pH MoyH.

1.6.9 Meragon (MTD):

Metagon sBaserca  SONEYTONAIOMMM  JIEKAPCTBEHHLIM  CPEICTBOM
ITHTENBHOIO JedcTBHA, 2(eKT KOTOporo NJIMUTCA OT ABEHAALATH OO COPOKa
BOCBMH HacoB. MeranoH ocBoOOXaaeT MOTpeOUTENCH OT HATIPDKEHHS, CBA3AHHOTO
€ OMCKOM HE3aKOHHOTO NepOMHA, ONTACHOCTU HHBEKUMH H Mepenagos HaCTPOCHHA,
BBI3BIBAEMBIX GOJNBIIMHCTBOM ONMUATOB. J{NHTENbHLIH MpyYeM MeTafioHa B GonbImx
J103aX MOXKET IPHBECTH K OYeHb IIUTenbHoM abctuHeHimH. Ilo cpaBHeHuMro ¢
JIPyTHMH OITMATaAMHU, IIPH IIPHEMe KOTOPHIX NepHOX aGCTHHEHIMEA JTHTCS OT HEACAH
oo pecatu JaHed, mepuoa abGcTuHeHUMH Y mnotpeburencl MeTanoHa MOXET
COCTaBIAThH 5-6 HeAeNb.

1.6.10 Onuarw (OPI):

K onmuaram oTHOCHTCA N00oi npenapar, nojy4acMbiii U3 OMMMMHOrO Maka,
BKIIIOYas TIpHPOAHBIE BEIECTBA, MOPHUH H KOACHH H IMONYyCHHTETHYECKHE

HapKOTHKHM, TakWe Kak repomH. Omuoun sapnsercs Oonee obmmuM HasBaHHeEM,

Hncrpymana 110 nipusesennio #a MH 3xcnpecc-rect AT BRABIEHNS HAPKOTHIECKNY BELIECTD K RX METAOOIRTON B MOTE HMMYHOXPOMBTOTPAPHUCCKIM METOIOM
{uTecr-cucrena OJUTTECT* 2»)
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(Assyrt lech

KOTOpOe OTHOCMTCA K N060oMYy npenapaty, BO34eACTBYHOLWEMY Ha OMUOUAHbIE
peLenTopbl.

OnvongHble aHaireTUKUW  COCTaBNAlT  6GOMbLWYK  Tpynny  BeLlecTs,
KOHTpOAupyroLwmx 6016 NOCPeaCTBOM YIHETEHUSA LLeHTPalbHON HEPBHOI CUCTEMBI.
Bonbwune [03bl MOPUS MOTYT Bbi3BaTb BbICOKUI YPOBEHb MEPEHOCMMOCTM U
(hM31YeCKO 3aBUCMMOCTM W TMNPUBECTU K HAPKOTUYECKOW 3aBUCUMOCTU W
3noynoTtpe6neHnto. MopgpuH BbIBOAUTCA B HeMeTabo/nM3MpPOBaHHOM Buae W
ABNSETCSA OCHOBHbIM MeTabo/IMYeCKUM MPOLYKTOM KOAeuHa U repovHa. MopguH
MOXHO OOGHapy>XWTb B MOYe B TeYEHWe HECKONbKMX [Heil nocne npuema Aosbl
OMnunaTos.

1.6.11 MapuxyaHa (THC):

THC (A9 - TeTparmgpokaHHabwHON) $BNSAETCA OCHOBHbIM AKTUBHbLIM
KOMMOHEHTOM KaHHabuHOWUA0B (MapuxyaHbl).

Mpy KypeHun wuam npuemMe nepopanbHO BbI3bIBaeT COCTOAHWE adopun. Y
notpebutenerr Habnwopaetcad ocnabneHHoe 3anoMuHaHWe U 3amefJIeHHOe
ocMbicneHne. OHU TakXe MOryT WCNbITbIBaTb KPaTKOBPEMEHHYK CMYTaHHOCTb
CO3HaHMA W cTpax. AnuTencHbld npuem 600bWKNX [03 MOXET MNpUBeCTn K
noBefeHYECKMM HapyweHuam. TMMKOBbIA 3PHEKT Mpu KYpPeHUM MapuxyaHbl
nposasngetca yvepe3 20-30 MuHYT 1 anutca 90-120 MUHYT nocne BbIKypuUBaHUA
OfHOW curapetbl. OBbIWEHHbIA YpOBEHb MeTabonmM3Ma B Mo4ye HabnaaeTcs B
TeYyeHNe BpPeMEeHWN BO3JENCTBMA U MOXET OblTb 0O6Hapy>eH B TedeHue 3-10 gHeln
nocne KypeHus. NaBHbIM MeTaboNMTOM, BbIBOAAWMMCSA C MOYON, ABnsetca 11-
Hop- A9 - TeTparmapokaHHabuHon - 9- kapb6oHoBas kucnota (A9 - THC-COOH).

2. MNpuHUMN meToda

JKcnpecc-TecT AN BbISBMEHNS HAPKOTUYECKUX BELLECTB U UX MeTabonmToB
B MOYe WMMYyHOXpomartorpauyeckum MeToLOM paboTaeT no NpUHUMNYy
OAHOCTAAMAHOTO WMMMYHOXUMWUYECKOTO aHanms3a, Mpu KOTOPOM XUMMUYECKM
MeYeHHble HAPKOTNYECKME BeLecTBa (KOHbIOTaTbl HAPKOTUK-0E/10K) KOHKYPUPYIOT

C MONEKy/1laMn HapKOTNYECKOro BeLWeCTBa, HaxoaAaLWerocda B Mo4ye 3a CBA3blBaHNE C

VIHCTPYKLMA NO NpuMeHeHNo Ha MW SKcnpecc-TecT AN BbiABAEHUA HAPKOTUYECKNX BelW eCTB U UX MeTa6oNNTOB B MOYE UMMYHOXPOMATOrpahMyeckum MeTof0M

(«Tect-cuctema ONTITECT™* 2»)
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OTpaHHYEHHBIM KONHYECTBOM CaiiToB cBA3bBaHMA aHTHTEN. Ha MemOpaHEbl Tect-
IONOCOK B 30HE TECTOBON MOAOCH NPEABAPHTENBHO HAHECEHBl KOHBIOraThI
HapKoTHK-Oenoxk. Ha OofHOM M3 KOHHOB KaXAOH TECT-NOMOCKH PpacHojIokKeHa
NOAKNaAKa, COAEpXKalllasd KOHBIOTaT aHTUTENO-KO/UIOMAHOE 3010T0. B ciydae
OTCYTCTBHA HapKOTHYECKOTO BELNECTBA B MOYE, pacTBOP OKpallICHHOro KOHBIOrara
aHTHTENIO-KONIOHAHOE  30/I0TO  NOAHHMAaeTcAs  BBepX No  MeMbpane
XpoMaTorpapuyeckn ¢ TIOMOMIBIO KalWUIAPHBIX CAT M JOCTHUraeT
HMMOOHIH3NPOBAHHBIX KOHBIOTATOB HapKOTHK-0€/I0OK B 30HE TECTOBOH MOJIOCHL
Janee OKpalleHHBIl KOHBIOTAT AHTHTENIO-KOMJIOHJHOE 30JI0TO CBA3BIBAETCA €
KOHBIOTaTaMH HAapKoTHK-Genok. B cBs3n ¢ ¢opmmpoBaHMeM KoOMILIEKca
aHTHTENO/KOHBIOTAT HApKOTHK-0ENOK NOABNAETCS OKpauleHHas JHHMS. TakHMm
ofbpasoM, o0pa3oBaHHe OKpallleHHOH JIHHMH B 30H€ TECTOBOH IMOJOCH
CBHACTENBCTBYET O HEraTHBHOM pesyiabrare. [IpH HaiHYMM HApKOTHYECKOro
BELIECTBa B MOYe, aHTHIeH HapPKOTHYECKOTO BelecTBa/MeTaboMTa KOHKYpHpPYET C
KOHBIOIaTOM HAapKOTHK-0€NOK 3a CBA3BIBAHME C AHTHTENIAMH B 30HE TECTOBOM
nonocst. [Tpx focTaTo4HOH KOHIEHTPAIHH HAPKOTHIECKOTO BELIECTBA MPOHCXOAHT
HACHIIEHHE BCEX YYACTKOB CBA3BIBAHHA AHTHTEN. ITO NMPENATCTBYET CBA3BIBAHUIO
KOHBIOraTa aHTUTENO-KOIOHAHOE 30M0TO C KOHBIOraTOM HApKOTHK-0ENoK H
$OpPMHPOBAaHMIO OKpallleHHOM MNOJOCH B TECTOBOH 30He. TakuM oOpa3soM,
OTCYTCTBHE OKpAIICHHOX IMOMOCHEI B TECTOBOH 30HE CBHACTENBCTBYET O
MOJIOKHTENBHOM Pe3yNbTaTe.

KoHTponsHyI0 mojlocy ¢ Apyro# peakiueit aHTHreH/aHTUTeNIo J06aBIFIOT K
MOJIOCKe MMMYHOXpoMaTorpagudeckoii MeMOpaHsl B KOHTpONbHO#H obnactu (C),
4TOOBI YKa3aTh, YTO TECT BHIMIOIHEH MPaBHUIBHO. 3Ta KOHTPOJIbHAA AMHHA JO/DKHA
Bcerja MOSBIATHECA HE3aBHCHMO OT HAQIUUYHA HapKOTHYECKOro BEIIeCTBa HIH
Metabonuta. Ecnu KOHTpONBHAA JNHHHA HE NOABNAETCH, TECT-NIONOCKY CNEeXyeT

BLIOPOCHTB.

Huctpyxuna no apHmenesnio Ha MH Ixcapecc<TecT A7 BMABACHNS MAPROTHUOCKUX SEECTR M HY MeTAGARNTOR B MOYE HMMYHOXPONATONPAdINUECKNN NETOAOM
{«Tecr-crcress OJUITECT™ 2»)
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3. XapakTepHCTHKH MeRHUHHCKOr0 H3/1e/Ins

3.1 TexuH9ecKHe XAPAKTEPHCTHKH MEAHIHHCKOr0 H3AC/IHA

I'aGapuTHsle pasMeps IWiaHmera: yHa (74,0+1,0) MM, mupuna (51,0+0,5)
MM, TosnuuHa (5,0+0,3) MM,

TecT-nmonocku g BHABIEHHA HAPKOTHYECKHX BELIECTB BHIIOIHCHBI B TPEX
pa3THYHBIX BHAAX:

- JUI COBMECTHOrO 00HApY)XXeHHs TPEX BELIESCTB;

- I COBMECTHOTO oGHapyxcéHua IBYX BEIIECTB;

- ans oGHapyXKeHHs ONHOTO BEINEeCTBa.
Buasr TecT-nonocok mia oOHapyXeHus HApKOTHYECKUX BELUECTB:

- TecT-nonaocka ana obuapyxeuans COC/MET/THC;

- TeCT-TIoNocKa 1A 0OHapyxeHus AMP/BZO;

- TECT-MOJNIOCKA Mist 00Hapyxkenus BAR/MTD;

- TECT-TIONOCKA A oOHapyxeHus AMP;

- TecT-monocka mns ooHapyxenua COC;

— TecT-nonocka ;i obHapyxenus OPI;

- TecT-ntoNIocka 41 obHapyxxeaui ETG;

- TECT-NOJIOCKA 1 o6Hapyxenus MET;

- TecT-noNnocka g obHapyxenus MTD

- TeCT-MOoN0CKa ;g oOHapyxeHus a-PVP;

- TecT-monocka wis obHapyxenus THC,

- -TIoJIOCKa Ans obHapyxeHus K2.

CTpyKTypa TeCT-TIONOCKH IUIA BEIABICHHS HAapPKOTHYECKHX BELIECTB M HMX
MeTabonMTOR H306pakeHa Ha pUcyHKe 1:

A —TTopnoxxka 30HE! 00pasia.

B — IToanoxxa 30HEI HAHECEHNA KOHBIOTaTa

B — Hutpouenmonosnas meMOpaHa.

I' — ABcop6upyrollas rIacTHHA.

Hnctpyrass no npusesensno #a MH 3xcnpecc-TecT AT BHARICHHN HAPROTHHLLKHYX RSCCTR B HX MRTACOANTON 8 MOUE HMUYHOXDONATOMPAGHINCCAHM METOA0M
{(«Tect-cncresn OJUTTECT® 2»)
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L - HuKHAa nognoxka

PeareHTbl, NpUMEHAEMbIE B TECT-CUCTEME NPUBEAEHLI B MPUNOXKEHUMN A.

T]'II/IHVIFI NNHUA

m

PucyHok 1- CTpyKTypa TeCT-MONOCKN [ANS BbISIBNEHNS HAPKOTUYECKMX BELLECTB U
NX MeTabonnToB

3.2 ConocTaBneHue (koppensuns) obpasLos
ConocTasfieHne 06pasLoB 66110 NPOBEAEHO Ha 06pa3uax Moun. Bee obpasubl
OblIN NOATBEPXK/AEHbI MOCPEeACTBOM MeTofa rasoBOM XpomaTorpahmun-maccoBoM
cnektpomeTpun (FX/MC) nnm BbICOKOIPHEKTUBHOM XUAKOCTHOW XpomaTorpapum
(BOXKX). O6pasybl BblGUpanncb cllyyalHbIM 06pa3omM M aHaIM3upoBainuChb C
MOMOLLbK TecT-cucTtembl. O6pasubl KnacCUpuUMpoBaInUCb Kak MOMNOXUTENbHbIE
Unu oTpuuaTenbHble MO UCTEYEHUN 5 MUHYT. Pe3ynbTaTbl aHanmsa NpuBeAeHbl B
npuUNoXeHuu b.
3.3 AHannTn4yecKaa YyBCTBUTENbHOCTb
AHanutn4yeckas YyBCTBUTE/IbHOCTb Oblna onpejeneHa MOCPeLCTBOM
A06aBneHNa KOHTPONbHOrO o6pasua npenapaTa B OTPULATENbHbIA 06pa3el, Moum
npu +50% noporosoro 3HayeHusa, £25% nOpPoOroBoro 3HayeHMs M MOPOroBOM
3HauyeHun. O6pasLbl Npenaparta oTéupannch CnydaimHbiM 06pa3oM 1 KOANPOBAUC.
Pe3ynbTaTbl 6bI1M noaTBepXAaeHbl Metogom FX/MC. AHanu3 Kaxgoro ob6pasua
npenapara BbinosHANCA 50 pa3 B COOTBETCTBMM C MHCTPYKLMEN MO NMPUMEHEHUIO
npenapara. Pe3ynbTaTbl aHann3a paccMaTpuUBainUCb Mo UCTEYEHUM 5 MUHYT Mocne
no6aBneHna obpasua.
Bce o6pasubl, cogepkaline aHannT B KOHLEHTpauumn, coctasnsowen -50% ot

noporosoro 3HayeHund, AEMOHCTPUPYIOT OTpMLLaTeﬂbeIVI pe3ynbTar. O6pa3u,b|,

WHCTPYKUMA NO NpuMeHeHNto Ha MW D kcnpecc-TeCT ANA BbIABNEHWA HAPKOTUYECKUX BELWECTB N UX MeTabonnMTOB B MOYe MMMyHGXpDMaTOI’pad)VIHECKMM mMeTo4OM
(«TecT-cuctema ONNITECT*" 2»)
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COIEpKalllie MNpenapaT B KOHUEHTPAUHH PAaBHOM MOPOroBOH KOHUEHTpALHH,
OMpeReNAIOTCA KaK MOJOKHTENbHEIe, TaKk W OTpUuatenbHble. Bece obpasuel, 3a
uckmovyeHueM kKokamna (COC), copepxalie aHanMT B KOHIEHTpauuu +25% or
[IOPOrOBOTO 3HAYEHHA, JEMOHCTPHPYIOT NONOXHTENbHBI pesynstat. I[lpu
KOHUeHTpauuH +50% oT moporoBoro 3HayeHHs Bce oOpaslbl AEMOHCTPHPYIOT
NONOXUTENbHEIE pe3yasTaTsl. PesynsTaTh npencrasieHs! B [Ipunoxennn B.

3.4. AnaauTuyeckan cnenuPHIHOCTD

3.4.1 Aurephepenuns
beina BhIABNEHa MHTepepeHLHA JeKapCTBEHHOrO npenapara Keroponak B

KoHLUeHTpauud 5x10% ur/mMn npu onpeneneruy koxauta (COC), Genzoanazenvuos
(BZO), metamona (MTD), cuHTeTMYecKHX KaTHHOHOB (0-PVP) M MapuxyaHsI
(THC). Jlexapcteennoe cpeactso Ilapaueramon B xoHueHTpauuu 3,3x10% Hr/mn
BBI3BIBaeT MHTepdepeHLM0 NpH omnpeaeneHHu OeHzoguazenuHos (BZO) u
MetanoHa (MTD). JlekapcTBennslii npenapar JleBojnokcauH B KOHIEHTpaLHH
8,3x10° Hr/Mn He sBIAETCS HHTEP(EPUPYIOLIHMM BELIECTEOM.

3.4.2 llepexpecTHas peaKTHBHOCTD

Ifensio uccnenoBaHus ABIBUIOCH ONpeNeneHie NePEKPECTHOH PEeaKTHBHOCTH
TECTA C BEIECTBAMH B MOYe, He coAeprkaieif ananndt. Cneayiouue BEmIeCTBa He
MOKa3alii MEepeKpeCTHOM pPeaKTHBHOCTH TIpH MNPOBEACHHH HCCIENOBaHUA C
MOMOINBIO TECT-CHCTEMBI TpH KoHuUeHTpamud 100 mxr/mn. B Ilpunoxenuu ][

YKa3aHbl COCOAHHECHUA, HE NMPOABIAIOLIHE NCPCKPECTHYIO PCAKTHBHOCTD.

BemecTBa, NpoABNAIOUIME NEPEKPECTHYIO PEaKTHBHOCTE MpPM 3alaHHBIX
KOHLIEHTpauusx npuBeaeHs! B [Tpunoxenuu I'.

4. Mepb! NpeIocTOPOKROCTH

TecT-cucTeMa mpeAaHa3HaYeHa TONBKO IIf in Vitro JMarHOCTHKHA B
nabopaTopuu.

VnakoBka, cofepxalas TECT-CHCTEMY, ROMKHa ObITh 3anec4araHa. Ecau
yIaKoBKa BCKpPBITA WK HaflOpBaHa, H3/iele He HCTIONb30BaTh.

Hucrpyxusn 1o opeweneamo A2 MH DKCHPECc-TecT ANN REARMNIN HIPKOTHUECKHX SCLIECTS 1 HX MCTASOITTON B MOIE NMMYHOXPOMITOrPEPRICCKIM METONOM
(«Teer-cucrema CIUITECT® 23y
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OOpastipl MOYH  ABIAIOTCA  MOTEHUHAIbHO  3apaXeHHbIMH.  IIpH
HCIIONB30BAHMM  TECT-CHCTEMBl  HEOOXOAMMO  HWCHONB30BaTh  CPEACTBA
HHIUBHIYATGHON 3alUTHl, HAMpPHUMEp, OAHOPA30BBIE pE3UHOBBIE MEPYATKH,
MaplleBhI¢ TOBA3KH TaK Kak MccnemyeMblie o0paslbl clefyeT pacCMaTpuBaTh Kak
NOTEHUHATEHO HHGHUMPOBAHHBIE, CIIOCOOHBIE COINEP)XaTh BO3OYAHTENH MOOHIX
HH}eKLHH.

Bo u3bexaHue 3arpsa3HeHHH, V1S KaXKA0ro oGpasiia HCNoAb3yHTe OTACTBbHBIH
KOHTelHep 1A cGopa ModH.

Ilpu #3roTOBNEHMH TECT-CHCTEMBI HCMONB3YIOTCA MAaTEpPHAaNbl XHBOTHOIO
NPOUCXOXAEHMS, &8 HMEHHO (paKiyii OEYBEro CHIBOPOTOYHOro ansOyMuna (BSA),
KO3bHM aHTWTENa, MOHOKIOHANbHBIE MBIIMHBE aHTHTena. Marepuansl He
TOKCHYHBI, H¢ ANOBUThI K HE BXOJAT B HEMOCPEACTBECHHBIN KOHTAKT C OPraHU3MOM
yenoBeka. Marepuanbl He ABAAIOTCA (apMakolorudeckoii cyOcraHummell WM
NneKapcTBeHHHIM  mpenaparoM. [lpouecchl  mepepabOTKH,  KOHCEpBalluH,
TECTHPOBaHHA H o00paGoTKM TKaHel, KJIETOK H BEIECTB KHBOTHOTO
MOPOUCXOKACHHA BHIMONHEHH TaKHM 00pa3oM, YTobsl o6ecnednTs MakKCHMAaNbHBIH
ypoBeHB GHONMOrAveckoli 6e3onacHOCTH A4 MOJIB30BaTeNel, MALMEHTOB H APYTHX
mopei. TkaHH, KIeTKH U OHONOrHYEeCKHE BEIIECTBA XKHBOTHOIO IIPOMCXOXACHHUS,
NpHMEHAEMBIE [IpH M3rOTOBJIEHHH TECT-CHCTEMEI, IMOJNy4YeHbl OT JKHBOTHBIX,
NpOLIEIIAX BETEPHHAPHBIA KOHTPOJNH M HAXOAMBIOMXCA II0A HaOMOAeHHEM, ¢
YUETOM IMPeAnoaraeMoro HCIoNb30BaHUA TUX TKaHeH.

5. OGopyaoBaHHe H MATepHANDI, He NOCTAB/AAEMble B KOMILJIEKTAX TeCT-

CHCTeMbl, HO HeOOXOAHMbIE NPH NPOBeAeHHH aHAIH3A

- CexyHaoMep unu TaiiMep;

- Konretinep s cOopa Moun;

- IepuaTku MegULMHCKIME OOHOPA30BBIC;

- Ientpudyra naboparopHas;

- XonoaunsHHK ¢ TeMnepatypoit ot 2 1o 4°C;

- Mopo3unBEHHK ¢ TeMItepaTypoit ot MHHYC 20°C no munyc 30°C;

HNcTpyxiua no npumMereHnio ka MH xcpecc-Tect A BaUIeHHE HEPKOTRYCSKRK SCUSCTR I HX METAB0/IHTOS B MORE HMMYNOXPOMETOFPAMMECKMM METODOM
(«Tecrcucresa QJUITECT® 25}
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- AcenTudeckue canderkn (npu HeO6GXOTHMOCTH).

6. Anaansupyembie npo6bl

TecT-cuctema pazpaborana Aj1st UCTIONB30BaHus ¢ 0Opa3aMH MOYH.

OG6pasel] MOYH AOMKEH OBITH COOpaH B YUCTYIO H CyXYHO eMKOCTh. MoxkeT
OBITh HCNIONBL30BaHA MOYa, COOpaHHas B MoGoe BpeMs CYTOK.

OG6pa3sisl MOYH C BHIMMBIMH 0CafKaMit LIeHTpHGYTHpYIoT B TeueHue 10 MuH.
npa yckopeHuu 1500 g (060poToB B MHMHYTY), GHABTPYIOT HIIH OTCT2HBAKOT A0
NOMy4eHud Mpo3pavHoii HANOCAAOYHOH KHAKOCTH.

CBexy10 MOy MOXKHO XPaHHTH NPy KOMHaTHoI TeMnepatype ot 18 1o 25°C
10 4 4acoB WM XPaHUTH B XoJoaunbHAKE OT 2 1o 8°C no 48 wacos g0 npoBeneHUA
TecTa. JiNg [IMTENBHOro XpaHeHus 06pasLbl MOTYT ObITh 3aMOPOXKEHEBI B XPaHHTHCA
npu Temnepatype ot MuHyc 20 xo muayc 30°C no 30 aueii.

Ilepen npoBedcHHEM aHanu3a Hccneayemblie ofpasubl MOYH, KOTOpPEIS
XpaHUIIMChL NpU Temmneparype oT 2 Ao 8°C, cneayer BuiepXKaTh NPH KOMHATHOM
temnepartype ot 18 no 25°C He meHee 30 MUH.

3aMOpOoXeHHbIE HMCClielyeMble 00pasibl MOMH CIIEOyeT BBLAEPXKaTh NpH
KOMHaTHoOii Temniepatype ot 18 1o 25°C He meHee 60 MuH.

7. MeToanka NpoBeJeHHs AHAIH3A

Jna  nomyveHus JOCTOBEPHBIX pe3yNbTaToB HeoOXOAMMO  cTporoe
cobmonenne MHCTpyKIMH MO NPHMEHEHHIO TECT-CHCTEMEL.

[Tepen npumeHeHHeM yOeOHUTBCS B LEJIOCTHOCTH YMAKOBKH TECT-CHCTEMBI
IyTEM BU3YAIILHOTO OCMOTPA.

He ucnonp30BaTh H3AENHE, €CIIH YHAKOBKa MTOBPEX/ICHA HIIM IUIOXO 3anasHa.

Tect-cucTeMa, B Cllydae XpaHeHHA NpH TeMmmepatype ot 2 a0 8°C, nepen
IIpOBeiICHHEM aHANIK3a AOMKHA OBITh BBIACPXKaHa MIPH KOMHATHOH TeMIiepaType OT
18 mo 25°C B TeuenHe He MeHee 10 munyT. TecT-cHcTEMA, B Cilydae XpaHeHUs MPH
teMnepatype ot 8 o 18°C, nepen npoBeieHUEM aHATH3A AOKHA OBITSH BhiAEpKaHa

pHu KOMHaTHO# TeMneparype oT 18 10 25°C B TeueHue He MeHee 5 MUHYT. B cryuae

Huctpyiama no opumencnnino £ MH Fxcapece-Tect 20 ssnsACHUA HAPKOTHYCCKNX SCTRTTS B X MET200NNTOS B MOYE WMMYHOXPOMATOIPAGNUSCKAM MOTOOM
(«Tecr-cucresa OJINTECT® 20)
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XpaHeHHs TECT-CHCTEMBI MpU TeMmnepatype ot 25 go 30°C npoBesneHne aHanusa
MOXHO Ha4YHHATH Cpasy.

BCKpBITh MHAWBHAYAJIBHYIO YMAKOBKY TECT-CHCTEMBI HEMOCPEACTBEHHO
nepen NpoBeAeHUEM HCCAENOBaHHAA.

H3pnexkure TecTOBOE yCTPOHCTBO H3 repMeTHYHOM yNakoBKH H UCTIONb3YiHTe
€ro KaKk MOXHO CKopee.

ITocne BCKpHITHA HHAMBUAYANBHOH repMETHYHOH YIIAKOBKM TeCT-CHCTEMBI
aHanu3 Jo/bKeH OBITh MpoBeldeH He Io3gHee 4eM uepe3 | yac mpH yCIOBHH
cobmoneHus KOMHAaTHO# TeMnepatypsl oT 18 g0 25°C u BnaxHocTu He Gonee 80%.

OxyHuTte 006acTh NOMANOKKU A4 HaHeceHUs oOpaslia Ha TeCT-TIONOCKaX B
obpaszen Mo4H (PHCYHOK 2).

H3BnekHTe TECT-CHCTEMY, TIONOKHTE HA POBHYH) I'OPH3OHTATBHYH), YHCTYIO
H CYXy10 nonepxnocu.ﬁ

Hns wccnegoBanuit Ha ¢anbcuUKALKIO BU3yaAbHO CpaBHHTE LBET
PEaKLHOHHON NOMNOKKH C KAPTOH LBETOB Ha LBETOBOW Tabmuue (pucyHOK 3).
Pe3ynsTarel NOMKHB OBITH CUMTAHBE! 4epe3 2 MMHYTH. He uHTEpnperHpyiite

pe3yNbTATHI MO3/IHEE, YeM Yepe3 5 MHHYT.

Pucyrok 2 — IlpoBeneHne ananiza

Huctpyxig no mpsenctmo v MH Iucnpecc-TecT 212 BMABICHHA HGPKOTHYECKNX BELCTE W HX METROONHTOD o Moue HNMYHOXPOMSTOTPADHNECKHM METOROM
tuTecrcnerena OJUITECT* 2w)
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MokasaTenu Hopwma OTKNOHEHWEe OT HOPMbI

Y nenbHaa NN0THOCTb . . Lll_l . .

1.003  1.005 1.015 1.025 10Ct0 1.035
KpeaTuHUH H
100 mr/g.1 20 mr/n.1 0mr/gn 10 mr/.vi
pH [ | LIII'I |
4.0 7,0 9.0 3,0 10.0 n.o 12,0

PucyHok 3- LiBeToBas Tabnuua Ana nHTepnpeTaumy pes3ynbtaToB TecTa Ha
(hasbCMpuKaLlmio

MpoBeanTe WHTeprpeTayuto pe3ynbTaToB TecTa 4yepe3 5 MUHYT C Hayana
aHanusa. He wvHTepnpeTupyiTe pe3ynbTatbl Mno3gHee, yem 4yepe3 10 MUHYT C
MOMeHTa [06aB/eHnsa Ha TeCT-CUCTEMY MCCliefyemMoro obpasua.

8. NHTepnpeTauuna pe3ynbTaToB

8.1 Pe3ynbTaThbl TECTOB ANA BbIABNEHNA HAPKOTUYECKMX BELLECTB

MonoxutenbHbln  pe3ynbTaT (pucyHok 4): B o6nactu kKoHTpona (C)
NnoABNSETCA TO/MIbKO OfHa LBeTHas nosioca. HeT BMAMMOI UBETHOW NOMOCHI B
TecToBOn obnactu (T).

OTpuuatensHbIi pe3ynbTaT (PUCYHOK 5): iBe LBETHbIE MOOChI NOABAAKTCA
Ha Memb6paHe. OfHa nosioca NosBAAeTCA B KOHTponbHoW o6nactu (C), a gpyras
nonoca nosiBNseTcs B TectoBoi o6nactu (T).

HepeicTBuTeNbHbIN pe3ynbTar (PUCYHOK 6): KOHTpO/ibHag Monoca He
oTobpaxaeTcs. Pe3ynbTaThl 11060r0 TeCTa, KOTOPbLIA He Aan KOHTPONbHOM NONOCHI
B YKasaHHOe BpPeMfA CUMTbIBAHUA, [LO/MKHbI OblTb OTOpOLWEHbI. [MoXanyncra,
03HAKOMbTECb C MPOLEAYpOl U NMOBTOPWUTE NPOBEAEHME aHann3a C HOBOMN TecT-
cuctemoit. Ecnu npobnema He ycTpaHeHa, HEMe/IeHHO NpPeKpaTUTe UCMOo/b30BaHNe
TeCT-CMCTEMbI 1 06paTUTECH K YNOSTHOMOYEHHOMY MPeACTaBUTeNt0 NPOU3BOANTENS

B POD.

VHCTPYKLUMA NO NpUMeEHeHN0 Ha MW Jkcnpecc-TecT ANs BbIABNEHWS HAPKOTUYECKNX BELLECTB H NX METabONMTOB B MOYe MMMYHOXpOMaTorpatmyeckum MetToLom
(«TecT-cuctema O ITTECT* 2»)
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PucyHok 4 - PucyHok 5 - PrcyHok 6 -
TTonoxuTeNEHBIH OTpunaTeNnbHeIi HepeficTBuTenbHEIA
pe3yabTatr pe3yabTar pe3ynpTar
[TPUMEYAHUE:

UnrencuBrOCTh IBeTa B TecToBoil obnactu (T) Moxer BappHpoBaThCs B
3aBUCHMOCTH OT KOHIEHTPALMH aHATMTOB, MPHCYTCTBYIOMMX B 00pasue. [ToaTomy
mo0oif OTTEHOK LBET2 B TECTOBOH 00AACTH CAERyeT CYMTATh OTPHUATENBHAIM.
OGpariuTe BHHMaHHE, YTO 3TO TONLKO KAaYeCTBEHHBIH TECT, H OH HE MOXET
HCIIOJIL30BATECA VI KOJIMIECTBEHHOTO ONIPEAc/IeHHA.

Hegnoctarounsiii 06seM obpasiia, HecOOMOACHHE METOAMKH HIIM HCTEKIIMM
CPOK TOAHOCTH TECT-CHCTEMbl ABLSIOTCA Haubonee BEPOATHBIMH NPHYHHAMH
OTCYTCTBHA KOHTPOJIBHOH MOJIOCHL.

8.2 Pe3y1bTaThi TECTA AN yeTaHOBAeHUS PakTa panscupukanun

Jns  wWHTEpnperanMd pe3yNbTATOB NONB3yHTech LBeTOBOH Tabmuuei
(pucyHOK 3), BXOAAIIEH B COCTAB TECT-CHCTEMBI.

[TIPUMEYAHHME. TecT-mONOCKK A4 BBIABNCHHA (anbcupukaumit (Moua)
MpeaHasHAYeHbl N HASCHTHOHKAUHH O0pa3loB ¢ OTIJIOHEHHAMH OT HOPMBEI IO
OCHOBHbIM ITapaMeTpaM: KpeaTuHuH, pH, yaenbHas ILIOTHOCTD

KpeaTunuH: HOpMalbHBIH ypoBeHb KpeaTHMHHHa coctaBinser or 20 xo 350
Mr/mr. B peakux cnydasx, NpH HEKOTOPBIX 3a60J1eBaHHAX NMOYEK, €ro KOTHYECTBO
MOXET YMEHBIIHUTCH.

VY nensHas noTHOCTE: [TOBEILIEHHBIE YPOBHH Oellka B MOYE€ MOTYT IPHBECTH
K aHOMAJIBHO BHICOKMM 3HAYEHUAM YACJIHHOH Macchl.

HopmManenele yposuu pH nomxHel 66T B Manasone ot 4,0 go 9,0.

Huctpyxiir 1o npyseesennio #a MH Ixcnpecc-TecT ANA abSAICEHS HEPXOTRICCKRX BEICCTE W BX METABMINTON B MOUE HNMYHOXPOMBTOSPAGRINECKHM NETOAGM
(«Tecr-cuctesa OJUITECT" 24)
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9. KoHTpOIb KauecTBa

Tect-cucrema obecneuuBaer BHYTpEHHHH KOHTPONL MpPOLEXYPhl aHATH3A C
pa’nuuHo# peaxuuel aHTHNeH / aHTHTENO B KOHTponbHo# obnactu (C) Ha kaxzaoii
MONOCKE. DTA KOHTPOJbHAS JIMHUA AOJDKHA BCErAa NOABIATHCA HE3aBHCHMO OT
HAJTMYMA WIH OTCYTCTBHA HapKOTHYECKOTO BellecTBa HiIX MeTaboiHTa B oOpasie.
Ecnu KOHTPOJIbHAS JHHMA HE MOABIACTCA, TECT-TIONOCKY CAEeAyeT BHIOPOCHTS.
Hanusme 310l KOHTPONBHOH NONOCEI B KOHTPOJBHOR 00MacTH CHOYXUT WA
NOATBEPXAEHHA IOCTaTOYHOro obObeMa HccnexyemMoro ofpasua, NpasIbHON
TEXHHUKE BBIMONHEHHA MNpOUEAyp aHauN3a M NMPOBEPKH TOIo, YTO HAOCTHIHYTHI
ONTHMANBHEIE YCIOBHA XpOMaTorpahHpoBaHus.

B03MOXHO HCHOONB30BAThL BHEIIHHE KOHTPOJBHBIE MaTepHansl A
obecneuenus Hamnexame# paborel Tect-cucTeMbl. (OOpa3libl KOHTPONBHBIX
MaTepHalioB KOMMep4Yecku AOCTYynHbL [IpH NMpoBeAeHHH KOHTpONA Ka4yecTBa ¢
NOMOIIbIO BHEUIHAX KOHTPOAbHAIX MATEPHANIOB, HCOOXOAHMO PYKOBOACTBOBATHCA
METONUKONH NMPOBEACHHA aHanM3a N.7 Hactosmed MHCTpYKUMH 10 NPHMEHEHHIO.
ECH KOHTpONbHBIE 3HAYEHMS HEe MONAfaloT B YCTAHOBIICHHbIC TIPEACNbI, TOTAR
pe3ynbTaThl aHANH3A SABIAIOTCA HEACHCTBUTEIBHBIMH.

10. OrpanHsieHHR HCMO/Ib30BAHHSA TECT-CHCTEMbI

TecT-cucTeMa NpeAHa3Ha4eHa Mg 1aGOpaTOpHON AWArHOCTHKH in vitro u
JOJXKHE HCTIOJIB30BATBCA TOJBKO 1l Ka4ECTBEHHOIO ONMpeNecHHS HAapKOTUKOB.

Tect-cucTeMa mNpeAHasHaueHa /I TNPOBEACHHA aHalM3a TONBKO C
HCNOJIb30BAHHEM MOYH 4eIoBEKa.

TecT-cucTeMa npeAHa3HaYEeHa TONLKO MIA OXHOKPATHOIO MPHMEHEHHS.

TNonoxuTenpHblit pe3ynsTar MoOOro W3 TECTOB YyKa3blBaeT TONbKO Ha
HAHYKHe JIEKAPCTBEHHOro cpeictsa / MerabonuTa M HE YCTAHABIIMBAET CTENEHB
HHTOKCHKAIIHH.

CymecTByeT BEpPOATHOCTb TOTO, YTO TeXHH4eCKas WIM MNpolesypHas
omHu0Ka, COMyTCTBYIOIIME BELIECTBA, a TAKKE (pakTopbl, He MEPEUHCICHHbIC B

CIOHCKe, MOTYT NOMEIIATH [TPOBCACHHIO TECTA H NIPUBECTH K JOXXHBIM pE€3ylIbTaTaM.

HecTpyxuma o npusienesnio #a MH IxCnpece-TecT Ann SHAKTEHRA KAPKOTHYECKNY BEIRECTD W IX METRGONNTOR B M0SE YHOXP PABEECKAM WETOROM
(«Tecr-cicrema OJUITECT* 24
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Ecnu B ob6pasue Mouu 06HapyKeH HAPKOTHK/METabOIUT, aHAIH3 HE OKAXKET
9acTOTy ynoTpebieHus HapKOTHKOB M BJIHAHUA NPOAYKTOB IIHTAHHMA M IIpHEMa
NeKapCTBEHHBIX CPEACTB Ha pe3ysbTaT aHaIH3a.

11. YenoBus 3kcnNyaTanns, XpaHeHHs H TPaHCNIOPTHPOBAHAA

11. 1 YcaoBHa 3kcmyaTanad

ITocne BCKPHITHA YMAKOBKH TECT-CHCTEMA NOJDKHA OBITH MCIONB30BaHA B
TevueHue 1 ywaca mpy KOMHATHOM Temnepartype oT 18 mo 25°C M oTHOCHTENBHOH
BIAKHOCTH BO3/[yXa He Gonee 80%.

Tect-cucTeMa, B cnyuae XpaHeHHA Npu TeMmepatype oT 2 ao 8°C, nepen
NpoBelcHHEM aHAMK3a JO/KHA OBITH BELAEpIKaHA ITPH KOMHATHOM TeMneparype oT
18 o 25°C B Teuenne He MeHee 10 MunyT. TecT-cHucTeMa, B Cllydae XpaHEHHUA TIPH
Temnepartype ot 8 no 18°C, nepen npoBeaeHHeM aHANH3a JO/DKHA OBITE BhIAEPKaHA
NpH KOMHaTHOH Temniepatype oT 18 10 25°C B TeueHue He MeHee 5 MUHYT. B cyyae
XPaHEHHS TECT-CHCTeMEI npH Temmneparype ot 18 mo 30°C mpoBeneHue aHanmusa
MOYXHO HaYHHATh Cpasy.

Jns nony4eHus HaJeKHBIX pe3y/IbTaTOB HEOOXOAMMO CTporoe cobnoaenue
HUHCTpyKUHKM N0 NPUMEHEHHIO.

11.2 YeaoBus xpaHeHHSA

TecT-cucTeMy cneoyeT XpaHHTb B YNAKOBKE TMPOU3BOAWTENA TIpH
TeMmeparype ot 2 o 30°C u einaxHocTH He Gonee 60 % 10 HcTeyeHHMs cpoka
TOZHOCTH, YKa3aHHOTO Ha YNAaKOBKe.

He 3amopaxuBatb. [IpogyxT YyBCTBHTENEH K BIAXHOCTH H AOJDKEH
HCMONB30BAaTBCA cpa3sy mnocne BCKphiTHA. JioGoii TecT B  HenpaBHIBLHO
3arevaTaHHOM yIIakoBKe ClieAyeT 0TOpaKkoBaTh.

11.3 YenoBus TpaHCHOPTHPOBAHHS

TecT-cHCcTeMy TpaHCMIOPTHPOBAaTh BCEMH BHIAMH KpPHITOTO TPaHCIIOpPTa B
COOTBETCTBHH C MPABHJIAMH IIEPEBO3KH, ACHCTBYIOIUMMH Ha KOHKPETHOM BHIE
TpaHcnopra. TpaHCopTHpOBaTh NpH Temnepatype ot 2°C po 30°C u BraxHOCTH
He Gonee 60 %.

HucTpyruna no npaseneinic Ha M DKCNPecc-TECT AR BUNBICHHN HAPKOTIECKIX SEUISCTE X KX NETADAIHTOS B MOYE YHOX pade METOIOM
{«Tecr-cncrema OJUITECT® 2
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O6pammatbcs OepexHO U H30eraTh CHIBHOTO IaBICHHA Ha YIIAKOBKY BO BpeMs
TPaHCIOPTHPOBAHUA ¥ XPaHEHHA

W3nenus, TpaHCNOPTHPOBaHHbIE C HApYIICHHEM TEMIIEPAaTypHOIO PeXHMa,
IIPUMEHEHMIO HE TIOANIeXaT.

12. TlopRAOK YTHAH3ALHM H YHHYTOXKEHHS TECT-CHCTEMbI

VYHHYTOXKEHHE TECT-CUCTEMbI OCYLLECTRIAETCA OpTaHHU3al[MAMH, UMEIOLIMMHI
COOTBETCTBYIOLIYIO JIMUCH3MIO, Ha CICHHanbHO OOOpYAOBAHHBIX IUTOLIAKAX,
MNOMHIOHAX W B TOMEIIEHMAX B COOTBETCTBHM ¢ TpeGOBaHHIMM,
NpPeAyCMOTPEHHBIMH  CyIIeCTBYloMMH DenepanbHBIMH  3aKOHAMH, H €
cobnmoneHneM 00s3aTeNbHBIX TpeOoBaHul o OXpaHe OKpyKatolle# cpezbl.

OOpa3ubl MOTYT COAepXaTh IMATOreHHbIe MHKpoopranu3Mel. [Ipu pabote ¢
OHMONIOTHUECKUMH KHAKOCTAMH ClIeAy#HTe 00MEenpuHATHIM NpaBuiaM Ge3onacHocTy
U cobmofaiiTe npasuia MecTHO#H J1aboparopHiu.

TecT-CHCTEMBI OTHOCATCA K SMHAEMHOIOTHYECKH OITaCHBIM OTXOAaM.

‘VnakoBka OTHOCHTCA K DJIIHACMHONOIMYECKH ©Oe€30macHBIM OTXO0HaM,
npubnHKEeHHBIM 110 COCTaBY K TBEPALIM OBITOBEIM OTXOM2M.

13. Cenennsn o pazpaGorunke H NpoH3BOAHTEIE MEAHUHHCKOTO H3JEIHA

Assure Tech. (Hangzhou) Co., Ltd.

Address: Building 4, No. 1418-50, Moganshan Road, Gongshu District,
Hangzhou, 310011 Zhejiang, P.R. China

phone: +86-571-81022698, fax: +86571-88865920, email:
contact@diareagent.com

Suryap Tek. (Xanuxoy) Ko., JIta.

Anpec: 310011 KHP, Dxoussn, r. Xanuyxoy, paitoH I'yHury, MoraHiax
Poyn, 3nanue 4, nom Ne 1418-50

ten.. +86 571 8102 2698, ¢akc: +86 571 88865920, e-mail:

contact@diareagent.com

HHCTPYKIIHA N0 RPHMEHCHNIO HA M3 3KCNPece-TecT AN BHINRNICHHA HAPKOTHHECKHX BELIICCTS K X MCTAGANRTOR B MOYS HNMYHOXPOMETONDAdHUECKHM METOI0M
(«Teer-cucrena OJUTTECT™ 2»)

31

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




- %ech

14. YoonnomoeHHbBli NPeACTaBHTENL NPOoU3BOAHTENH B PD:

ObwecTBO ¢ OrpaHuveHHOH OTBeTCTBeHHOCTHIO «Ckaitmab», OO0
«Cxaiinaby», FOpumuueckuii aapec: 125212, r. Mocksa, Jlenuarpaackoe m., a. 37,
kopn. I, ar. 1, Temedpon: +7(926)176-91-36, caiit: www.sky-lab.su, UHH
7743301018

15. 'apanTuiinbie 06n3aTeNLCTBA

[TpoussoaUTEND rapaHTHPYET COOTBETCTBHE TECT-CHCTEMBI YCTAHOBICHHBIM
TpeOOBaHMAM CTAHAAPTOB H AOKYyMEHTalWH npousBojurena. IIpu cobmoneHHH
YCNOBHH TpAHCMOPTHPOBaHWA, XpaHEHHA M IKCIUTyaTaldH, TeCT-CHCTeMa
cTabuIbHa Ha MPOTHKEHWH BCEro CPOKa NrOAHOCTH.

lapaHTUHHBIA CpPOK TOAHOCTM TECT-CHCTEMBI - 24 MecdAua ¢ JaTsi
NIPOM3BOACTBA.

Ilperensun, moXexaHus IO BOMPOCaM KadecTBa TECT-CHCTEME! ClEAyeT
HanpapiaTh B ObmecTBo ¢ orpaHn4eHHONH OTBeTCTBeHHOCTBIO «Ckaitnab», OO0
«Cxaiinab», ropuandeckuii agpec: 125212, r. Mocksa, Jlenunrpaackoe nr., x.37,
Kopi. 1, at.1, Tenedon: +7(926)176-91-36, caiit: www.sky-lab.su.

16. JIuTepaTypHble CCHIIKH

1. Baselt RC. Pacnipeaenenne TOKCHYeCKHX BEIIECTB B OpraHU3Me YeNOBeKa.
2-¢ u3panue Davis: Biomedical Publications; 1982.

2, Hawks RL, Chiang CN, eds. HccnenopaHue MOYM Ha Hanmpdue
HapkoTudeckux BemecTB. Rockville: Department of Health and Human Services,
National Institute on Drug Abuse; 1986.

3. Substance Abuse and Mental Health Services Administration. Mandatory
Guidelines for Federal Workplace Drug Testing Programs. 53 Federal Register;
1988.

4. McBay AlJ. Drug-analysis technology--pitfalls and problems of drug
testing. Clin Chem. 1987 Oct; 33 (11 Suppl): 33B-40B.

5. Gilman AG, Goodman LS, Gilman A, eds. Goodman and Gilman's The
Pharmacological Basis of Therapeutics. 6th ed. New York: Macmillan; 1980.

Hictpyrams no mpeueneinw 88 MH ORenpecc-TecT 2 Seamiein HapKOTATECGK BEINCTR B HX MCTalQnmos § Miose [YHOX] patpw NETOIOM
{«Tecr-cierens OJUTTECT™ 2»)
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Ilpunoxenne A. CHMBOJBI, HCMOAb3yeMbie NPH MAPKHPOBKe

OO6parnrech k
HaroroBurens HECTDYKLIHY O
NPHMEHEHHIO
Hcnons3opars A0 A Ocropoxo!
Meanuackoe
apTHN A3/IeHe aAns
LOT Konm JHATHOCTHKH in
vitro
Conepxumoro
ecTep JOCTATOYHO ANA
. Hene NpOBEACHUA N
TECTOB
i He ucnonn3osars 1npu CooTBeTCTBHE
1o c € TpeboBaBMAM
BPCKACHHHA
YIIaKOBKH JUPEKTUBLI
98/79/EC
o< .
rKd “
Ipenen TeMnepaTypsl Bepeus 0T Biaru
z
"""( He monyckars
3anper Ha noBTOpHOE A oneierans
OpUMEHEHHE
B COJIHETHOTO CBETa
Xpynkoe.
1 I Becp OcToposxHo.
]
JinanazoH BIaXHOCTH
Horpy oo op Ha MH 3xcnipece-TeeT ATn BENAIHNA HAPKOTHHECKHX BELHECTS N UX METIOONHTOR B MO EMMYROXPOMATOTDADHTECKAM METOI0M
(«Tecr<ucresa OJUITECT* 2w
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Ipunoxenne b. Koppensnus oGpasna

AMP:
I'X'MC
TecT-cucTemMa + -
OJUITECT® 2 + 125 0
- 5 130

CoBnageHue NoA0XKHTENBHBIX pe3ynbTaToB ¢ ' X/MC: 125/(125+5) = 96.1%
CoBnageHue OTpHIATENBHEIX pe3ynbTatoB ¢ X/MC: 130/(130+0) = 100%
Ob6wee coenagenue ¢ ' X/MC: (125+130)/(125+5+0+130) =98.1%

BAR:
I'XMC
TecT-cucTeMa + -
OJUITECT® 2 + 105 3
- 2 113

CornapeHue NONOXHTENBHEIX pe3ynbTaros ¢ [ X/MC: 105/(105+2) =98.1%
CoBnageHue OTpHUATENBHEIX pe3ynbTaroB ¢ X/MC: 113/(113+3) =97.4%
Ob6wee cosnagenne ¢ 'X/MC: (105+113)/(105+2+3+113) =97.8%

BZO:

I'X/MC

TecT-cucTeMa

+

OJUITECT® 2

+

47

1

2

50

Cosnazenne MooKHUTEIbHBIX pe3ynsTaToB ¢ [ X/MC: 47/(47+2) = 95.9%
CoBnageHne oTpHNATeNBHEIX pe3ynsTaToB ¢ I X/MC: 50/(50+1) =98%

Ob6mee coBnagenue ¢ '’X/MC: (47+50)/(47+2+1+50) =97%

COC:
I'X/MC
TecT-cucTema + -
OJUITECT® 2 + 165 5
- 3 260

CoBnageHue nonoxuTeNnbHeIX pesynsTatoB ¢ I X/MC: 165/(165+3) = 98.2%
CoBnageHne oTpHLATENbHEIX pe3yasTaToB ¢ [X/MC: 260/(260+5) = 98.1%
O6mee cosnanenne ¢ I'’X/MC: (165+260)/(165+3+5+260) =98.2%

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

(«Tecr-cucresa OJINTECT® 2»)
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ETG:

TecT-cucreMa

OJUITECT® 2

I'X/MC
+ -
n 50 10
- 12 55

Copnagenue nonoXuTENbHEIX pe3ynbTaToB ¢ I'X/MC: 50/(50+12) = 80.6%
CosrnasieHde OTpHLATENBHEIX pe3ynnTaToB ¢ I X/MC: 55/(55+10) = 84.6%
OOGwee copnanerue ¢ [ X/MC: (50+55)/(50+12+10+48) = 82.6%

K2:
I'’X/mMC
Tecr-cucTeMa + -
OJUITECT® 2 + 90 0
- 1 20

CoBnazgenue nonoxurensHsix pesynstaroB ¢ FX/MC: 90/(90+1) = 98.9%
CoBnafienne oTpHLaTenbHbIX pe3yasTaToB ¢ [ X/MC: 20/(20+0) = 100%

Ob61ee cosnagerue ¢ '’X/MC: (90+20)/(90+1+0+20) = 99%

a-PVP:
I'XY'mMC
TecT-cucTeMa + -
OJUITECT® 2 + 52 0
- 2 66

CoBnafieHue NONOXHUTENLHBIX pe3ynbTaTtoB ¢ [ X/MC: 52/(52+2) = 96.3%
CosrnazieHue oTpunaTensHeix pesynsraros ¢ [ X/MC: 66/(66+0) = 100%

Obuee copnagenue ¢ FX/MC: (52+66)/(52+2+0+66) = 98.3%

MET:
I'X/MC
Tecr-cucTeMa + -
OJUITECT® 2 + 63 0
- 2 54

CoBnaaenue MoioKUTENbHEIX pe3ynsTaToB ¢ X/MC: 63/(63+2) = 96.8%
CoBnaaeHue oTpHLUATENBHBIX pe3ynbTaToB ¢ [ X/MC: 54/(54+0) = 100%
O6wmee cosnagenune ¢ [ X/MC: (63+54)/(63+2+0+54) = 98.3%

Unctpyxuss no rpruenensio K3 M Jxenpecc-Tect I BB BIPKOTHYCCKIX BELICCTS H HX MCTATOMHTON B MOXS KMMYHOXPONSTOrDAGHHUCCKHM METOL0M
(«Tecr-cucrena QJUNTTECT* 2w)
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MTD:

I'xmcC

TecT-cHcTEMA
OJUITECT® 2

+

+

58

0

1

20

Cosnaaexne noJOXHTENbHBIX pe3ynsraroB ¢ [ X/MC: 58/(58+1) =98.3%
CoBnanenne oTpunaTeNnbHIX pe3yabraTos ¢ I X/MC: 20/(20+0) = 100%

O6mee coBnaaenue ¢ [ X/MC: (58+20)/(58+1+0+20) =98.7%

OPI:

TecT-cucrema
OJUITECT® 2

x/McC
+ -
+ 205 4
- S 250

CoBnazieHue MONIOXUTENBHBIX pe3ynbraros ¢ [ X/MC: 205/(205+5) = 97.6%
CoBnageHne oTpHuaTensHeIX pe3ynbratos ¢ ' X/MC: 250/(250+4) = 98.4%
O6uree copnagenne ¢ ' X/MC: (205+250)/(205+5+4+250) =98.1%

THC:

I'X/mMC

TecT-cucTema
ONNTECT® 2

<+

<+

60

1

2

by

CoBnageHue nonoxurenbHsix pe3yastatoB ¢ [ X/MC: 60/(60+2) = 96.8%
CosnazneHne oTpHLaTeNsHBIX pe3yabTaTos ¢ [ X/MC: 59/(59+1) =98.3%

O6mee coBnagenue ¢ 'X/MC: (60+59)/(60+2+1+59) =97.5%

MncTpysins ne apuaeneine #a MH IRCRpecc-Tect s MsanneHHA HAPKOTHULCKAX BEMICCTD W HX METalOANTOB 8 MOTE HMMYHOXPOMATOTPAMBHUCCKIM MCTOAOM

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Ipunoxenne B. Coanbiii 0630p aHanBETHIECKOH SYBCTBHETE/ILHOCTH

Konm. B-8a n AMP BAR BZO coc ETG
Peaymerar . + - - + - + - +
Orpun.obpasen | S0 | 50 | 0 | s0 | o[ 50| o so [ o|s0 | o
S0% moporosoro | 54 | 50 | o | 50 | o 50| o 50 0| 50 0
JHaAYCHHA

75%moporosoro | 55 | 50 | o |38 | 12|50 | 0 | s0| o050 | o
IHAYCHHAA

Toporosoe 50 | 2030 | 10| 40| 12| 38| 23 | 27| 16 | 34
3HAYCHUEC

125% noporosoro | 5o | o | so | § [ 42| 0 [ 0| 0 | so| 0 | 50
3HAYCHUA

139% moporoeoro | 55 | 9 | so | 0o | s0| o |s0o| o | so|o |50
3HAYCHHA

3

Xnoporosoe 50 | 0 |s50| o0 |00 ]|50]| ofso|o |50
3HQUYCHHE

Koum. B-Ba n K2 a-PVP MET

(TToporosoe - + - + - +

3HageHue )

Orpum, o6pasenr | 50 | 50 0o | so 0o | 50 0

50% noporoeoro 50 50 0 50 0 50 0

3HAYUCHHA

75% noporosoro 50 50 0 50 0 50 0

SHA9YCHHSA

Toporosoe 50 | 14 36 | 16 34 | 10 40

3HAYCHHC

125% moporogoro 50 0 50 0 50 0 50

3HAYCHHA

150% noporoporo 50 0 50 0 50 0 50

JHaICHHUA

3

Xnoporosoe 50 | o 50 | 0 50 | o0 50

3HAYCHHE

HucTpyKI DO DPMMEREHRIo BL MM Fxcipecc-TecT ARA SLARCHAS HAPKOTHHCCKNX BEUEECTE M NX MCTASORNTAD B HAT¢ HMMYHOXPOMATOTPAGRIECKHM METOMOM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Konu. B-Ba n MTD OPI THC

(Tloporopoe . + . + - +
3HaYCHHE )

Orpun. ofpasen 50 | 50 0 50 0 | 50| 0
50% noporosoro

3HAYCHAS 50 >0 0 >0 ’ * °
75% noporosoro 50 50 0 50 0 50 0
3HAYCHHA

TMopororoe

3HaueHue 50 s “ 2 7 " >
125% noporoeoro 50 0 50 0 50 0 50
3HAYCHHS

150% nmoporosoro 50 0 50 0 50 0 50
SHAYEHHS!

3Xnoporosoe 50 | 0 [ S0 | 0 | 50 | 0| 50
3HAYEHUe

Hucrpysains oo npusenernio 1 MH Docpecc-TecT T8 AMIRTICHES AFPKOTHICCKAX SCURCTR N HX METOOOETON § M09C AMMYHOXPOMITOTPAPHWCCKIM MECTODOM
(«Tecr-cneress OJUITECT 2»)
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IIpanoxenne I'. Anaaarnyeckas cnenuPuIHOCTD

KoMnonreHTbl, oTHOcAmHecH kK AMberamuny 300 Hr/mMAa
d-Amderamun 300
1-AMbeTamuH 50,000
I'eMucynsdarHas cons MedeHTEpMHHA >100,000
3,4-MetunenaunoxcuaMperamua (MDA) 625
denTepMuH 625
[Mapamerokcuamderamun (PMA) 625
[TapameToxcumeramderamus (PMMA) >100,000
Tupamun >100,000
Komnouemu, oTHocamuecs k bapéuryparam 2000 Hr/ma
Cexobapbutan 2,000
Annobapburan 15,000
Andenan 450
AmoBapGeran 10,000
Anpobapburan 1,000
byTrabapOuran 400
BytanGuran 10,000
Byreran 1,000
ITuknonentobapburan 10,000

HrcTpyaums no npuMeteniio ia M 3xcnpece-recT aan suanachit HIPKOTINECKIK BCLLECTD B HX MeT200IUTOR B MOtHE HMMYHOXPOMATOTPRDHHCCKHM MCTOROM (#TecT-CHeTEMA
OJUITECT* 20}
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ITenTobapOuran 1,300
Denobapburan 500
KomnonenTtn!, orHocamueca k Benzoauazenunam 100 Hr/mMa
Oxcasenam 100
Annpa3sonam 42
bpomazenam 208
Xnopaua3zenokcHI 833
Kno6a3am 2]
Knonazenam 833
Knopasenar 1,110
Hecansk¢nypazenam 83
Jnazenam 83
JcTasonaMm 1,667
deHTaHHN >100,000
QyHHTpa3enam 125
DOnypasenam >100,000
Jlopasenam 417
JlopmeTazenam 417
Menasenam >100,000
Mupasonam >100,000

HucTpyuns no npiamctexatio 1 MH Sxcapecc-TecT Ana BbisfuicHRN HETHOTHMECKHX BERIECTE R WX METAOONHTOE 8 MOYE HMMYNOXPOMATOrpaiuecKHM MeTosom («TecT-cucTena
OJUITECT? 2»)
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Hutpazenam 8,333

Hopxnopuauasenoxcun 83
Hopmiasenam 167
Ipaszemam >100,000
Temaszenam 21
Tpuazonam 1,667
KomnonenTsl, othocamuecs k Koxanny 100 Hr/Mi
BeH30MIIKIOHUH 100
Komnonenrsl, ornocsmuecs k ETG 1000 Hr/ma
DTHATNIIOKY POHU T 1000
JrtaHon >100,000
D-I'mokypoHOBas KHCIIOTa >100,000
Mopdus-3-B-D- rmokyponun >100,000
Komnounents!, orHocamuecs k K2 50 HI/MJ
JWH-018-5-nenTaHoBasA KHCIOT2 50
Komnouenrsl, oTHocamuecs kK a-PVP 500 Hr/ma
a-PVP 500
3,4-Metunenguoxkcunupopaineposa HCl (MDPV) 40
PVP >100,000
Komnonenrsl, oTHocamnecs k Meramberamungy S00 Br/ma
HicTpyXious o npesenciin 1a MH DHCrpecc-TeCT 473 BARIENHS HapROTHIECKHX MEILIECTS W KX METBOORHTOR § NOYE HNMYHOXPOMBTOrPpHICCKiM Merosom (TecT-cucTema

OJINTECT" 2»)
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d-MetamdeTamuH 500

XTOpOXHH 12,500
DendnypamaH 12,500
|- Metam¢eTamun 3,125
I'emucynbdaTras coab MepeHTEpMHAHA 25,000
3,4- MeTtunesgnoKcusTHIaMbeTaMUH 12,500
3,4- MetuneHauoKcUMeTaMpEeTaMHH 1,875
[MapameToxcumeTaMpeTaMUH 625
(-}-3¢enpun 2,000
KomnoneHTsl, oTHOcamuecs k Meranony 200 HI/MJ
Mertazon 200
(-)-Ansda-MeTanoH 1,500
JoxcunamuH 3,500
LAAM HCI 6,500
KoMnoneHTHI, oTHocamuecs k Onnaram 2000 Hr/mna
Mopdun 2,000
ALIETHIKOACHH 1,563
Bynpenopdu 25,000
Koneun 2000
HduanetnaMopdut (I"epoun) 5,000

HucTpyianin no mpumesenHo Ha M 3xcIpece-TecT Aa BMAGIEHIE HAPKOTHUCCKIEK BOLKECTS H HX METZDONHTOR B MOUE HMMYROXPONATOTPAHNECKHY MeTOa0M (xTecT-cHCTEOME
OQJUITECT* 2w)
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JuruapoxoaeuH 1,563
StwmMopduH 250
IM'uapoMopdon 25,000
Il'uapoxonon 50,000
Menepuaux >100,000
6-Monoauetunmopous (6-MAM) 4,000
Mop¢un-3-8-d-raokypoHun 12,500
Hanop¢una ruapoxnopua >100,000
OKCHKOAOH >100,000
OxcuMopdoH >100,000
Pudamouims >100,000
Tebaun 50,000
Komnonenthi, oTHOCRmnecs k Mapuxyane 25 Hr/ma
11-rop-A9-THC-9-COOH 25
11-0H0p-A8-THC-9-COOH 15
A8- TerparuapoxkaHHaOHHON 7,500
A9- TerparuapokaHHaOHHON 7,500
KanHabuhon 10,000

HHCTPYKLIA 10 NprMencHi0 Ha MH Ikcnpecc-Tect ANA BRARICHEA RAPKOTHUECKAX SEMICCTS K HX MeTAB0NHTOR B MOYE HMMYNOXPOMATOrpadeckunM MeTodoN (aTecrcncrema

QJUITECT* 2»)
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IIpnaoxenne JI. IlepekpecTHas peakTHBHOCTDb

Ne HanmeHoBaHHe Ne HaunmeHoBaHHe Ne HanmeHoBaHHe
n/n coeHHEeHHS n/n coeHHEHHA n/n coeHHEHHS
1 gz;,rig,:::::m(ﬁET) 17 | XnopdenupamuH 33 | INenuuunnun - G

2 | (+)-Hampokcen 18 | Kpearun 34 | dennpamuH
3 gﬂiﬁﬁgrﬁ\gﬁn 19 | Hexctpomeropdan 35 | denoTuazux
4-
4 | JumerunamuHoanTunupH| 20 | Jexctpopdas - Taptpar | 36 | [Ipokaux
H
5 | AueramuHodeH 21 | Jlonamun 37 | IlpoToHHKC
6 | AueroH 22 | DpUTpPOMHUMH 38 | IlceBmoadenpux
7 | AnpOymuH 23 | DOraHon 39 | Xunuoux
8 | AMHTPUIITHIHH 24 | dypocemun 40 | Panutuaux
9 | AMOHUWLIHH 25 | I'moko3sa 41 | Ceprpanuu
10 | Acnapram 26 3¢mp rasKor 42 | Tupamux
TJIMiepUia
11 | Acnupusx 27 | I'emornobun 43 gl:;?)Mpg:HiBax KHCIOTA)
12 | ben3okaun 28 | Ub6ynpoden 44 | TpuMmenpasuH
13 | bumpyousn 29 | UmunpaMuH 45 | Bennadakcuu
14 | b-derundTUN-aMHH 30 | HUsompotepeHon
15 | Kodenn 31 | Jlupokauu
16 ﬁzﬁgi::“(:; MET) 32 | LllaBeneBas kucnora

Hucrpyxuma no npumexennio Ha MH 3xcnpecc-Tect 178 suABIEHHA HAPKOTHYECKHX BELIECTS H HX META0OTHTOB B MOYC HMMYHOXpoMaTorpaduueckum MetoaoM («TecT-cuctema
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Tlepeeood ¢ ananuiickoz0 u xumaiicxozo azvixoe Ha DYCCKU A3bIK

CEPTUDPUKAT

CCPIT
(Kuraiicknii coer no cogeiicTBHI0 MexayHAPOAHOH TOProsjie)

Kurafickim coseToM no conelicranio MEXYHapoaHoi Toprosie asnderca Kuraiickas nanara MeXayHapoaHoH TOprosan
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Kuraiicknii Coser no coxeficreuo Mexaynapoanoii roproene
Kuraiickas ITanaTa Mexaynapoanoii Toprosan

CEPTH®HUKAT
M 233301A0/001519

HACTOALIUM IOJATBEPXAAETCS, UYTO nevats xomnanny IIIVIP TEK. (XAH'KOY)
KO., JTA. (ASSURE TECH. (HANGZHOU) CO., LTD.) Ha npunaraeMoM JJOKYMEHTE
ABJISETCA MOAIMUHHOMN,

Kuraiickni coset no coacHcTBHIO MEXXYHapONHO#H Toprornie
Heaars: Kurafickuit copet no cozelicreuto MexayHapoanoil Toprosie
CEPTHOUKALMA (37)

Moanucs ynonsomouenoro amua: nodnucano (Cyo Caody)
Hara: 23 supaps 2023 roaa

BeGcaiit wis nposepxut cepruduxarta: hitp://www.rzeepit.com/validate html
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A, Iowvaposa 3nra Ipucopveena, nomapuyc zopoda Mockaer, ceudemenscnigylo
nodnucu nepegodvura Ayenxo Eezenuu Huxonaesnsi.

Tloonucey coerana e moem npucymemeuu,

Jhingiocnte nodnucasuiez0 OOKYMeRm Yemanosnena.

3apezucmpupoeario 8 peecmpe: Mo 77/133-1/77-2023-3-496

Ynaaueno 3a cosepuienue nomapuarbhozo oevicmeus: 400 pyb.

A.I. l'ouvaposa
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NOGRURHOCHTY



Poccuniickaa ®depepaumns
Mopos MockBa
LLlecToro mapTa ABe TbiCcAYM ABajLaTb TPETbEro roga

A, [oHyapoBa O3nna [puropbesHa, HoTapuyc ropofa MOCKBbI, CBUAETE/NLCTBYHO
BEPHOCTb KOMWUMN C NPeAcTaBNeHHOro MHe JOKYMEHTa.

bIKOB
3apernctpupoBaHo B peecTpe: Ne 77/133-H/77-2023-1-382.
YnnayeHo 3a COBepLUEHME HOTapmanbHOro geicteuma: 9700 py6. 00 kon.
3.I.T'oHyapoBa
IOCTb
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[IpomHypoBaHo, NPOHYMEPOBAHO H CKPEILICHO Ne4aThio 97 (AeBAHOCTO CEMb) IUCTOB.

AT Tauvannpn
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