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INSTRUCTIONS FOR USE ON A MEDICAL DEVICE
FOR IN VITRO DIAGNOSTICS

Rapid test for detecting drugs and their metabolites in urine by
iImmunochromatographic method ("Test system OLLTEST® 1")

Instructions for use VER 05.02.2023
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methadone 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 - Ipc.

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

Contents:

- Disposable test panel for the determination of 6 types of drugs and their
metabolites: amphetamine, cocaine, methamphetamine, opiates, marijuana,
methadone - 25 pcs.

- Instructions for use - Ipc.

5. Express test for the detection of 6 drugs and their metabolites in the urine
by the immunochromatographic method with a strip to control the falsification of
urine. Contents:

- A disposable test panel for the determination of 6 types of drugs and their
metabolites: amphetamine, barbiturates, benzodiazepines, opiates, marijuana,
methadone 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 - Ipc.

6. Express test for detecting 6 drugs and their metabolites in urine by
immunochromatographic method

Contents:

“ Disposable test panel for the determination of 6 types of drugs and their
metabolites: amphetamine, barbiturates, benzodiazepines, opiates, marijuana,
methadone - 25 pcs.

- Instructions for use - Ipc.

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



(Assgrt

7. 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:

- A disposable test panel for the determination of 2 types of drugs substances
and their metabolites: barbiturates, benzodiazepines 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 - Ipc.

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

Contents:

- Disposable test panel for the determination of 2 types of drugs and their
metabolites: barbiturates, benzodiazepines - 25 pcs.

- Instructions for use - Ipc.

9. 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:

- A disposable test panel for the determination of 3 types of drugs and their
metabolites: barbiturates, synthetic cathinones, phencyclidine 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 - Ipc.

10. Express test for 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: barbiturates, synthetic cathinones, phencyclidine - 25 pcs.

- Instructions for use - Ipc.
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11. 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:

- A disposable test panel for the determination of 2 types of drugs and their
metabolites: synthetic cathinones, phencyclidine with a strip to control urine
falsification in terms of creatinine, pH, specific gravity - 25 pcs.

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

- Instructions for use - 1pc
12. 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, phencyclidine - 25 pcs.

- Instructions for use - Ipc.

13. 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:

- A disposable test panel for the determination of 2 types of drugs and their
metabolites: cocaine, phencyclidine with a strip to control the falsification of urine
in terms of creatinine, pH, specific gravity - 25 pcs.

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

- Instructions for use - Ipc.

14, 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: cocaine, phencyclidine - 25 pcs.

- Instructions for use - Ipc.
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21. Rapid 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 ofdrugs and their
metabolites: amphetamine, opiates, marijuana with a strip to control the

falsification of urine by the parameters of creatinine, pH, specific gravity - 25 pcs.
- Color table for establishing the fact of falsification - 1 pc.
- Instructions for use - Ipc.

22. Rapid test for the detection of 3 drugs and their metabolites in the urine

by immunochromatographic method.
Contents:

- Disposable test panel for the determination of 3 types of drugs and their

metabolites: amphetamine, opiates, marijuana - 25 pcs.

- Instructions for use - Ipc.

1.2. Intended use

Rapid test for detecting drugs and their metabolites in urine by the
immunochromatographic method (“Test-system OLLTEST® 1”) (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

iIs a device for carrying out immunochromatographic analysis for the qualitative

10
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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

Paramet Cut-off
Name
er Calibrator (ng/ml)
AMP Amphetamine D- Amphetamine 300
BAR Barbiturates Secobarbital 2000
BzO Benzodiazepines Oxazepam 100
cocC Cocaine Benzoylecgonine 100
MDMA  Methylenedioxymethamphe 3,4- 500
tamine methylenedioxymethamp
hetamine
a-PVP Synthetic cathinones Alpha- 500
pirrolidinovalerophenon
MET Methamphetamine D-Methamphetamine 500
MTD Methadone Methadone 200
OPI Opiates Morphine 2000
PCP Phencyclidine Phencyclidine 25
THC Marijuana 11 Mor-g9-THC-9- 25

COOH

The test system is an immunochromatographic express analysis for the qualitative
preliminary detection of any combinations ofdrugs 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 ofdrugs 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.
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Analyzed sample type:
- freshly collected urine stored at a temperature of 18 to 25°C for up to 4 hours;
- 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 ofthe analysis are not affected by population and demographic aspects
ofthe use ofthe test system.

Options 1, 3, 5, 7, 9, 11, 13, 15, 17, 19, 21 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 ofthe best ways to check for tampering or dilution is to measure some of the
characteristics ofthe 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 oftesting 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.

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.

12
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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 | is designed to detect 11 types ofdrugs and their metabolites:
amphetamine, barbiturates, benzodiazepines, cocaine, synthetic cathinones,
marijuana, methamphetamine, methadone, methylenedioxymethamphetamine,
phencyclidine, opiates, as well as to control the falsification of urine by the
parameters of creatinine, pH, SG.

Option 2 is designed to detect 11 types ofdrugs and their metabolites:
amphetamine, barbiturates, benzodiazepines, cocaine, synthetic cathinones,
marijuana, methamphetamine, methadone, methylenedioxymethamphetamine,
phencyclidine, opiates.

Option 3 is intended for the determination of 6 types ofdrugs and their
metabolites: amphetamine, cocaine, methamphetamine, opiates, marijuana,
methadone, as well as for the control of urine falsification by the parameters
creatinine, pH, specific gravity

Option 4 is designed to determine 6 types ofdrugs and their metabolites:
amphetamine, cocaine, methamphetamine, opiates, marijuana, methadone.

Option 5 is designed to determine 6 types of drugs and their metabolites:
amphetamine, barbiturates, benzodiazepines, opiates, marijuana, methadone, as
well as to control the falsification ofurine by the parameters creatinine, pH,
specific gravity.

Option 6 is designed to determine 6 types of drugs and their metabolites:
amphetamine, barbiturates, benzodiazepines, opiates, marijuana, methadone.

Option 7 is intended for the determination of 2 types ofdrugs and their
metabolites: barbiturates, benzodiazepines, as well as for the control of urine
falsification by the parameters creatinine, pH, specific gravity.

Option 8 is intended for the determination of 2 types of drugs and their
metabolites: barbiturates, benzodiazepines.

Option 9 is intended for the determination of 3 types of drugs and their
metabolites: barbiturates, synthetic cathinones, phencyclidine, as well as for the
control of urine falsification in terms of creatinine, pH, specific gravity.

Option 10 is intended for the determination of3 types ofdrugs and their
metabolites: barbiturates, synthetic cathinones, phencyclidine.

13
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Option 11 is designed to determine 2 types of drugs and their metabolites:
synthetic cathinones, phencyclidine, as well as to control the falsification of urine
by the parameters creatinine, pH, specific gravity.

Option 12 is designed to determine 2 types of drugs and their metabolites:
synthetic cathinones, phencyclidine.

Option 13 is designed to determine 2 types of drugs and their metabolites: cocaine,
phencyclidine, as well as to control the falsification of urine by the parameters
creatinine, pH, specific gravity.

Option 14 is designed to determine 2 types of drugs and their metabolites: cocaine,
phencyclidine.

Option 15 is intended for the determination of 2 types of drugs and their
metabolites: barbiturates, phencyclidine, as well as for the control ofurine
falsification according to the parameters creatinine, pH, specific gravity.

Option 16 is designed to determine 2 types of drugs and their metabolites:
barbiturates, phencyclidine.

Option 17 is designed to determine 3 types of drugs and their metabolites:
methamphetamine, cocaine, methylenedioxymethamphetamine, as well as to
control the falsification of urine according to the parameters creatinine, pH,
specific gravity.

Option 18 is designed to determine 3 types of drugs and their metabolites:
methamphetamine, cocaine, methylenedioxymethamphetamine.

Option 19 is designed to determine 3 types ofdrugs and their metabolites:
barbiturates, methadone, methylenedioxymethamphetamine, as well as to control
the falsification of urine by the parameters of creatinine, pH, specific gravity.

Option 20 is intended for the determination of 3 types ofdrugs and their
metabolites: barbiturates, methadone, methylenedioxymethamphetamine.

Option 21 is designed to determine 3 types of drugs and their metabolites:
amphetamine, opiates, marijuana, as well as to control the falsification of urine in
terms of creatinine, pH, specific gravity.

Option 22 is designed to determine 3 types ofdrugs and their metabolites:
amphetamine, opiates, marijuana.

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

14
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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
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

16
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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
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. Methylenedioxymethamphetamine (MDMA)
Methylenedioxymethamphetamine (ecstasy) is a designer drug first synthesized in
1914 by the German pharmaceutical company for the treatment of obesity. Those
who took the drug often reported side effects, such as increased muscle tension and
sweating. Although methylenedioxymethamphetamine is clearly not a stimulant,
like amphetamine it can increase blood pressure and heart rate.
Methylenedioxymethamphetamine causes changes in perception, which is
manifested in an increase in sensitivity to light, difficulty in focusing and blurred
vision in some people who consume the substance. It is believed that the mechanism
of action of methylenedioxymethamphetamine is manifested through the release of
the neurotransmitter Serotonin. Methylenedioxymethamphetamine can also release
dopamine, but it is generally accepted that this is a secondary effect of the drug
(Nichols and  Oberlender, 1990). The most common effect of
methylenedioxymethamphetamine, which occurs in almost all people who took a

moderate dose ofthe drug, was to compress the jaws.

1.6.6. Synthetic cathinones (a-PVP)
17

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



JAssurc rech

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
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

1.6.7, 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 ofthe 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 ofthe urine.

1.6.8. 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

18
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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:
- Forjoint detection of three substances;
- Forjoint detection oftwo substances;
- For detection of one substance.
Types of test-strips for detecting drugs:
- Forthejoint detection of COC/MET/THC

For the joint detection of BAR/MTD

For the joint detection of AMP/BZO

For detection of AMP

For detection of BAR

For detection of BZO

For detection of COC

For detection of OPI

- For detection of THC

For detection of MDMA

For detection of MET

For detection of MTD

For detection of a-PVP

For detection of PCP
The structure of the test strip for the detection of narcotic substances and their

metabolites is shown in Figure 1

A - Substrate ofthe sample zone (fiberglass, brand: Glass Fiber 8964, manufacturer

- Assure Tech, China);

21
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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).
- Width of test strip - (3 = 1) min

The reagents used in the test system are listed in Appendix A.

b Line Line

N
Figure 1- The structure ofthe 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-off value, + 25% ofthe cut-off value and

22
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the cut-off value. Samples of the 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-offconcentration
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.

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.

23

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



1

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 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.
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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.

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

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

The test system, if stored at a temperature of2to 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 a 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 ofthe test system immediately before the study.

Remove the test device from the sealed packaging and use it as soon as possible.
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After opening the individual sealed packaging ofthe 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 ofthe 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

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.
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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.

g H

Fig. 4 —positive result Fig. 5- negative result Fig. 6 - invalid
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 interpretthe results, use the color table (Figure 3), which is part ofthe 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
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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. Ifthe control line does not appear, discard the test strip. The presence
ofthis control band in the control region serves to confirm a sufficient volume ofthe
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 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.
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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 | hour at room

temperature from 18 to 25 ° C and relative humidity not more than 80%.

The test system, if stored at a temperature of2 to 8 ° C, must be maintained at room

temperature from 18 to 25 ° C for at least 10 minutes before analysis.

To obtain reliable results, strict adherence to the Instructions for Use is required.
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 of2 ° C to 30 ° C.

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 use.
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.
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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.
Address: Building 4, No0.1418-50, Moganshan Road, Gongshu District,
Hangzhou, 310011 Zhejiang, P.R. China
phone: +86-571-81022698, fax: +86571-8886920, email:

contact(8diareagent.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, No 37, building 1,
floor 1, tel: +7(926)176-91-36, website: www.sky-lab.su, TIN 7743301018.
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Conjugate Pad Mouse Anti COC = 0.4 mkr Buffer solution: Surko Bio
Phosphate buffer  Tech
pH 5,5-9,3
Mouse Anti MET = 0.4 MKr

Preservative:
Sodium azide
_ below 0,1%
Mouse Anti THC = 0.4 MKT

Test strip (AMP300/BZ0100)

Control zone Goat anti rabbit pAb  sO.5 ng Buffer solution: Surko Bio
Phosphate buffer  Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb =05 ng Sodium azide
below 0,1%

Test zone Antigen: Buffer solution: Surko Bio
AMP-BSA sO.3 ng Phosphate buffer Tech

(Main reaction
BZO-BSA =0.3 ng PH 55-9,3

components)
Preservative:
Sodium azide
below 0,1%

Conjugate Pad Mouse Anti AMP = 0.4 gg Buffer solution: Surko Bio
Phosphate buffer  Tech
pH 5,5-9,3

Mouse Anti BZO = 0.4 ng Preservative:

Sodium azide
below 0,1%

Test strip AMP300

Control zone Goat anti rabbit pAb = 0.5 ng Buffer solution: Surko Bio
Phosphate buffer  Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb =05 |ig Sodium azide

below 0,1%
Test zone Antigen; Buffer solution: Surko Bio
(Main reaction AMP-BSA =0.3 gg Phosphate buffer Tech

pH 5,5-9,3

components)
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Preservative:
Sodium azide

below 0,1%

Conjugate Pad Mouse Anti AMP = 0.4 mkr Buffer solution: Surko Bio
Phosphate buffer Tech
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Test strip (BAR2000)

Control zone Goat anti rabbit pAb s 0.5 ng Buffer solution: Surko Bio
Phosphate buffer  Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb 5 05 ng Sodium azide

below 0,1%

Test zone Antigen: Buffer solution: Surko Bio
BAR-BSA sO.3 |ig Phosphate buffer  Tech

(Main reaction
pH 5,5-9,3

components)
Preservative:
Sodium azide
below 0,1%

Conjugate Pad Mouse Anti BAR = 0.4 gg Buffer solution: Surko Bio
Phosphate buffer  Tech
pH5,5-9,3

Preservative:
Sodium azide
below 0,1%

Test stri J(BZOIOO)
Control zone Goat anti rabbit pAb  =0.5 gg Buffer solution: Surko Bio

Phosphate buffer  Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb  sO.5 gg Sodium azide
below 0,1%
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Test zone Antigen: Buffer solution: Surko Bio
BZO-BSA =0.3 pg Phosphate buffer  Tech

(Main reaction
pH 5,5-9,3

components)
Preservative:
Sodium azide
below 0,1%

Conjugate Pad Mouse Anti BZO = 0.4 pg Buffer solution: Surko Bio
Phosphate buffer  Tech
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Test stri 3(COCHO0)

Control zone Goat anti rabbit pAb s 0.5 pg Buffer solution: Surko Bio
Phosphate buffer  Tech

(Internal 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
COC-BSA sO.3 pg Phosphate buffer Tech

(Main reaction
pH 5,5-9,3

components
Preservative:
Sodium azide
below 0,1%

Conjugate Pad Mouse Anti COC = 0.4 pg Buffer solution: Surko Bio
Phosphate buffer Tech

pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Test strip (OPI12000)

Control zone Goat anti rabbit pAb = 0.5 pg Buffer solution: Surko Bio
Phosphate buffer  Tech

(Internal control
pH 5,5-9,3

components)
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Control zone Goat anti rabbit pAb  =0.5 ng Buffer solution: Surko Bio
Phosphate buffer Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb =05 gg Sodium azide
below 0,1%

Test zone Antigen: Buffer solution: Surko Bio
MET-BSA =0.3 gg Phosphate buffer Tech

(Main reaction
pH 5,5-9,3

components)
Preservative:
Sodium azide
below 0,1%

Conjugate Pad Mouse Anti MET s 0.4 gg Buffer solution: Surko Bio
Phosphate buffer  Tech
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Test strip (MTD200)

Control zone Goat anti rabbit pAb = 0.5 gg Buffer solution: Surko Bio
Phosphate buffer Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb =05 gg Sodium azide
below 0,1%

Test zone Antigen: Buffer solution: Surko Bio
MTD-BSA sO.3 gg Phosphate buffer  Tech

(Main reaction
pH 5,5-9,3

components)
Preservative:
Sodium azide

below 0,1%

Conjugate Pad Mouse Anti MTD s 0.4 gg Buffer solution: Surko Bio
Phosphate buffer  Tech
pH 5,5-9,3
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Preservative:
Sodium azide
below 0,1%

Test stri p (a-PVP500)

Test zone Antigen:
. : -PVP -BSA
(Main reaction a S
components)
Control zone Goat anti rabbit pAb

(Internal control
components)

Goat anti mouse pAb

Conjugate Pad Mouse Anti a-PVP

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

Preservative:
Sodium azide
below 0,1%

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

Preservative:
Sodium azide
below 0,1%

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

Preservative:
Sodium azide
below 0,1%

Test strip (MDMAS00)

Control zone Goat anti rabbit pAb
(Internal control
components)

Goat anti mouse pAb
Test zone Antigen:

(Main reaction MDMA -BSA

components)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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= 0.5 gg Buffer solution:

Phosphate buffer
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

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

Preservative:
Sodium azide
below 0,1%

Surko Bio
Tech

Surko Bio
Tech

Surko Bio
Tech

Surko Bio
Tech

Surko Bio
Tech
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Conjugate Pad Mouse Anti MDMA s 0.4 |ig Buffer solution: Surko Bio
Phosphate buffer  Tech
pH 5,5-9,3

Preservative:
Sodium azide
below 0,1%

Test strip (PCP25)

Control zone Goat anti rabbitpAb £ 0.5 gg Buffer solution: Surko Bio
Phosphate buffer  Tech

(Internal control
pH 5,5-9,3

components)
Preservative:
Goat anti mouse pAb  sO0.5 gg Sodium azide
below 0,1%

Test zone Antigen: Buffer solution: Surko Bio
PCP-BSA £0.3 gg Phosphate buffer  Tech

(Main reaction
pH 5,5-9,3

components)
Preservative:

Sodium azide
below 0,1%

Conjugate Pad Mouse Anti PCP £ 0.4 gg Buffer solution: Surko Bio
Phosphate buffer Tech
pH 5,5-9,3

Preservative;
Sodium azide
below 0,1%
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Appendix B, Sample correlation

AMP:
GC/MS
‘OLLTEST® 1 Test +
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® 1 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* 1Test +
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:
GC/MS
“OLLTEST ® 1 Test +
System” + 165 5
3 260
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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)/(1 65+3+5+260) = 98.2%

MDMA:
GC/MS
‘OLLTEST 1Test +
System” + 85 0

0 151
Positive agreement with GC/MS: 85/(85+0) = 100%
Negative agreement with GC/MS: 151/(151+0) = 100%
Total agreement with GC/MS: (85+151)/(85+0+0+151) = 100%

a-PVP:
GC/MS
OLLTEST® 1 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:
GC/MS
OLLTEST ® 1 Test +
System” + 63 0
2 54
I uiilive a”icciiiciu wuii vjv_,/ivio. ) —yu.ylo

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® 1 Test +
System” + 58 0
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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® 1Test +
System” + 205 4

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%

PCP:
GC/MS
OLLTEST® 1Test +
System” + 220 0

5 250
Positive agreement with GC/MS: 220/(220+5) = 97.8%
Negative agreement with GC/MS: 250/(250+0) = 100%
Total agreement with GC/MS: (220+250)/(220+5+0+250) = 98.9%

THC:
GC/MS
OLLTEST® 1Test +
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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50% cut-off

75% cut-off
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125% cut-off

150% cut-off
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Concentration

Result

Negative sample

50% cut-off

75% cut-off

cut-off

125% cut-off

150% cut-off

3Xcut-off
Concentration

Result

Appendix C. The report on Analytical sensitivity
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MDMA

37

50
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BAR
- b
50 0 50
50 0 50
50 0 50
n 39 1
0 5 0
0 5 0
0 5 0
a-PVP

. b

50 0
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50 0

16 34

0 50
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0 50
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Appendix D. The report on Analytical specificity

Amphetamine 300 related compounds Concentration ng/ml
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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Buprenorphine 25,000

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

Phencyclidine 25 related compounds

Phencyclidine 25

Hydrocodone 12,500

Hydromorphone 6,250

4- hydroxyphencyclidine 75
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Marijuana 25 related compounds

11-HOP-A9-THC-9-COOH 25

11-HOP-A8-THC-9-COOH 15

AB8- Tetrahydrocannabinol 7,500

A9- Tetrahydrocannabinol 7,500

Cannabinol 10,000
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Appendix E. Non cross-reactive compounds.

No No No
Name Name Name

(-)-Ephedrine (Except

1 MET) 17 Chlorpheniramine 32  Oxalic Acid

2 (+)-Naproxen 18  Creatine 33  Penicillin - G

3 I(\;Ir/E-)T-)Ephedrine (Except 19 Dextromethorphan 34 Pheniramine

4 4__ . i 20 Dextrorphan tartrate 35 Phenolhiazine
Dimethyllaminoantiyrine

5 Acetaminophen 21 Dopamine 36 Procaine

6 Acetone 22  Erythromycin 37 Protonix

7 Albumiin 23  Ethanol 38 Pseudoephedrine

8 Amitriptyline 24  Furosemide 39 Quinidine

9 Am picillin 25 Glucose 40 Ranitidine

10 Aspartame 26  Guaiacol Glyceryl Ether 41  Sertraline

11  Aspirin 27 Hemoglobin 42 Tyramine

12 Benzocaine 28 Ibuprofen 43 Z;Z;n In C (Ascorbic

13 Bilirubin 29 Imipramine 44  Trimeprazine

14  b- Phenylethyl-amine 30 Isoproterenol 45 Venfaxine

15 Caffeine 31 Lidocaine

16  Chloroquine

Conclusion: The components listed in the above table show no cross-reactivity after

5 minutes in the assay at 100 pg / ml

ol
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6. Jkcnpecc-TecT [ANA BbIABNeHUA 6 HAPKOTUYECKMX BELLeCTB M UX
MeTaboNMTOB B MOYe MMMYHOXpoOMaTorpa@mMyeckKum mMeToLOM

B cocTaBe:

- OpgHopasoBasa TecT-naHenb ANA onpefefieHna 6 BUAOB HapKOTUYECKUX
BewecTs M WX metabonutoB: amderammuHa, GapbuTypaTtoB, 6eH304MA3ENUHOB,
onuaTtoB, MapuxyaHbl, MeTafoHa - 25 wrT.

- MHCTpYKLUMA NO NPUMeEHeHNto - 1wT.

7. JKcnpecc-TecT ANA BbIABMEHMA 2 HAPKOTUYECKMX BELWECTB U WX
MeTaboNNTOB B MOYe MMMYHOXpomMaTtorpa@uyeckum MeTOLOM C MONOCKOW Ans
KOHTPONA (hanbCUPUKALUN MOYMN.

B cocrTase:

- OpHopasoBasa TecT-naHenb ANA ONpefeneHns 2 BULAOB HapKOTUYECKMUX
BeWeCcTB M UX MeTabonutoB: 6apbuTypatbl, 6eH30AMAa3EeNUHbI C MOMOCKOW [ANS
KOHTpONA (anbcugpmkaumm Mouynm no nmnapameTpam KpeaTUHWH, pH, ypenbHas
NNOTHOCTb - 25 WT.

- LiBeToBaa Tabnuuya ans yctaHoBfeHNa pakta panscuukaumm —1 wr.

- MHCTpYyKLUMA NO NpUMeHeHUto - 1T,

8. Okcnpecc-TecT [ANA BbIABNEHUA 2 HAPKOTUYECKUX BELWECTB U UX
MeTaboNMTOB B MOYEe MMMYHOXpOMaTorpagmyeckuMm MeTo4oMm

B cocTase:

- OfHOopa3oBas TecT-naHenb ANA OnNpefenieHWs 2 BUAOB HAPKOTUYECKUX
BEW,ECTB U UX MeTabonnToB: 6apbutypatbl, 6eH304Na3ENUHbI - 25 WT.

"VIHCTPYKUWNA NO NPUMEHEHMUIO - 1LT.

9. JkKcnpecc-TecT [ANA BbIABNeHUA 3 HAPKOTUYECKMX BEWECTB U UX
MeTaboNnTOB B MOYe MMMYHOXpomatorpaguyeckum MeTOAOM C MOJIOCKOW ANS
KOHTpONA anbcudukaLmm mMmouun.

B cocTaBe:

VIHCTpYKLMs MO NpUMeHeHnI0 Ha MW 3Kenpecc-TecT TS BbIBNEHUS HAPKOTUYECKMX BELeCTB 1 X MeTaGoNnNToB B MOYe MMYHOXPOMATOTpathyeckum MeTosoM
(«TecT-cuctema OJITITECT* 1»)
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- OpHopasoBas TecT-naHenb Ana onpegeneHna 3 BUAOB HapPKOTUYECKUX
BeWecTts M WX wmetabonuToB: 6GapbutypaTtbl, CUHTETUYECKWE  KATUHOHBI,
(heHUMKANAUH C NONOCKOW AN KOHTPONS Panbcumkayum Moym nNo napamerpam
KpeaTUHWH, pH, yaenbHas nNoTHOCTbL —25 wWT.

- LiBeToBad Tabnumua Ana yctaHoB/eHUA (hakTa hanbcuukaumm - 1 wr.

- IHCTpYKLMA NO NPUMEHEHUIO - 1WIT.

10. 3kcnpecc-TecT ANSA BbiABNEHUSA 3 HaApPKOTUYECKUX BELWECTB U UX
MeTabo/IMTOB B MOYE UMMYHOXpoOMaTorpamMyeckum mMetoL0oM

B cocTase:

- OfHopa3oBada TecT-naHenb AnA onpepgeneHua 3 BULOB HAPKOTUYECKUX
BeW,ecTB M uX MeTabonutoB: 6GapbuTypaTbl, CUHTETUYECKUE  KATUHOHBbI,
GeHUMKNUANH - 25 wT.

- IHCTpYKUNA NO NPUMEHEHMIO - 1WIT.

11. 3Jkcnpecc-TeCcT ANA BbIAB/EHUA 2 HAPKOTUYECKUX BewecTB U UX
MeTaboNNTOB B MOYe MMMYHOXpomMatorpauyeckum MeTOLOM C MOJIOCKOW ANd
KOHTPONA hanbCcudukaymm Mmouu.

B cocTaBe:

- OfHopa3oBasa TecT-naHenb [AnA onpegeneHns 2 BULOB HAPKOTUYECKUX
BeWecTB M MUX MeTabONMTOB: CUHTETUYECKME KATUHOHbI, (EHUUKIUAUH C
NOIOCKON ANA KOHTPONS (panbCuPukKaynuy Moyn no napameTrpam KpeaTuHUH, pH,
yaenbHasg NNOTHOCTbL - 25 wWr.

- LiBeToBaa Tabnuua Ang yctaHoBneHna akrta panbcumkaynm - 1 wr.

- MHCTpYKLMA NO NpUMeHeHNo - 1wWT.

12. 3kcnpecc-TecT ANA BbIABMEHUA 2 HApPKOTUYECKUX BELWecTB U WX
MeTaboNnTOB B MOYE MMMYHOXpOMaTOrpauyeckmum MeToAO0M.

B cocTaBe:

7
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- LiBeToBas tabnunuya 4na yctaHoB/eHUa hakta panbcuukaymm - 1wr.

- IHCTpYKUMA NO NPUMEHEHMNIO - 1WIT.

16. 9kcnpecc-TecT ANA BbiABNEeHUSA 2 HAPKOTUYECKUX BELWECTB U UX
MeTaboNnMTOB B MOYe MMMYHOXpOMaTOrpauyecKUm MeTOLOM

B cocTase:

- OpgHopasoBasd TecT-fMaHenb ANS8 ONpefeneHns 2 BUAOB HAPKOTUYECKUX
BeL,eCcTB U UX MeTabonnTos: 6apbutypatbl, PEHUNKIANLNH - 25 LWT.

- IHCTPYKLUMA NO NPUMEHEHMIO - 1WT.

17. Jkcnpecc-TecT ANA BbiABAeHMSA 3 HAPKOTUYECKUX BELWLECTB U UX
MeTaboNMTOB B MOYe MMMYHOXpomatorpaguyeckKum MeTOLOM C MONOCKOW AnA
KOHTpPONA anbCU@uUKaLmnum Moun.

B cocTaBe:

- OfHopasoBad TecT-naHenb AN onpefeneHna 3 BUAOB HapKOTUYECKUX
BeL,ecTB n nx MeTab0/IMTOB: mMeTam(peTaMuH, KOKauH,
MeTUNeHANOKCMMeTaM®MeTaMUH C NOMIOCKOW AN KOHTPONS (anbCcupukaynm mouu
no napameTpamM KpeaTWHWH, pH, yaenbHas NNOTHOCTbL - 25 wWT.

- LiBetoBasa Tabnuua gna yctaHoB/ieHUSA pakTa panbcupumkaumm —1 wr.

- IHCTPYKUNA NO NpUMeHeHuto - 1wrT.

18. OkKcnpecc-TecT AnNA BbiABNEHNA 3 HapKOTUYECKUX BELWecTB U UX
MeTaboNNTOB B MOYEe MMMYHOXpOMATOrpamMyeckum MeToa0oMm.

B cocTaBe:

- OpgHopasoBas TecT-fMaHenb ANa onpefeneHnsa 3 BULOB HApPKOTUYECKUX
Bel,ecTs n nx MeTaboNTOB: MeTaM®{eTaMuH, KOKauH,
MeTuneHANOKCMMeTaMPeTaMumH - 25 WrT.

- MHCTpYKLNA N0 NPUMEHEHUIO - 1WIT.

VHCTPYKUWA NO NpuMeHeHnto Ha M SKkcnpecc-TecT A5 BbiBIEHWNA HAPKOTUUECKMX BELLECTB U X MeTaboNnNToB B MOYe MMMYHOXPOMATOrpauyeckum MeTogom
(«Tect-cuctema ONNNTECT* 1»)
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19. 32kcnpecc-TecT ANA BbigaBNeHUA 3 HapPKOTUMYECKUX BELWECTB W UX
MeTaboNnToB B MOYe MMMYHOXpomaTorpa@uMyeckMm MeTOLOM C MNOMOCKOWA And
KOHTPO/NA PanbCcudukaLmm Moyu.

B cocTaBe:

- OpgHopasoBasd TecT-fMaHenb ANsA onpefeneHns 3 BUAOB HAPKOTUYECKUX
BeLlecTB n nx MeTabo/IMTOB: bapbuTypartsl, MeTajoH,
MeTUNeHANOKCMMeTaM(peTaMUH C NONOCKON ANA KOHTPONA panbCuuKkaymum mouu
no napameTpam KpeaTWHWH, pH, yaenbHad NAOTHOCTb —25 WT.

- LiBeToBas Tabnuuya gns yctaHoBneHna gakta panbcudmkaymm - 1 wr,

- MHCTPYKLUMA MO NPpUMeHeHUto - 1wWT.

20. JKcnpecc-TecT ANA BblaBNeHUA 3 HAPKOTUYECKUX BelwectB UM UX
MeTaboMTOB B MOYEe UMMYHOXpoMaTorpagmMyeckKuM MeTOAOM.

B cocTaBe:

- OfHopasoBadA TecT-naHenb ANA onpefeneHna 3 BUAOB HAPKOTUYECKUX
BeL, ecTs n nx MeTabo/NTOB: bapbutypartsl, MeTafoH,
MeTUneHaNOKCUMeTaM®peTaMuH - 25 wWr.

- MHCTpYKUMA NO NPUMEHEHMIO —1LUT.

21. JkKcnpecc-TecT ANA BbiaBNeHUA 3 HAPKOTUYECKUX BEWEeCcTB U UX
MeTabonNnToB B MOYe MMMYyHOXpomartorpaguyeckum MeETOAOM C MONOCKOW Ans
KOHTpPONA panbCcudukaLmum Mouu.

B cocTaBe:

- OfHopasoBad TecT-naHenb Ana onpefeneHua 3 BUAOB HapPKOTUYECKUX
BelWecTB M UX MeTabonNuTOB: amM®eTamMuH, OonuaTtbl, MapuxyaHa C MNOSOCKOW ANA
KOHTpoONa ¢anbcudumkaynm mMoynm no napamerpam KpeaTWuHWH, pH, yaenbHasd
NAOTHOCTb —25 LWT.

- LiBeToBaa Tabnunua Ang yctaHoBneHNa pakTa panbcumkaynm - 1 wr.

- MHCTpYyKUpW no npumMmeHeHuto - 1wT.

10
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22. JKcnpecc-TecT ANA BbiABNEeHMA 3 HApPKOTUYECKUX BELWEeCcTB U UX
MeTaboMTOB B MOYE MMMYHOXpOMaTorpapuyeckmum MeTOLOM.

B cocTase:

- OfHopa3oBaa TecT-naHenb ANA onpegeneHna 3 BULOB HapKOTMYECKUX
BeLW,eCcTB M UX MeTaboNNTOB: aM(peTamMnH, onuaTbl, MapuxyaHa - 25 wWT.

- IHCTpYKLUMA NO NPUMEHEHUIO - 1WIT.

1.2. Ha3HayeHne MmegMLUMHCKOro nsgenus

3KCI'IpeCC-TECT Anga BblABNEHNA HAPKOTUYECKNX BEWECTB N UX mMeTabonnToB

B MOYe MMMYHOXpomaTorpaguyeckmum metogomMm («TecT-cuctema OJIJITECTA 1»)

(nanee no TeKCTy - TecT-cucTema) npeAHas3HayeH AN KAYeCTBEHHOTO
OAHOBPEMeEHHOro onpeaeneHns oT 2 Ao Il HapKOTMYECKUX BELW,ECTB U UX
MeTaboNnToB.

®YHKLUMOHAaNbHOE Ha3HaYeHWe - CKPUHUHI HAPKOTUYECKUX BELLECTB.

CKPUHWHTOBbIW aHaNnW3 pasMUYHbiX HAPKOTUYECKNX BELLECTB B MOUYE BapbupyeTcs
OT MPOCTbIX MMMYHOXpPOMATOrpauuecknx TECTOB [0 CAOXHbIX aHATUTUUYECKUX
npoueayp. CKOpPOCTb M YYyBCTBUTENbHOCTb MMMYHOXpPOMaTorpadmyecknx TeCcTOB
obecneynBaldT MX LWNPOKOE MCNONb30BaHWE MNPW aHa/M3e MOYM Ha Hanuuue
Pa3NUUYHbIX HAPKOTWYECKMX BelecTs. TecT-cuctema npeacTaBnsieT co6oi
npucnoco6ieHne ANS NPOBeAEHUS UMMYHOXpoMaTorpauuyeckoro aHanuMsa Ans
KauyeCTBEHHOro OOHapyXeHus BewecTs, 6e3 He06X0AMMOCTM MWCMNONb30BaHUS
AOMONHUTENbHLIX YCTPONCTB. [MOpOroBble KOHUEHTpauuu u Kanubpatop Ans
onpefenseMbiX HAPKOTUYECKUX BeLLeCTB yKa3aHbl B Tabnuue 1.

Ta6bnuua 1- PacyeTHble MOPOroBbie KOHLEHTpaLMM N KanubpaTop

MNMoporos
YcnoBHoe 06 Mpegen
0603HayeH HanmeHoBaHWe Tecta AHanunt 06Hapy»xeH
3HaueHue
He TecTa wsa (Hr/Mn)
(Hr/mn)
AMP AmdeTtamuH D-ameTamnH 300 375
BAR Bapbutyparsl Cekobapbutan 2000 2500

n

WHCTpYKUMS NO NpuMeHeHni0 Ha MH 3Kcnpecc-TecT aTa BbISB.TEHVS HAPKOTUYECKMX BELLECTB M X MeTabonnToB B Mode HMMVHOXptTIVaromeeliHVECKHM meTogom
(«Tect-cuctema OJNITTECT™* I»)
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BZO BeH3oavasenuHbl Okcazenam 100 125

cocC KokauH BEeH30UIIKIOHVH 100 150
3,4-
MDMA MeTmneH,qgmtl:_'mmeTawpeT MeTuneHgnokcumeTamgeT 500 625
a.MVH
ATba-
a-PVP CUHTETUYECKNE KATUHOHBI P 500 625
NUPPONNLMHOBaNIEPOGEHOH
MET MeTamgeTamnH D-MeTametamuH 500 625
MTD MeTagoH MeTazioH 200 250
OPI OnuvaTsl MopduH 2000 2500
PCP DeHLMKNANH ®EHLMKNNANH 25 31
11 Hop - A9 -THC-9-
TIIC MapunxyaHa COOH 25 31

Moporosoe 3HayeHue (Hr/M) - KOHLUEHTpauus aHanuTa, NpU KOTOPOIi
TeCT-CMCTEMA MOXEeT OonpeaensaTs pe3ynbTaT KakK MONOXUTENbHbIA, Tak W
OTPULATENbHbIN.

Mpenen o6HapyXeHnsa (Hr/M/1) —KoHUEHTpaLMs aHanMTa, NPUM KOTOPOI
TeCT-cMcTeMa Onpefenser pesynbraT Kak NoSOXUTENbHbLIN C BEPOATHOCTbIO 95% W

BblLle.

TecT-cuctema npegcraBnset co6o MMMYyHOXpomaTorpagmMyeckuin akcnpecc
aHanmM3  ANns  KayeCTBEHHOro  nNpeABapuTenlbHOro  O0OGHapyXeHMs MO ObIX
KOMOMHAUMW HApKOTUYECKMX TnMpenapatoB B o06pasue Mouum 4yenoseka. [lpwu
KaXXOM aHanm3e WCNONb3YyTCA MOHOK/NOHaNbHble aHTUTena ANA CENeKTUBHOTO
O6Hapy>XXeHMs  NOBbIWEHHOrO0  coAepXaHus  npenapatos B Moye. [pw
KOHUEeHTpaunun paBHOW npepeny obGHapy>XeHUsa u Bbiwe (MOPOroBoe 3HayeHue
+25%) TecT-cucTema onpegensieT pesynbTaT KakK MNONOXKUTENbHbIW. [aHHbIA
aHanM3 peKOMeHAOBaH YnpaBneHUem  CAyX6bl Ne4YeHUs  HaApPKOTMYECKOW
3aBUCUMOCTM M Ncuxumyecknx pacctporicte CLUA (SAMHSA).

Cneunuryeckas natosorms, COCToOAHMe WU (haKToOp pucka:

TecT-cuctemMa ucnonb3yetcsa And MeAULUHCKOT0O OCBUAETENbCTBOBaHUA NUL

npu NOAO3PEHUM B ynoTpeb6neHUM HapKOTUUYECKUX BELLeCcTB, MpeApelicoBbIX K

12
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nocnepemcoBbIX OCMOTPax, NpuU NOCTYNJIEHUN NN, B CTauMOHapP U UHbIX cay4vasx,
CBA3aHHbIX C MOBbIWEHHOW ONAaCHOCTbIO.

Tun aHanu3upyemoro o6pasua:

- cBexecobpaHHaa mMo4a, XxpaHuBLLaaca npu Temnepatype oT 18 go 25°C fo
4 4acos;

- M0Ya, XpaHuBLIaAcsa B X0N04UNbHUKe Npu TemnepaType oT 2 4o 8°C o 48
4acos;

- 3aMOpOXeHHas Mo4Ya, XpaHuBLlIaaca npu temnepartype ot muHyc 20 go
mMuHyc 30°C go 30 gHe.

Ha pesynbTaTbl aHanu3a He BAUAKT NONYNALWOHHbLIE U AeMorpauyeckue
acnekTbl MPUMEHEHNA TECT-CUCTEMBI.

BapuaHTbl ucnonHexua 1, 3,5, 7, 9, 11, 13, 15, 17, 19, 21 ocHalleHbl TeCT-
MONOCKOW Aansa onpegeneHuna ganscuukaumm obpasya.

danbcnpukayna — 3To noppenka obpasya MOUYM C LEeNbl0 U3MEHEeHUS
pe3ynbTaTtoB  TecTa. Wcnonb3oBaHne  npumecel MOXET  MNPUBECTHU K
NOXHOOTpULAaTeNbHbIM pe3ynbTataM B TecTaX Ha HapKOTUKKM, n1uMbo Mewas
CKPUHWUHT-TECTY, U/MNN YHUUTOXAA HapKOTMYECKME BellecTsBa, MPUCYTCTBYHOLULME
B Mo4ye. Pa3BefieHMe MOXET TakKXe MWCNonb3oBaTbCA ANA  NONYy4YeHUus
NOXHOOTpULATeNIbHbIX Pe3ybTaToB TecTa Ha HAPKOTUKMN,

OfgHMM M3 fy4dwunx cnocoboB MpPoOBepKM Ha GanbCu@ukaymio Uun
pazbaBneHune ABNAETCA ONpeAeneHne HEKOTOPbIX XapaKTePUCTUK MOUYMN, TaKUX Kak
KpeaTWHUH, pH 1 yaenbHaa NA0OTHOCTb MOYMU.

KpeatnHuH (CRE): TecTbl Ha pa3BejeHue obpasya. KpeaTUHUH ABnseTcs
NO6OYHbLIM MPOAYKTOM KpeaTuHa W npeacTaBnser coboil aMWUHOKWUCAOTY,
cogepXalwytcsd B MblLWEYHOW TKaHW, N 06HapyXunBaeTcsd B Moye. Yenl0BEK MOXET
nonbiTaTbCA MNOMeLWaTb MPOBEAEHUID TecTa Ha HAPKOTUKM, BbINUB 4Ype3MepHOoe
KONNYEeCcTBO BOAbl WAM MOYEroHHbIX CPeAcTB, TakKMX KakK TpaBsAHble 4Yau, And
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BapunaHT ucnonHeHua 1 npefHasHayeH Agna BbiABneHus 11 BuAOB
HapKOTMYeCKMX BelecTB W WX MeTabonutos: am@detrammnHa, 6GapbuTypaTos,
6eH304Ma3enmMHoOB,  KOKauHa, CUHTETUYECKUX KaTMHOHOB, MapuxyaHbl,
MeTamM@eTaMunHa, MeTafoHa, MeTU/IeHAMOKCUMeTaM®peTaMuHa, QEeHUUKNNLNHA,
onuaTtoB, a TakKXxe [ANA KOHTpona anbcuukauuMm MOo4YM NO napameTrpam
KpeaTuHWH, pH, yaenoHas NJOTHOCTb.

BapunaHT wncnonHeHWa 2 npefHasHayeH Ang BbigasneHmsa 11 Buaos
HapKOTMYeCKMX BelWecTB W WX MeTabonutoB: ampeTtamuHa, 6GapbuTypaTos,
6eH304Ma3enmMHOB,  KOKauHa, CUHTETUYECKUNX KaTMHOHOB, MapuxyaHsl,
mMeTam(eTamMmnHa, MeTafoHa, MeTuUNeHAMOKCMMeTaM®peTamunHa, QeHUUKNINLUHA,
onunaros.

BapuaHT wucnonHeHus 3 npefHasHayeH gns onpefefneHns 6 BUAOB
HapKOTUYeCKMX BewecTtsB U UX MeTabonMTOB: am@eTramMuHa, KOKauHa,
MeTam(eTamMnHa, OMMaTOB, MapuxyaHbl, MeTagoHa, a TakKXe [N KOHTPO/A
(hanbcumkayum mMoym nNo napameTpam KpeaTUHWUH, pH, yaenbHas NAOTHOCTb

BapnaHT wncnonHeHna 4 npefHas3HayeH Ang onpefeneHnsa 6 BUAOB
HapKOTMYECKNUX BewectTB W UX MeTabonuMToB: am@peTamuHa, KOKauHa,
meTameTammnHa, ONMaToB, MapuxyaHbl, MeTajoHa.

BapnaHT wucnonHeHua 5 npefHasHayeH Ana onpegeneHns 6 BUAOB
HapKOTUYeCKMX BeWecTts M uX MeTabonmMToB: amderamuHa, 6apbutypaTos,
6eH304Ma3ennMHOB, OMNMaTOB, MapuxyaHbl, MeTajoOHa, a TakXe [ANA KOHTpoNs
panbcnuukaLmm Moym No napameTpam KpeaTuHWH, pH, yaenbHas NAOTHOCTb.

BapnaHT wucnonHeHna 6 npegHasHadyeH ANna  OonpepenieHus 6 BMAOB
HapKOTMYEeCKUX Beu,ecTs M WX MeTabonuTtoB: am@etamuHa, 6apbuTypartos,
6eH304Ma3enmMHoOB, ONMaTOB, MapuXxyaHbl, MeTajoHa.

BapnaHT wucnonHeHus 7 npefHasHayeH AnA onpepeneHuda 2 BUAOB
HapKOTWYeCKMX BeL,ecTB U MX MeTabonmToB: 6apbutypartbl, 6eH304MAa3EMUHbI, a
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TakKXe AN KOHTponsd ¢anbcuukaumm mouyuM no napameTpam KpeaTuHUH, pH,
yaenbHas NnNOTHOCTb.

BapuaHT wucnonHeHna 8 npefHasHayeH NS onpejeneHusa 2 BUAOB
HapKOTMYeCKNX BewecTB U MX MetabonnTtos: 6apbuTypatbl, 6eH304Ma3ENNHbI.

BapuaHT wucnonHeHnda 9 npefHasHayeH pAna onpegeneHna 3 BUAOB
HapKOTUYECKMX BelWecTB U uX MeTabonutos: 6apbuTypaTbl, CUHTETUYECKME
KaTMHOHbI, (MEeHUWKNUAUH, a TakXe [ANA KOHTpona @anbcudukayum mMouym no
napameTpam KpeaTWHWH, pH, yaenbHasa NA0THOCTb.

BapunaHt wucnonHeHua 10 npefHasHayeH pAnsa onpegeneHna 3 BUAOB
HapKOTMYeCKMX BelecTB U WX MeTabonuToB: 6GapbutypaTtbl, CUHTETUYECKME
KaTUHOHbI, PEHUNKINLNH.

BapuaHT ncnonHeHua 11 npepgHasHayeH And  onpejeneHna 2 BUAOB
HapKOTUYECKUX BelWecTB M MUX MeTaboNnMTOB: CUHTETUYECKUE KATUHOHBI,
(PEeHUUKNUANH, a TakXe AN KOHTpona (anbcuukaumm mMo4nm No napametpam
KpeaTuHWH, pH, yaenbHad NnNOTHOCTb.

BapunaHTt ncnonHeHua 12 npepgHasHayeH pAns  onpejeneHnda 2 BUAOB
HapKOTMYeCKMX BEWEecTB WU WUX MeTabO/IMTOB: CUHTETUYECKME KATUHOHDI,
MEeEHUNKNNANH.

BapwuaHT ncnonHeHua 13 npepgHasHayeH pAns  onpejeneHua 2 BUAOB
HapKOTMYECKNX BELLECTB M UX MeTaboNUTOB: KOKauH, (GeHUNKANANH, a TakKxXe A4na
KOHTpONA anbcuukaumm MOYM Mo mnapameTpaMm KpeaTuHWH, pH, yaenbHas
NAOTHOCTb.

BapuaHT ncrnonHeHna 14 npepHasHayeH And  onpefeneHua 2 BUAOB
HapKOTMYECKNX BeWwecTB U X MeTaboNnTOB: KOKanuH, PeHUUKINANH.

BapuaHT ncnonHeHna 15 npegHasHayeH A[nNsa  onpefeneHna 2 BULOB

HAPKOTUYECKMX BelWecTB U KX MeTabonutoB: 6ap6buTypaTbhl, MEHUMKAMAWH, a
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TakXe [ANna KOHTpona qanbcugpukayumm Moynm Mo napamerpam KpeaTUHUH, pH,
yaenbHasa naoTHOCTb.

BapuaHT wucnonHeHma 16 npefHasHayeH ANnd onpepeneHns 2 BUAOB
HapKOTMYECKMX BELLECTB U UX MeTabonnToB: 6apouTtypatbl, PEeHUMKANLNH.

BapuaHT wucnonHeHma 17 npepgHasHayvyeH pAnd onpegeneHna 3 BUAOB
HapKOTUYECKUX  BELecTB U  UX MeTabo/MTOB: MeTaM®{eTaMuH, KOKauH,
MeTUNeHANOKCUMETaM(peTaMWNH, a TakXe 419 KOHTPOAA Ganbcuukaynm movm no
napameTpam KpeaTuHWH, pH, yaenbHasa nNaoTHOCTb.

BapuaHT ncnonHeHnsa 18 npepgHasHayeH [Ang onpepgeneHns 3 BUAOB
HApPKOTUYECKUX  BeWwectB u  ux MeTaboNMTOB: MeTaM®MeTaMWH,  KOKawH,
MeTUNeHANOKCUMeTaM(peTaMuH.

BapuaHTt McnonHeHns 19 npepgHasHayeH pAnd onpepgeneHns 3 BUAOB
HapKOTUYECKUX  BEWecTB U  UX meTabonutos: 6apbuTyparsl, MeTajoH,
MeTUNeHANOKCUMeTaMPeTaMNH, a TakXXe ANA KOHTPONAsA ganbcmukaymm movum no
napaMmeTpam KpeaTWHWH, pH, yaenbHasa NA0OTHOCTL.

BapunaHT ncnonHeHma 20 npegHasHavyeH And onpegeneHnd 3 BUAOB
HApPKOTUYECKNUX  BELWeCTB N  UX meTabonmToB: G6apbuTypartsl, MeTajoH,
MeTU/NeHANOKCUMeTamMpeTaMuH.

BapuaHT ncnonHeHua 21 npepgHasHayeH [ng onpepeneHna 3 BUAOB
HapKOTMYECKNX BELLeCTB U UX MeTaboNUTOB: am(eTaMuUH, onunaTbl, MapuxyaHa, a
TakKXe AN KOHTpons QanbcuuKaymm moym no napamerpam KpeaTWHUH, pH,
yaenbHas NAoOTHOCTb.

BapunaHT NCNOJIHEHMA 22 npefHa3HayeH AnaonpegeneHns 3 BUAOB
HapKOTMYECKMUX BELLECTB N UX MeTaboNnToB: am(eTaMWH, ONnuaTbl, MapuxyaHa.

MpoTuBonokasaHua: [MpoTuBoONOKaszaHWn B pamKaxX YCTaHOBMIEHHOTO

npon3soanTenemM HasHa4eHNA HE UMEET.
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1.5. [lnarHoctmyeckaa 3Ha4MMOCTb

TecT-cnuctema npumeHseTca 418 06Hapy>XeHUA HapKOTUYEeCKUX BELLeCcTB U
MxX MeTaboNMTOB B MO4YE M MOXeT OblTb WCNOMb30BAH NPU UCCNEAO0BaHUAX
WKOMbHNUKOB M cTyaeHTOoB (npuka3 M3 P® 581H ot 06.10.2014), COTPYAHUKOB,
3aHATbLIX Ha rocyjapcTBeHHOW cny>6e (noctaHoBNeHMe npaBuTensctea PP Ne 565
oT 04.07.2013, npuka3z M3 P® 988H ot 22.12.2016, npnkas M3 P® Ne npukas M3
P® Ne 266 ot 30.04.2019), COTPYAHMKOB OMacCHbIX WU BPeAHbIX MPON3BOACTB, NPMK
npoBefeHUN npeppericoBblX U NPeACMEHHbIX OCMOTPOB Ha TpaHcnopTe (Npukas
M3 P® Ne 835H oT 15.12.2014, npukas3 M3 P® 39H ot 29.01.2016), npwu
MeANLWHCKUX OCMOTpax CNOPTCMEHOB, NPU MeAULUUHCKOM OCBUAETENbCTBOBAHMUMU
(npnkaz M3 P® Ne933H o1 18.12.2015, npukaz M3 P® Ne 344 ot 15.06.2015,
npukaz M3 P® Ne 441 ot 30.06.2016) n B Apyrux cnydasax, rae Heobxoaum
pe3ynbTaT LAHHOTO TecTa.

ATOT aHanu3 faeT TOMbKO MpPeABapUTENIbHbIN aHanUTUYeCKUn pes3ynbTar.
Ona nogTBepXAEHWA aHaluMTUYecKoro pesynbrtata HeO6XOAMMO WCMONb30BATb
60nee TOUYHbLIN anbTePHATUBHBLIA XMMWYeCKUA MeTof. azoBad xpomartorpagus c
macc-cnektpometpom (FX/MC) wunm XuAKOCTHad Xpomartorpagumsa C Mmacc-
cnektpometpom (B3XXKX) aBnawTca NpefnoyYTUTENIbHBIMU MOATBEPXAAK0 LWUMUN
mMeTogamun. KnnHnyeckme coobpaxeHuns n npoeccuoHanbHOe CyXAeHUe LO/DKHbI
NMPUMEHATLCA K NIOO6OMY pe3ynbTaTy TecTa Ha 3/0ynoTtpebsieHMe HapKOTUKaMMU,
0CO6EHHO ecnn yKasaHbl npefBapuTefibHble MONOXUTENbHble pe3ynbTaTbl. TecT-
MONOCKW ANdA onpefeneHns ganbcupumKaymm Mo4Ynm — 3TO NONYKOIMYECTBEHHDbIA
TeCcT, OCHOBAHHbIA Ha CpaBHEHWW LBETOB AN OnpefeneHUs KpeaTuHuHa, pH,
yLeNbHOW MNAOTHOCTM MOYM 4enoBeka. ITOT TeCcT nNpefocTaBfisfieT TOJbKO
npefBapuTesibHble faHHble. [18 nonyyeHUs MNOATBEPXAEHHOr0 aHaIUTUYECKOro
pesynbTata Heo6XOAMMO MCNONb30BaTb 060/see  TOYHbIA  anbTepPHATUBHbIWA
XUMUYECKN MeToh. PesynbTaTbl LO/KHbI ObITb OTNpPaBiaeHbl B nabopatopuio AN
MOLTBEPXAEHUS.
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1.6. OnncaHuve ueneBbIX aHaNNTOB

1.6.1. AmpetammH (AMP)

AM®peTaMUHbI npuHagnexar K  KaTeropum CUNBbHOAENCTBYIO L NX
aJpeHOMUMETNYECKNX CPeACTB, NPUMEHSAKOLWNXCA B TepaneBTUYECKUX Lenax. Mo
XWUMUYECKOMY COCTaBy aM@{eTaMWHbl OTHOCATCA K Ye/0BEeYEeCKUM HaTypasibHbIM
KaTexonaMuHaMm: afjpeHanvHy W HOpanuHeppuHy. Bbicokue [o3bl amgpeTaMuHa
NPUBOAAT K YCWUNIEHHOMY BO30OYX[AEHUI LEeHTPasbHONW HEPBHOW CUCTEMbl U
Bbl3bIBAOT COCTOSIHWE 3NPOPMM W MOBbIWEHHON BHUMATENbHOCTU, CHWXAKT
anneTUT W BbI3bIBAKDT YYBCTBO YCWUNEHMUS 3Heprun u cunbl. Peakyuums ceppeyvHo-
COCYAUCTON CcuCTeMbl Ha amMdeTaMUHbl BKAKOYaeT MNOBbIWEHNE KPOBAHOIO
JaBNeHns un cepheyvyHyro aputmuio. bonee ocTpble peakuuMun 3aknyarwTCd B
MOAB/IEHUMN TPEBOXHbIX paccTponCTs, napaHonm, rannynHayni "
MCUXOTUYECKOTO noBefeHnda. SdgekT amperaMMHOB AnuTca 2-4 vaca nocne
ynotpe6ieHns, nepuos nonysbiBeAeHMUS npenapaTta U3 opraHuM3Ma coctaBnseT 4-
24 yaca. Okono 30% am¢peTamnHOB BbIBOAUTCA C MOYON B HEM3MEHEHHON (hopMme
C  ocCTaTKamu NPOAYKTOB  TUAPOKCUAMPOBaHUA M gesammnampoBaHHbIX
NMPOU3BOAHbIX.

1.6.2. bapbutypatsl (BAR)

Bapb6buTtypaTbl 0cNabnAwT AeATENbHOCTb LEHTPaNbHOW HEPBHOMW CUCTEMbI. B
TepaneBTUYECKUX LEeNSAX OHW UCMNONb3YKTCA KaK CcefjaTUBHble, CHOTBOPHbIE MU
NMPOTUBOCYLOPOXHbIe cpefcTBa. O6bIYHO 6apbuUTypaTbl NPUHUMAKT MepopasbHO
B BUAE Kancyn unm tabnetok. ekt HaNOMUHAET COCTOSAHME NPU UHTOKCUKAL UM
aJikoroJiem. OnvTenbHoe npUMeHeHwue bapbutypaTtoB npUBOAUT K
MMMYHONOMMYECKON TONEPaHTHOCTU U (hPU3NYeCKOW 3aBUCUMOCTU. Bapbutyparsl
ObICTPOro AeNcTBUA, NPUHUMaeMble No 400 Mr/geHb Ha NPOTSHXXeHUN 2-3 MecsAleB,
GOpPMUPYIOT  KJAMHUYECKU 3HAYMMYK CTeneHb (U3NYECKON 3aBUCUMOCTW.
CuMmnTOoMbl abCTUHEHUUU MOTYT OblTb [OCTATOYHO TSXKENbIMM WU NPUBECTU K

netanbHomy ucxogy. OueHb He3HayuTenbHOe Konm4yecTtBo (MeHee 5 %)
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6apbuTypaTtoB BbIBOAATCA C MOYOW B HEW3MeHeHHoW dQopme. [lepuop
o6HapyXeHus 6apbuTypaTtoB B MOYe cocTaBnsdeT 4-7 AHEN.

1.6.3. beH3ognasenuHbl (BZO)

BeH3oAmasenuHbl ABAAKOTCA J/1IeKAPCTBEHHLIMW MpenapatamMu, 3ayacTylo
HasHayaeMbIMWU NPU CUMNTOMATUUYECKOW Tepanuum TPEBOXXHbIX PacCTPONCTB M
HapyweHuin cHa. OHM oOKa3blBalOT BO34EACTBME 4epe3 o0cobOble peLenTopbl,
ncnonb3ys ramMma-aMmHomacnsaHyw  kucnoty (GABA). dAsnssce  6onee
6es3onacHbIMU ¥ 3IMMEKTUBHbIMMK, 6OeH304Ma3enuHbl 3aMeHuUnu 6apbuTypaTtbl B
NeYeHNn TPEBOXHbIX PacCTPOWCTB M HapylWweHWn cHa. BeH3oamasenuMHbl TakXe
MCNONb3YKOTCA  KaK cefjaTUBHble  CpeAcTBa  nepej  XUPYPruvyecknmum  u
MeAULUMHCKUMMN npouefypaMun u  [ANA JleYeHUAa 3NUNEeNncUnm U anKorosbHOM
abCTUHEHUNN.

Mpu perynapHom npueme O6eH304Ma3EeNUHOB (Hanpumep, eXeLHeBHO) B
TeyeHMe HECKO/IbKMX MeCsLEeB YBeNMYMBaeTCA PUCK (DM3MYECKON 3aBUCUMOCTH,
0C06eHHO npu npueMe 60MbWKUX [03. Pe3koe npekpau,eHne npuemMa MOXeT
npuBecTM K TakKMm CUMNTOMaM, KakK npob6nembl CO CHOM, pPaccTpOMCTBO
XeNnygouyHO-KMLWEeYHOro TpakTa, YXyAleHuMe caMO4YyBCTBMSA, MOTepsa anmneTuTa,
noToOTAeNleHNe, [LPOXb, C€naboCTb, TPeBOXHble paccTpoincTBa WM WU3IMEHEHUe
BOCMPUATUA. TONbKO HUUYTOXHOE KONM4YecTBO 60NbWIMHCTBA 6EH304Ma3eNUHOB
(MeHee 1%) BbIBOASTCA C MOYOW B HEM3MEHEHHO (hOpMe; KOHLUEHTpaLUO B MoYe
06pa3yloT crnapeHHble npenapatbl. [Mepuop o6HapyXeHus 6eH304Ma3eMWHOB B
Mouye cocTaBnaeT 3-7 AHENR.

1.6.4. KokanH (COC)

KokanH §BndeTca CUNbHOAENCTBYHOWMM BO3OyaUTeneM LeHTpanbHOM
HEPBHOW CWUCTEMbI W aHecTe3UpywwWwuMm CpeacTBOM MECTHOro [AencTeua.
M3HayanbHO OH Bbi3blBaeT YPEe3MEPHYIO 3HEPTUIO U BO3OYXAEHHOCTb, MOCTEMEHHO

npUBOAA K TPEMOpY, MOBbILWEHHOW YYBCTBUTENbHOCTU U cnasmam. B 60/1blwmnX
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KONMyecTBaxX KOKauWH Bbl3blBAaeT /IMXOPAJ04YHOE COCTOAHME, HEBOCMPUUMYUYUBOCTD,
3aTPyAHEHWE OblXaHUA U MOTEP CO3HAHMUA.

3ayacTyo KOKaMH MPUHUMAETCS CaMOCTOATEe/IbHO MOCPeACTBOM BAbIXaHUSA
yepe3 HOC, BHYTPUBEHHbIX MWHBEKUWA W KYpeHUs UYUCTOro KoKaumHa. bbicTpo
BbIBOAMTCA C MOYOMN KaK 6EH30UNIKIOHWH. BEH30WN3KIOHUH, rNaBHbI MeTabonut
KOKauHa, umeeT 60/1ee ANUTENbHbIA GMONOTMYECcKUin nepnog nonyebiBegeHns (5-8
yacoB), yem kKokaumH (0,5-1,5 yaca), 1 MOXeT OblTb 0O6Hapy)XeH B TeyeHue 24-48
4yacoB nocse BO34eNCTBUA KOKanHa.

1.6.5. MetuneHgmokcnmetampetrammH (MDMA)

MeTuneHgnokcumetTam@etramuH (a3kcTasn)  aBngaeTca  AM3aliHEPCKUM
HapKOTWUKOM, BMNepBble CUHTE3WpoBaHHbIM B 1914 rogy B Hemeukon
(hapmMaLeBTUYECKON KOMMNaHWW [ANA fle4eHUs 0XupeHua. Te, KTO MpPUHUMaAnN
HapKOTMYeCKOe BeLWecTBO, YacTo coobuwannm o No6OYHbLIX 3hPeKTax, TaKUX Kak
yBenunyeHune MblLLUEYHOTO Hanps>KeHns 7 NOTOOTAENEHUNS. XoT4
MeTUneHagnoKcMMmeTamMeTaMmMH SBHO He ABNAETCA CTUMYNATOPOM, Kak MU
am@eTtamMunH OH cnocobeH MOBbIWATbL KPOBSAHOE [aBJIeHWE W YacTOTy CepheyHblX
coKpalweHnin. MeTuneHagnokcuMmeTaMpeTaMnUH Bbl3blBAET U3MEHEHUS BOCMPUATUSA,
YTO MNpPOsIBNSETCA B YBENWYEHWUUW UYYBCTBUTENbHOCTM K CBETY, C/IOXHOCTHU
(hOKYCUPOBKM WM CMa3aHHOCTW 3PEHUA Y HeKOTOpbIX /Nofeil, noTpebnsatowmnx
BelWecTBO. CUMTaeTCA, YTO MEXaHWU3M [LelNCTBUS MeTUeHAUOKCUMeTampeTammuHa
nposBnaeTca  yepes BbICBOOOXAEHNE Helpomeanartopa CepoTOHMNHa.
MeTuneHgnokcumetTam@eTammnH Tak e MOXeT BbICBO6OXAaTbh JohaMunH, 04HAKO
obwee MHEHMe, 4YTO 3TO BTOPOCTEMEHHbIN 3 (eKT HApPKOTUYECKOro Bel,ecTBa
(Hukonc wn O6epnengep, 1990). Hawmbonee pacnpocTpaHeHHbIR 3pgekT
MeTUNeHANOKCMMeTaMeTaMMHa, BO3HMKAOWWUIA MNPaKTUUYECKN Yy BCeX /OM4EN,
KOTOpble MPUHUMANU YMEPEHHYIO J03Y HAPKOTUYECKOTrO BellecTBa, 3akato4yancs B

cXKaTum YyentocTen.
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1.6.6. CnHTeTMYeCKMEe KaTUHOHbI (a-PVP)

A-TlnpponmagnHoBanepopeHOH - pekpeaynoHHOEe NCUX0aKTUBHOE BeLW ecTBo,
OCHOBHbIM 3(PeKTOM KOTOPOro dABAAeTCA ncuxoctTumynauma. [lpu npuéme
BelleCcTBa Ye/0OBEK MCNbITbIBAET crnepyrwwune agpdektol: andgopusa, 60NTANBOCTD,
CYeTnnBOCTb, MNOBbIWEHHAA KOHLUEHTpauud, a TakXxe obwee NpUATHOE
camMouyBCTBME. WNHTEHCMBHOE oW YW eHNe yn0BONbLCTBUA npogo/mkaeTca 30— 45
MWHYT, AocTurasa nuka 4depes 1,5 vaca nocne npuéma. OCHOBHble 3(M(PeEKTh
ncyeszarwdT NPUMEPHO 4vepe3 4 4yaca, 06W NI «KenaTenbHbI» ONbIT ANNTCA 6onee
6— 8 yacos

1.6.7, MeTtampetamud (MET)

MeTam@eTramnH HABNAETCA CTUMYNUPYHOLWNUM JNeKapCTBOM, Bbi3blBaK LW UM
NMPUBbIKAHWE, WHTEHCMBHO BO30OYyXJalUWWUM OMpefeneHHble CUCTEMbl TO/TOBHOTO
mMo3ra. 1o XMMWYeCKOMY cOCTaBy MeTaM()eTaMWH OYeHb CU/IbHO CXOf4EH C
ametrammHOM, HO  BO3feilNCcTBME, OKa3biBaemoe MeTam{peTaMUHOM Ha
LEeHTpPanbHY HEPBHYK CUCTEMY, HABMISETCA 3HAYUTENbHO 060/1ee CU/bHbIM.
MeTamgpeTamuH, MPOM3BOAAWMIACA B HeNeranbHbIXx nabopaTtopusax, Bbi3blBaeT
OYeHb CU/IbHYI 3aBUCUMOCTbL. [1penapaT NpuUHMMaeTCq nNepopasibHO, NOCPEACTBOM
MHBEKUWI MM BAbIXaHWS. BbicOKMe [03bl MPUBOAAT K YCUTIEHHOMY BO36YXAEHUIO
LEeHTpPaNibHOM HEPBHON cuCTeMbl M  BbI3bIBAOT COCTOAHWE 3ndopun
NOBbIWEHHOW BHUMATENbHOCTW, CHMXAKT anneTuT W Bbi3blBAKDT 4YYBCTBO
YCUNEHUA 3Heprum u cunbl. Peakuus CceppedyHO-COCYAMCTON CUCTEMbl Ha
MeTaM@eTaMWH BK/OYAeT TMOBbIWEHNEe KPOBAHOIO [aB/fIeHUA U CepLeyvHYIo
aputmuio. bonee ocTpble peakuuy 3aKNYarwTCA B MOABMEHUN TPEBOXHbIX
paccTponCTB, NapaHouun, rannoyumHaumin, NCUXOTUYECKOro NOBeAEHNSA, Aenpeccun
N NCTOLEHNS.

AhdekT meTamPeTrammnHa gnutca 2-4 yaca nocne ynotpebreHns, nepuog
nofyBbliBeeHns npenapara U3 opraHusma coctaenset 9-24 yaca. Metam@petramuH
BbIBOAUTCA C MOYOW KakK aM(peTamuH, OKCUAWPOBaHHble N [Ae3aMWUHWPOBaHHbIE

npoussogHble. OpHako 10-20% MmeTam@eTamuMHa BbIBOAUTCA C MO4YOW B
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nocne KypeHusi. FnaBHbIM MeTabonMTOM, BbIBOASAWMMCS C MOYoi, ABnsetca W -
Hop- A9 —TeTparuapokaHHabuHon - 9- kap6oHoBas kucnota (A9 - THC-COOH).
2. MpuHynn metoga
JKcnpecc-TeCcT ANS BbISABAEHWSA HAPKOTMYECKMX BELWLECTB M UX MeTabonuToB B
MO4Ye MMMYHOXpomaTorpauMyeckmum MeToAoM  paboTaeT MO MApUHUUNY
OAHOCTaAMMNHOIO WMMYHOXMMWYECKOFO aHanuM3a, MpPU KOTOPOM MEYEHHble
HapKoTU4Yeckne BellecTBa (KOHBbHOTaTbl HApPKOTUK-0€10K) KOHKYpPUPYKT C
MOMeKynamMy HapKOTMYECKOro Bel,ecTBa, HaXoAALWLerocsd B Mo4ye 3a CBA3blBaHWE C
OrpaHMYeHHbIM KO/IMYECTBOM CalTOB CBA3bIBAHWS aHTUTEeN. Ha meMOpaHbl TecT-
MONOCOK B 30HE TECTOBON MNOMOCbI MNpeABapUTENbHO HAHECEHbl KOHbHTaTh
HapKOTMK-6eM10K. Ha 0AHOM W13 KOHLUOB KaXAol TeCT-MONOCKM pacnosoXxeHa
nogknagka, cojep)auw,as KOHblOraT aHTUTENO-KONNOWAHOE 3010T0. B cnyudae
OTCYTCTBMA HAPKOTMYECKOro BelecTBa B MOYe, pacCTBOP OKpPaWeHHOro KoHbloraTa
aHTUTENO-KONNOUAHOE 301070 nogHMMaeTcCH BBEPX no membpaHe
XpomaTtorpaguyeckm ¢ MNOMOLYbIO KanunnapHblX — CUN n  pgocTturaet
MMMOOGUNN3NPOBAHHbIX KOHbLIOTAaTOB HAapKOTUK-6E/M0K B 30HE TeCTOBOW MO/OCHI.
[lanee OKpalWeHHbI KOHbKOTAaT aHTMUTENO-KON/MOMAHOE 30/710TO CBA3bIBAETCA C
KOHblOratamy HapKoOTUK-6enok. B cBA3M Cc (GopMuMpOBaHWEM KOMMIeKca
aHTUTENO/KOHBbIOTAT HAPKOTUK-6eN0K MNOABASETCSH OKpaweHHas nuHug. Takum
o6pa3om, o06pa3oBaHMe OKpPalWeHHOW NWHUKM B 30HE TECTOBOW MONOCHI
CBMAETENbCTBYET O HeratuBHOM pe3ynbTate. [pu HanMuymm HapPKOTUYECKOTO
BellecTBa B MOYe, aHTUTeH HAPKOTUYECKOro BellecTBa/MeTabonnTa KOHKypupyet
C KOHBbIOTraTOM HAapKOTUK-0en0K 3a CBA3bIBaHWE C aHTUTenaMu B 30He TECTOBOIA
nonocbl. [pu  AOCTAaTOYHOW  KOHUEHTpauuum  HapKOTMYECKOro  BellecTBa
MPOUCXOANT HacCbllleHNe BCeX YUYACTKOB CBA3bIBAHWUS aHTUTeN. DTO MPenATCTBYeT
CBA3bIBAHMNIO KOHbOTaTa aHTUTENO-KON/IONAHOE 30/10TO C KOHbOTAaTOM HapKOTUK-

6en0K U POopMMPOBAHMIO OKPaLIEHHOW MONOCbl B TECTOBOWN 30HE. Takum 06pasom.
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OTCYTCTBME OKpalWeHHOW nofocbl B TECTOBOW 30He CBUAETENbCTBYET O
NONOXUTENbHOM pe3ynbTaTe.

KOHTpPONbHYIO MOMOCY C APYroi peakumnel aHTUreH/aHTMTeNo f06aBnAT K
NoNocke MMMYHOXpoMaTorpadmyeckoi mMembpaHbl B KOHTpPONbHOM o6nactu (C),
4YTO6bl YKa3aTb, YTO TE€CT BbIMO/IHEH NPaBU/IbHO. 3Ta KOHTPO/NbHAS NMHUA AO/DKHA
Bcerga noABAATHCA He3aBUCMMO OT HalMyuMs HapKOTMYeCKOro BeulecTBa WM
mMeTabonmta. ECNM KOHTPONbHas NUHUA He NOSABASAETCA, TeCT-NONOCKY crefyeT

BbIOPOCUTD.

3. XapakTepucTuky MeanuMHCKOro N3genms
3.1. TexHMYecKue XxapakTepUCTUKN MeSULUHCKOro nu3genuns
FabapuTHble pa3mepbl NnaHweTa: gnuvHa (74,0£1,0) mm, wupuHa (51,0+£0,5)
MM, TonuwunHa (5,0£0,3) mm.
TecT-NnONOCKK ANA BbIABNEHUA HAPKOTUYECKUX BELW,ECTB BbIMOJIHEHbI B TPEX
pasINYHbIX BMUAaX:
- A1 COBMECTHOTr0 06Hapy>XXeHUa TPEX BeLLecTB;
- A1 COBMECTHOr0o 06HapyXXeHus ABYyX BeL,ecTB;
- ANa 06HapyXeHMs OLHOro BeLecTBa.
Bupgbl TeCcT-n0M0COK ANA 0O6HAPYXeEHUSA HAPKOTUYECKUX BeL,ecTB:
- TecT-nonocka gnsa o6HapyxeHuna COC/MET/THC
- TecT-nonocka agns o6HapyxeHns BAR/MTD

- TecT-nonocka gna obHapyxeHus AMP/BZO

TecT-nonocka gna obHapyxeHua AMP
- TecT-nonocka gnsa obHapyxeHns BAR
- TecT-nonocka gns obHapyxxeHus BZO

- TecT-nonocka ans o6HapyxeHuna COC

Tect-nonocka gna obHapyxeHusa OPI

TecT-nonocka gnsa obHapyxxeHus THC
26
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(BZO), MeTagoHa (MTD), CUHTETUYECKNX KaTUHOHOB (a-PVP) n
MeTUNeHANOKCUMeTaMmpeTammnHa (MDMA). JlekapcTBeHHOe CpeAcCTBO
MapaueTtamon B KOHUeHTpauum 3,3x10" Hr/mn Bbi3biBaeT UHTEPMEPEHUUIO Mpu
onpeaeneHnn kokamHa (COC), 6eH3opmaszennHos (BZO), metagoHa (MTD) u
mMapuxyaHbl (THC). JlekapcTBeHHbI npenapaT JleBopaoOKCaLUH B KOHLEHTpayumu

8,3710” HIr/MNn He SBNAETCA UHTepepepyOLW MM BELLECTBOM.

3.4.2 TlepeKpecTHasa peakTUBHOCTb

Lienbto nccnenoBaHus ABNANOCH ONpefesieHne nNepekpecTHON peakTUBHOCTM
TecTa C Bel,eCcTBaMWn B MOYe, He cofepxxauierd aHanut. Cnegyrouwme BewecTsa He
nokasanu MepeKpPecTHONW peakKTUBHOCTU MNpW MNPOBELEHUM UCCNELOBaHUA C
MOMOL b TECT-CUCTEMbI MpPU KOHUeHTpauuu 100 mkr/mn. B TpunoxeHuun [

yKa3aHbl COeMHEHNSA, He MPOSBNAOLLME NEPEKPECTHYO PEaKTUBHOCTb.

Beujectea, NposBAAOWME MePeKPeCTHY pPeakTUBHOCTb MNpu 3afjaHHbIX

KOHLEeHTpaumax npueeaeHsl B MpunoxeHun I.

4. Mepbl NpefoCTOPOXHOCTU
Tect cuctema npegHasHadyeHa TOMbKO [And in vitro ONarHoCTUkKn B
nabopartopuu.

YnakoBka, cofepxal,as TecT-cCuCTeMy, [O/KHa 6biTb 3anevataHa. Ecnu
ynakoBKa BCKpblTa AW HagopBaHa, U3fenve He UCMNONb30BaTh.

O6pasybl MOYM  SABNAKTCA  MOTEHUMANbHO  3apaXEHHbIMW. Mpwn
MCMONb30BAHNM TEeCT-CUCTEMBbI HEeobXxoAnMmMo MCNONb30BaTb cpefcTBa
WHAWBUAYANbHOM 3alWUTbl, Hanpumep, OAHOPa30Bble pPe3NHOBbIE MepyaTKy,
MapieBble MOBA3KWM TaK KakK mccnegyemble ob6pasuybl cnegyeT paccMaTpuBaTb Kak
MoTeHYManbHO MHMULUPOBAHHbIE, CNOCOOHbLIE COAepXaTb BO3BYyAMTENU Nt 6bIX
NH(EKL WA,

Bo wun3bexaHue 3arpAsHeHuWid, [ANS  KaXAOro obpasya Mcnonb3yiiTe

OTAeNbHbIN KOHTeWHep And c6opa Mouu.
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NMpW W3rOTOB/IEHUN TECT-CUCTEMblI WCMO/MbL3YKOTCA MaTepuasnbl XXWUBOTHOTO
MPOUCXOXAEHNSA, @ UMEHHO (hpaKuuy 6blYbero CbiIBOPOTOYHOT0O anbbymumHa (BSA),
KO3bW aHTUTeNa, MOHOKJ/IOHa/lbHble MbIWWHbIE aHTUTena. MaTepuanbl He
TOKCUYHbI, HE AA0BUTbI U HE BXOAAT B HEMOCPEACTBEHHbI KOHTaKT C OpraHu3Mom
yenoBeka. Martepuanbl He ABNAKTCA (PapMakoNOrnyeckoin cyobcTaHuuen unu
NeKapCTBEHHbIM npenapaTtom. Mpouecchol nepepaboTKy, KoHcepBauumu,
TecTUpoBaHUA KM 06pabOTKM  TKaHEW, KNEeTOK M  BewecTB XXMWBOTHOrO
MPOUCXOXAEHMNS BbIMO/HEHbl TaKUM 06pa3om, 4ToObl 06ecnevynTb MakKCUMasbHblii
YypOBeHb 6MONOrMYecKoi 6e3onacHOCTM ANA NONb30BaTeNIel, NaALUEHTOB U APYTUX
nopen. TKaHW, KNEeTKN 1 6MONOTMYeCcKMe BELLECTBA XXUBOTHOTO MPOUCXOXAEHUS,
npUMeHAaeMble TMpPU MWU3rOTOBMIEHUW TECT-CUCTEMbl, MOJYYeHbl OT J>KWUBOTHbIX,
npouwleaWwnx BeTepMHAPHbIA KOHTPONb W HaxOAMBLWIWUXCA Nof HabnwaeHuem, C
y4yeToM npeanonaraeMoro Mcrnonb3oBaHUA 3TUX TKaHENR.

5. ObopyfoBaHMe U MaTepuasbl, He NOCTaBAAeMble B KOMIM/IEKTaxX TecT-

CUCTEMDbI, HO HGOﬁXO,EI,VIMbIe npn npoBegeHNnN aHasnia

- CeKkyHAaOMep unu Tanmep;

- KoHTeliHep anda cb6opa Mouu,

- MepyaTKM MeAULUHCKNE OA4HOPA30BbIE;

- LlenTpudyra nabopartopHas;

- X0onoAnnbHUK ¢ TeMnepaTtypoin oT 2 go 4°C;

- Mopo3nnbHUK ¢ TemnepaTtypoin oT MuHyc 20°C go muHyc 30°C;

- Acentuyeckune canetkn (Npy HeEOOGXOLUMOCTH).

6. AHanunsnpyemble npoobl

TecT-cuctema paspaboTaHa And UCNONb30BaHMA C ob6pasLamy Mouu.
O6pasely Mouu JOMKeH ObITb cO6paH B YNCTYH U CyXYH eMKOCTb. MoXxeT

OblTb MCNOMb30BAHA MOYa, CO6paHHaﬂ B nto6oe BpemMAa CyTOK.
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N 3BnekKnTe TECTOBOE YCTPOUCTBO M3 repMETUUYHON YNaKOBKN N UCNONb3yinTe
ero Kak MOXHO CKopee.

Mocne BCKPbITUS WHAWBUAYANbHOW FepMETUYHONW YNaKOBKW TECT-CUCTEMbI
aHanui3 f[o/xXeH OblTb MPOBeAEH He MNo3gHee 4YeM 4epesd 1 yac nNpu ycnoBuwu
cobnaeHns KOMHATHON TemnepaTypbl OT 18 go 25°C u BnaXHOCTWM He 6Gonee
80%.

OKyHMTe 06/1aCTb MOLMOXKMN ANA HaHeceHus obpasua Ha TecT-MmojiocKax B
obpasey Mo4mn (PUCYHOK 2).

N3BneknTe TecT-CUCTEMY, 3aKpoiTe e€ KPbIWKOW U MOMNOXKMNUTE HA POBHYIO
rOPU30HTANbHYI, YACTYH U CYyXYH MOBEPXHOCTb.

Ona wccnepfoBaHuii Ha (anbCUPUMKaLMO BU3yanbHO CpaBHUTe LBeT
peakLUMOHHON MOANOXKN C KapTOW LBETOB Ha LBeTOBOW Tabnuue (puMcyHOK 3).
Pe3ynbTaTbl [O/KHbI OblTb CYMTaAHbl 4Yepe3 2 MWUHYTbl. He uHTepnpeTupyiite

pe3ynbTaThl MO34HEE, YeM YEpPe3 5 MUHYT.

PucyHok 1- llpoBeaeHne aHanmsa

MokasaTenu Hopma OTKNOHEHWNE OT HOPMbI
YpenbHas nnotHoct, M [ | I'm []
1003 1005 1015 1.025 1.000 1.035
KpeaTuUHUH |
1M Mr/jut 20 vr/g.l oyYrrl 10 MPNT
pH | | [ |
4n 7.0 9.0 2.0 3.0 100 110 120

PucyHoK 2- LiBeToBas Tabnuua A4na nHTepnpetayuyn pe3ynbTaTtoB TecTa Ha
(hanbcnukaymio
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MpoBeAnTe MHTepNpeTaunio pe3ynbTaToB TecTa Yyepe3 5 MUHYT C MOMeHTa
Hayana aHanusa. He nHTepnpeTupyiTe pesynbTaTbl No3gHee, 4yem Yepe3 10 MUHYT
C MOMeHTa fob6aBneHNs Ha TeCT-CUCTeMY uccnegyemoro obpasua.

8. MHTepnpeTaynsa pes3ynbtatos

8.1. Pe3ynbTaTbl TECTOB A/1 BbIABNEHNA HAPKOTUYECKUX BeLLeCcTB

MonoXutenbHblin pesynbTaT (pucyHok 4): B o6nactu KoHTponsa (C)
nosBNSEeTCA TONbKO OfHa LBeTHad nonoca. HeT BMAUMONN LBETHOW NONOCbHI B
TecTtoBouW o6nactum (T).

OTpuuaTenbHblh pe3ynbtat (PUCYHOK 5): ABe UBETHbIE NOMOCHI NOABNAKTCA
Ha MembpaHe. OpagHa nonoca NoABAsAeTcA B KOHTPonbHOW ob6bnactu (C), a gpyras
nonoca nossnsetTcs B TectoBoi o6nactu (T).

HepencTBuTenbHbIA pe3ynbTtaT (PUCYHOK 6): KOHTPONbHAas Mnonoca He
oTobpaxaetcs. Pe3ynbTaTbl N11060r0 TecTa, KOTOPbIA He fan KOHTPOSbHON MONOCHI
B YKa3aHHOe BpemMs CUYMTbIBaHWUA, [AO/DKHbI 6bITb OTOGpOWEHbLI. [loXanyuncra,
O03HaKOMbTeCb C NpoLeAypOAn M NOBTOPWUTE MNpPOBefeHWEe aHanui3a C HOBOW TecCT-
cuctemoin. Ecnm  npobnema He ycTpaHeHa, HeMef/lIeHHO  npekpaTuTe
MCcNnonb3oBaHue TeCcT-CUCTEMBbI 7 obpaTtmTech K  YMNO/IHOMOYEHHOMY

npeacTaBuTento npoussoauTensa s Pd.

c
H H T
PucyHok 3 - PUCYHOK 4 - PUcyHoK 5 -
MonoXunTenbHbIN OTpuLaTENbHbII HefencTtBUTeNbHbIU
pesynbTat pesynbTart pesynbTar

NMPUMEYAHWE:
MHTEHCUMBHOCTL LBeTa B TecToBoW o6nactu (T) MOXeT BapbWpoOBaThCs B
3aBMCUMOCTM OT KOHLUEHTpPALUM aHaNuToB, NPUCYTCTBYOWMUX B 06pasle. MoaTomy

Nn60M OTTEHOK LBeTa B TECTOBOM 061acTN cnefyeT cCHMTATb OTPULATENbHbLIM.
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HepocTaTouHbli 06beM obpa3ua, Hecob6NtOAeHME METOAUKN WUAN UCTEKLU N
CPOK TOAHOCTU TeCT-CUCTEMbl HABNAKTCA Hambosee BEPOATHbIMU MNPUYUHAMU
OTCYTCTBUSA KOHTPO/IbHOW NONOCHI.

8.2. PesynbTtatbl TecTa 4714 yCTaHOB/IEHUA PakTa (anbcnuukaynm

Ona  uHTepnpeTauunm pe3ynbTaTOB MNOMb3YNTeCb LBETOBON Tabnuuei
(pnucyHoK 3), BXOAALLElV B COCTaB TeCT-CUCTEMBbI.

NMPUMEYAHWE. TecT-nonocku Ansa BbiSIBNEHUA (anbcuukaymin (moua)
npegHasHayeHbl AN9 MAEHTUPUKaLUKM 006pasLoB C OTK/IOHEHMAMWU OT HOPMbI NO
OCHOBHbIM NapameTpam: KpeaTWHWH, pH, yaenbHasa NnJoTHOCTb

KpeaTHUH: HOpManbHbIA YpOBEeHb KpeaTMHWHa cocTaBnsieT ot 20 go 350
mr/gn. B pefkux cny4dasax, npu HEKOTOPbIX 3a60/1eBaHUAX MOYEK, ero KOJMYecTBO
MOXEeT YMEHbLINTCA.

YpenbHas NAOTHOCTb: [OBbIWEHHbIE YPOBHM 6enKa B MOYe MOTYT MPUBECTMU
K aHOMa/sibHO BbICOKWM 3Ha4YeHUAM YAeNbHON Macchl.

HopmanbHble YypoBHM pH A0/MKHBLI 6bITb B AnanasoHe oT 4,0 go 9,0.

9. KOHTpoO/b KayecTBa
TecT-cuctema obecneymBaeT BHYTPEHHUI KOHTPOAb Mpoueaypbl aHanmsa C

pasfiIM4yHON peakumen aHTUreH / aHTUTeNo B KOHTPONbHOW o6nacTtn (C) Ha KaxoMu
nonocke. 3Ta KOHTPO/AbHaA NIMHWUS [LO/HKHA Bcerga NosfBASATbLCA HE3aBUCUMO OT
Hasnymsa UnM OTCYTCTBMSA HAPKOTMYECKOro BellecTBa UM mMetabonuta B obpasue.
Ecnn KOHTpONbHAs NWHUA He MOSABNAETCHA, TeCT-MONOCKY cnefyeT BblOPOCUTD.
Hanunune 3TOW KOHTPONIbHOW MNONOCbI B KOHTPOJIbHOM 06n1acTV CAYXWUT AN
NoATBEPXAEHMUS AOCTaTOYHOro ob6bema wuccnegyemoro ob6pasya, MNpaBUIbHOA
TeXHUKe BbIMOJIHEHUA NpoueAyp aHanMsa W NPOBEPKM TOr0, UYTO [AOCTUTHYTHI
ONTMManbHble YCNOBMA XpoMaTorpaupoBaHms.

B0O3MOXHO MUCNONb30BaTb BHEWHWE KOHTPO/bHble MaTepuanbl  Ans

o6ecneyeHns Hagnexauei paboTbl TecT-cucTeMbl. O6pasybl KOHTPONbHbIX
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(Assure Tech

18 O 25°C BTeyeHue He meHee 10 MUHYT. TecT-cuctema, B c/iydyae XpaHeHuUaA npu
TemnepaTtype oT 8 pao 18°C, nepea npoBefeHWeM aHanusa [ONIXHa ObITb
Bblgep)KaHa Npu KOMHaTHOW TemnepaType oT 18 go 25°C B TeyeHWe He meHee 5
MUHYT. B cny4yae XpaHeHWs TecT-cucTeMbl npu TemnepaTtype ot 18 pgo 30°C
npoBefeHne aHain3a MOXXHO HauyMHaTb cpasy.

Ona nonyvyeHNa HafeXHbIX pe3ynbTaToOB HEOOXO4MMO CTpPOroe cobnrofeHune
WHCTPYKLMN NO NPUMEHEHMWIO.

11.2. YcnoBusa xpaHeHus

TecT-cuctemy crefyer XpaHWUTb B YyNakoBKe MNPOW3BOAUTeNnsa npwu
TemnepaTtype oT 2 Ao 30°C u BnaxHoCTU He 6onee 60 % A0 UCTeYEeHUS cpoKa
ro4HOCTU, YKa3aHHOT0 Ha yNnakKoBKe.

He 3amopaxuBaTb. [poayKT YyBCTBUTENEH K BAKHOCTM U [LO/KEH
MCNnonbL30BaTbCs Ccpa3y nocne BCKpbITUA. J1l060M TecT B HENPaBWUbHO
3anevyaTaHHON ynakoBKe cnefyeT oT6pakoBaTh.

11.3. YcnoBuA TpaHCNOPTUPOBaHUA

TecT-cuctemy TpaHCNOPTUPOBATb BCEMW BUAAMWU KPbITOrO TpaHcnopTta B
COOTBETCTBMM C MpaBMnaMum MNepeBO3KW, AENCTBYHUWWMMWU HA KOHKPETHOM BuUAe
TpaHcnopTa. TpaHcnopTupoBaTb Npu TemnepaTtype oT 2°C go 30°C u BnaxHocTu
He 60nee 60 %.

Ob6pawatbca 6epeXxxHO M m3beraTb CUNbHOIO AaB/eHWS Ha YMNakKoOBKY BO
BpeMf TPAHCNOPTUPOBAHUA U XPaHEHUS

N3genna, TpaHCNOPTMPOBAHHbIE C HapyWeHWEM TeMMepaTypHOro pexuma,
NMPUMEHEHMWIO He NOoANexar.

12. MopsaAAoK yTUAN3aumMm n yHNYTOXEHUS TECT-CUCTEMDbI
YHUUYTOXEHNE TECT-CUCTEMBbI ocywectendaerca opraHmsaynamm, AMerolwnmMmn

COOTBETCTBYIOUYI /NULEH3NIO, Ha CheunanbHO 060pyAOBaHHbIX nNaoljagkax,
MoNWroHax ©“ B MOMELWEHUSX B  COOTBETCTBMM C  TpeGoOBaHMAMMU,

npegycMoTpeHHbIMNA cywecTByrownmm depepanbHbIMU 3aKOHaMMu, n C
36
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cobnogeHmem oba3aTeNbHbIX TpeOOBaHWUI NO OXpaHe OKPYXatoL el cpeabl.
O6pasubl MOTYT cofepXaTb NaToreHHble MUKpoopraHusmbl. Mpu pab6oTte ¢
6nonormyecknmu XNLKOCTAMM cnepynTte 06LWenpuHATLIM npasunam
6e3onacHOCTK 1 cobntoganTe npasuaa MecTHOW nabopaTopun.
TecT-cucTeMbl OTHOCATCS K 3NMAEMUONOTMYECKN ONACHBIM OTX04aM.
YnakoBka OTHOCUTCS K 3MNUAEMWUONOTrMYeckn 6e30nacHbIM 0TX0Aam,
NPUOGANXEHHBIM MO COCTaBY K TBEPAbIM ObITOBBIM OTX0AaM.

13. CBeieHMsa 0 pa3paboTumke 1 NnponssoanTene MeauLMHCKOro
n3nenuvs
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: +86571-8886920, email:
contact@ diareagent.com

Auwyap Tek. (XaHuxoy) Ko. JiTa.

Appec: 310011 Kwutali, YxaussaH, r. XaH4xoy, paioH FyHwy, MoraHwaH
Poyn, 3pgaHue 4, pom Ne 1418-50

Ten.: +86-571-81022698, (hakc: +86571-8886920, e-mail:

contact@ diareagent.com)

14. YNONHOMOYEHHbIN npeAcTaBuTeNb NponssoanTens B P@

O6wecTtTBO € OrpaHMYeHHON OTBETCTBEHHOCTbO «Ckainnab», 0OO0O
«Ckainnab», Opuanuecknih agpec: 125212, MockBa r. JIeHUHrpagckoe w, gom No
37, kopnyc 1, aTtax 1, TenethoH: +7(926)176-91-36, cant: www.sky-lab.su, MHH
7743301018.

15. TapaHTUiltHbIE 06a3aTeNbCTBA

MpousBoanTeNb rapaHTUPyeT COOTBETCTBUE TECT-CUCTEMblI YCTAHOBEHHbIM

Tpe6GoOBaHMSAM CTaHAApPTOB W AOKYMeHTauuu npousBoauTtens. MNpu cobnoaeHUN
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YCNOBWUI  TpaHCMOPTUPOBAHUA, XpaHeHWA UM 3IKCcnayatauummu, TecT-cucTema
cTabunbHa Ha MPOTSHXKEHWUWN BCErO CPOKA FOAHOCTMK.

FapaHTUWHLIA CPOK TrOAHOCTM TecT-cucTeMbl — 24 Mecaua C Aathl
Npou3BOACTBA.

MpeTeH3UM, MOXeNaHWs MO BOMpocam KayecTBa TeCT-CUCTeMbl crepyeT
HanpaBnATb B O6WECTBO C OrpaHMUYEeHHOW OTBETCTBEHHOCTbH «Ckainab», OO0
«CKannab», topugnyecknin agpec: 125212, MockBa r, JIeHUHrpagckoe w, gom Neo
37, kopnyc 1, aTtax 1, cant: www.sky-lab.su.

16. JlntepaTtypHble CCbIIKU

1. Basel! RC. PacnpepgeneHmne TOKCMYECKMX BELLECTB B OpraHM3me 4yenoBeka.
2-e n3paHue Davis: Biomedical Publications; 1982.

2. Hawks RL, Chiang CN, eds. WccnegoBaHue MOYM Ha Hanuyue
HapkoTuyeckmnx BewectB. 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 AJ. 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.
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(Assure Tech

MpunoxeHne B. CBOAHbI 0630p aHANNTUYECKON YYBCTBUTENbHOCTH

KoHuy,. B-Ba n AM P BAR BZO cocC
PesynbTat ' * : ¥ ' ' ' "
OTpuy. o6pasel 50 50 0 50 0 50 0 50 0
0,
50% noporosoro 50 50 0 50 0 50 0 50 0
3HavyeHus
0,
75% noporosoro 50 50 0 50 0 50 0 50 0
3HavyeHus
Moporosoe 50 20 30 11 39 12 38 23 27
3HauyeHune
0,
125% noporosoro 50 0 50 0 50 0 50 0 50
3HavyeHus
0,
150% noporoBoro 50 0 50 0 50 0 50 0 50
3HauYeHus
3Xnoporosoe
50 0 50 0 50 0 50 0 50
3HaueHue
KoHL. B-Ba n MDMA a-PVP MET
(Moporosoe + + 4
3HaueHue)
OTpuy. o6pasey 50 50 0 50 0 50 0
0
50% noporoBsoro 50 50 0 50 0 50 0
3HaYeHuns
0
75% noporoBoro 50 50 0 50 0 50 0
3HaueHuns
Moporosoe 50 13 37 16 34 10 40
3HaueHune
0,
125% noporosoro 50 0 50 0 50 0 50
3HauYeHus
0,
150% noporoBoro 50 0 50 0 50 0 50
3HavYeHuns
3Xnoporosoe 50 0 50 0 50 0 >0
43

WVIHCTpYKUMS N0 NpUMeHeHn0 Ha M SKcnpecc-TecT /191 BbISB/IEHNA HAPKOTUYECKNX BELLECTB U UX MeTabo/IMTOB a MOYe MMMYHOXPOMATOrpathHYeCKUM METO0M
(«TecT-cHcrema OJ1.ITECT* I»)

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



(Nssgrt

3HayeHune
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KoHL,. B-Ba n MTD OPI PCP THC

(Moporosoe ) + ) + ) + . +
3Ha4eHune)

OTpwy,. obpasel, 50 50 0 50 0 50 0 50 0
S0%moporosoro 5 55 g 59 0 50 0 5 0
3Ha4YeHuA

/5% moporogoro 5 55 g 59 9 50 0 50 0
3Ha4vYeHuA

Moporosoe 50 6 44 B 27 9 A 1 39
3HayeHne

125%

noporosoro 50 0 50 0 50 0 50 0 50
3Ha4YeHuA

150%

noporosoro 50 0 50 0 50 0 50 0 50
3Ha4YeHUA

3Xnoporosoe 50 0 5 0 5 0 5 0 50
3HayeHune
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MpunoxeHue I'. AHannTnyeckasa cneyudpuyHoOCTb

KoMMoHeHTbI, oTHOCcAWMeca K AmdetamnHy 300
d-AmperamnH

1-AmdeTaMmmnH

FemucynbaTHan cofib MeheHTeEPMUHA
3,4-MeTtunnengunokcmamgpetrammH (MDA)
deHTEPMUH

MapameTtokcmamperamuu (PMA)
MapameTokcumetampetramuH (PMMA)

TnpaMmuH

KoMnoHeHTbI, 0THocAWwMeca K bapbutypartam 2000
CekobapbuTan

Annob6apbutan

AngeHan

Amobapbutan

Anpobap6urtan

BytabapbuTtan

ByTan6utan

byTteTan

46

Hr/Mn

300

50,000

>100,000

625

625

625

>100,000

>100,000

Hr/Mn

2,000

15,000

450

10,000

1,000

400

10,000

1,000

VIHCTpYKUMS N0 NpUMEHeHNI0 Ha MW 3Kcnpecc-TecT Ans BbIABNEHUS HAPKOTUYECKMX MELLeCTB U UX MeTabonMTOB B MOYe MMMYHOXpOMATOorpagmyeckuM MeToaom
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LlmknoneHTtob6apburtan

MeHTOobGapbuTan

deHobapbuTan

KOMMNOHEeHTHI, OTHOcALWMeca K beH3soanasennHam 100

Okcasenam

Annpasonam

Bpomasenam

Xnopanasenokcup

Knob6asam

KnoHasenam

Knopasenat

[ecanbknypasenam

Ownasenam

acTasonam

deHTaHUN

®nyHuTpasenam

®nypasenam

Nopasenam

JlopmeTasenam

VIHCTPYKLMA NO rTpUMeHeHnto Ha MW SKcnpecc-TecT ANs BbIABNEHUA HAPKOTUYECKNX BELLECTB U UX MeTabonnToB B MOYe VIMMyHOXpOMaTOI'paq)VIHECKVIM MeToAoM
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10,000

1,300

500

Hr/MnN

100

42

208

833

21

833

1,110

83

83

1,667

>100,000

125

>100,000

417

417



Mepasenam

Mwugasonam

HuTpasenam

Hopxnopugnasenokcup

Hopaunasenam

Mpasenam

Temasenam

Tpurasonam

KoMnoHeHThI, oTHocAwneca K KokanHy 100
BeH30MN3IKIoHNH

KomnoHeHThbl, oTHocAwmeca kK MAMA 500
3,4-MeTuneHanoKcumeTamgpetTammH
d-AmgpeTtamunH

1- AM(eTaMuH

d-MeTamdetam nH

1- MeTtamgeTaMuH

3,4- MeTnneHagnokcmamgpetammH

3,4- MeTuneHgnokcmaTunampetTammnH

MapameToKkcnam@peTamuH

48
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>100,000

>100,000

8,333

83

167

>100,000

21

1,667

Hr/Mn

100

Hr/MN

500

>100,000

>100,000

>100,000

>100,000

2,500

156

50,000



(Assurt”iech

MapameToKcumeTam@eTamMunH >100,000
KoMMoHeHTbI, 0THocALWMecs K a-PVP 500 Hr /M
a-PVP 500
3,4-MeTtuneHgmnokcunuposanepoHa HC1 (MDPV) 40
PVP >100,000
KOMMNOHEHThI, OTHOCALLNECH KMeTaMAeTaMMHy 500 Hr/Mn
d-MeTam®eTtamuH 500
XNOPOXUH 12,500
®eHpypamuH 12,500
1- MeTampeTaMunH 3,125
FemucynbgaTtHasa cofib MepeHTEpMUHA 25,000
3,4- MeTuneHgnokcmaTunamperammH 12,500
3,4- MeTuneHgnokcumetTampetTamnH 1,875
MapameToKcumMeTamderaMmH 625
(-)-9eapun 2,000
KoMMoOHeHThI, oTHOocAWwMeca K MetagoHy 200 Hr/MN
MeTaaoH 200
(-)-Anbga-meTagoH 1,500
JokcnnamuH 3,500
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LAAM HC1 6500

KOMMOHEeHTbI, 0OTHOCALLMeCS Konuatam 2000 Hr/MN
MopduH 2,000
AueTunkopgeuH 1,563
BynpeHopguH 25,000
KogeunH 500
OuauyetunmoppuH (Fepounn) 1,250
AurnagpokoaeunH 1,563
ATUAmMoppuH 800
FfmapomopdoH 25,000
fmppokoaoH 50,000
MenepugunH >100,000
6-MoHoaueTunmopuH (6-MAM) 1,250
MoppuH-3-p~Cl-rNOKYpoHnA 12,500
HanopduHa rugpoxnopug >100,000
OKCUKOLOH >100,000
OKCUMMOpP(OH >100,000
PuamnununH >100,000
TebauH 50,000
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KOMMOHeHTbI, 0OTHOCAWMeCS K PeHUMKNNANHY 25 HF/MAN

P eHUNKNNANH 25
fmapokopoH 12,500
FfmagpomopoH 6,250
4-TNAPOKCUGDEHUNKINANH 75
KOMMOHeHTHI, 0THOCAWMecAa K MapuxyaHe 25 Hr/mn
11-HOP-A9-THC-9-COOH 25
11-Hop-A8-THC-9-COOH 15
A8- TeTparngpokaHHabuHon 7,500
A9- TeTparmgpokaHHabuHoON 7,500
KaHHabunHon 10,000
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Mepesos ¢ AHIIMIACKOTO M KNTaCKOro A3blKoB HapyCCKI/Iﬁ A3bIK

CEPTUNDPUKAT

CCPIT
(KnTtanckuin coBeT no COAENCTBUIO MEXAYHapPOAHOI TOProsJie)

KuTalickvim COBETOM MO COAENCTBIIO MEXYyHAPOAHOM Topro.ne sensetcst Kutaiickas nanata MeXayHapoaHOA TOPros/n
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KuTtainckunin CoBeT N0 COAENCTBUIO MEXAYHAPOAHOW TOPro./ie
KuTaiickasa Manata mexayHapoaHoM TOprosnu

CEPTNDPUKAT
Ne 233301A0/001530

HACTOAW MM NOATBEPX AAETCA, Y TO neyatb komnaHum AW YIP TEK. (XAHUYXOY)
KO., nT4. (ASSURE TECH. (HANGZHOU) CO., LTD.) Ha npunaraemom OJOKYMEHTE

ABNSAeTCA NOANUHHOM.

Kutanckuin coBet no cOAENCTBUIO MEXAYHApPOAHON Toproene
MeuyaTb: Kntaicknin coBeT N0 cCOAENCTBUIO MEXAYHAPOAHOI TOproene
CEPTUOUNKALMNA (37)

Mognuce ynonHoMoYeHHOro nuua: nognucaHo (F'yo Caody)
Jata: 23 auBaps 2023 roga

Beb6caiT gns nposepku ceptudukara; http://www.rzcepit.com/validate.html
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T VAN

A, AueHlp EBreHms HukonaesHa, nepesena faHHbI TEKCT C AHINMACKOTO M KW TANCKOro 3bIKOB
Hapyccknn sslbik.

Poccuiickaa Oedepaifiin
ropog Mocksa
WecTOro MmapTa fABe ThiCAYN ABajLaThb TPeTheroroja.

A, ToHyaposa 3nna [puropbesHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH MNOLNMHHOCTb
nognucu nepesofymka AueHko EsreHnn HukKonaesHbI.

Mognuce cpenaHa B MOEM MPUCYTCTBUN.

JIN4HOCT b NOANMNCAaBLLEro JOKYMeHT yCTaHOoB/NEHA.

3aperucTpupoBaHo BpeecTpe: N° 77/153~H/77-2023-3-504
YnnayeHo 3a COBepLIeHNE HOT apuanbHoro geicrTana: 400 py6.
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