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KOMNnus

The signature on the document to which this declaration is attached belongs to:

Mr. Adrianus Patrick Govaers, born in Brummen, The Netherlands on the sixteenth of
December nineteen hundred sixty-nine.

The identity of this person has been established by me, nr. RODERIK GEERT-DE
WILDE, the civil-law notary, in Zutphen, The Netherlands on the basis of the following
identity document:

Dutch passport

Number NR53J65P1

issued in Zutphen, The Netherlands on the third of October two thousand eighteen.

The significance of this authentication is limited to establishing the identity of the person
and the authenticity of the signature on the document.

This declaration does not constitute any opinion on the content of the document or any
possible legal consequences thereof.

This declaration furthermore does not constitute an opinion on the authority of the
person to sign the document or to perform the legal acts for which the document is
intended.

Signed in Zutphen, The Netherlands on the twenty-sixth of June two thousand nineteen.

nmr. R.G. de Wilde
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PURPOSE

Express System for the detection of drugs of abuse and alcohol in human saliva (hereinafter referred to as
Express System or System) is intended for in vitro qualitative simultaneous detection of amphetamine,
cocaine, marijuana, opiates, methamphetamine, methadone, phencyclidine, oxycodone, benzodiazepines,
buprenorphine, barbiturates and their metabolites, as well as semi-quantitative detection of alcohol and its
metabolites in human saliva, depending on the version.

One Express System is designed to conduct one qualitative simultaneous detection of amphetamine,
cocaine, marijuana, opiates, methamphetamine, methadone, phencyclidine, oxycodone, benzodiazepines,
buprenorphine, barbiturates and their metabolites, as well as one semi-quantitative detection of alcohol
and its metabolites in human saliva.

Field of application - clinical laboratory diagnostics, self-control.

Potential consumer - can be used by any types of consumers without restrictions with regard to
demographic characteristics. The use of the Express System does not require special training. Just follow
the instruction for use.

Diagnostic significance - it is used as an auxiliary test in the mass examination of the population, drug
testing, determination of the occupational fitness in a number of professions associated with the risk to the
safety of others.

Therapeutic indications - identification of drugs of abuse, alcohol, and their metabolites in
human saliva.

Contraindications - there are no contraindications within the framework of the indications
established by the manufacturer.

DESCRIPTION

AMPHETAMIME (AMP): Amphetamine is a sympathomimetic amine with therapeutic indications. The
substance is often self-administered by nasal inhalation or oral ingestion. Stimulates the central nervous
system. Drug use can be detected in saliva as soon as 10 minutes and up to 72 hours after administration.
COCAINE (COC); Cocaine is a potent central nervous system stimulant with local anesthetic properties,
which is obtained from the leaves of the coca plant {Erythroxylum coca). Local anesthetic and
vasoconstrictor agent. High concentrations of cocaine and its metabolites in saliva are observed soon after
intranasal administration or smoking. The concentration of cocaing rapidly decreases within 1hour, then
its concentration in saliva decreases in parallel with the decrease iirconcentration in the blood. Cocaine
can be identified in saliva within 24 hours.

MARIJUANA (THC): Tetrahydrocannabinol, the psychoactive ingredient of the marijuana plant
{Cannabis sativa), is found in saliva shortly after use. The detection of the substance within 14 hours
occurs due to the direct effect of the drug on the oral cavity (ingestion and smoking), where the substance
subsequently accumulates.

METHAMPHETAMINE (METH): Methamphetamine is a potent stimulant, similar in structure to
amphetamine, but with more pronounced CNS stimulation properties. The substance is often self-
administered by inhalation through the nose, during smoking, or swallowing and can be detected in saliva
within a short period of time from 10 minutes to 72 hours.

OPIATES (OPI); The opiate class refers to any drug that is derived from the opium poppy plant,
including naturally occurring compounds such as morphine, codeine, as well as semi-synthetic substances
such as heroin. Opiates eliminate pain by affecting the central nervous system and can lead to drug
addiction when used for a long time. Opiates may be administered orally or intravenously,
intramuscularly, and subcutaneously; persons without therapeutic indications administer them
intravenously or by inhalation through the nose.

The range of detection varies for different opiates. Codeine can be detected within 1hour and up to 7-
21 hours following a single dose. Morphine is detectable for several days after use.
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METHADONE (MTD): Methadone is an analgesic most commonly prescribed for the treatment of opiate
addiction. Based on the known data on the half-life for plasma, it can be considered that the range of
detection of methadone in saliva is up to 2 days after application.
PHENCYCLIDINE (PCP): Phencyclidine is a hallucinogenic substance, it can be detected in saliva as a
result of the exchange of the drug between the circulatory system and the oral cavity. Phencyclidine is
well absorbed and easily penetrates the central nervous system after intravenous, intranasal
administration, ingestion, as well as after smoking and subcutaneous administration.
OXYCODONE (OXY): Oxycodone is a semi-synthetic opioid with a structural similarity to codeine. The
substance is produced by modifying thebaine, an alkaloid contained in opium poppy. Oxycodone, like all
opiate receptor agonists, provides pain relief by acting on opiate receptors in the spinal cord, brain, and
possibly directly in the affected tissues. Oxycodone is prescribed to relieve moderate to severe pain.
BENZODIAZEPINES (BZO): Benzodiazepines are medicinal drugs that are often prescribed for the
symptomatic treatment of anxiety and insomnia. Many of them are tranquilizers, and some are used as
hypnotic agents. To a greater or lesser extent, benzodiazepines have anticonvulsant effect, and some of
them are used in epileptic patients only. Benzodiazepines are included in a wide group of the central
nervous system depressants. They are mostly used to treat and relieve psychological symptoms such as
anxiety, insomnia, agitation, epileptic seizures, muscle spasms, and withdrawal syndrome (alcohol,
drugs). The efficacy of benzodiazepines is known for the treatment of panic attacks caused by the use of
hallucinogenic drugs.
BUPRENORPHfNE (BUP): Buprenorphine is a semi-synthetic opioid analgesic derived from thebaine, a
component of opium. It has a longer duration of action than morphine when prescribed for the treatment
of moderate to severe pain syndrome, perioperative analgesia, and opioid dependence. Low doses of
buprenorphine produce sufficient agonist effect to enable opioid-addicted individuals to discontinue the
misuse the opioids without experiencing withdrawal symptoms. Buprenorphine carriers a lower risk of
addiction, dependence, and side effects compared to full opioid agonists due to a lower risk of overdose
"ceiling effect”, which means that the effect no longer continues to increase with further increase in dose
after reaching a plateau with moderate doses. However, it has also been proven that buprenorphine has
abuse potential and may itself cause dependency.
BARBITURATES (BAR):
Barbiturates are CNS depressants. They are used therapeutically as sedative, hypnotic, and anticonvulsant
drugs. Barbiturates are almost always taken orally in the form of capsules or tablets. The effects resemble
those of intoxication with alcohol. Chronic use of barbiturates leads to tolerance and physical
dependence. Barbiturates with short-term effect administered at 400 mg/day for 2-3 months can produce
a clinically significant degree of physical dependence. Withdrawal syndrome experienced during periods
of drugs abstinence can be severe enough and even lead to a fatal outcome. Only trace amounts (less than
i 5%) of most barbiturates are excreted unaltered in the urine.
The approximate detection time limits for barbiturates are:
Short-acting barbiturates (e.g. secobarbital), as a single 100 mg PO (oral) dose for 4.5 days.
Delayed-action barbiturates (e.g. phenobarbital), as a single 400 mg PO (oral) dose for 7 days.
ALCOHOL (ALC)
Ethyl alcohol intoxication can lead to the loss of alertness, coma, death, and birth defects. The blood
ethanol concentration at which an intoxicating effect is manifested is varies.
The assay using the Express System provides only a preliminary analytical test result. A more specific
technique of chemical analysis should be used in order to obtain validated analytical results. Gas
chromatography/mass spectrometry (GC/MS), gas chromatography with tandem mass spectrometry
(GC/MS/MS) and liquid chromatography/mass spectrometry (LC/MS) are the preferred confirmatory
methods. Any drug of abuse test result should be subjected to a professional assessment, especially when
preliminary positive results were obtained.
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METHOD PRINCIPLE

The Express System for the detection of drugs of abuse and alcohol in human saliva uses the method of
knmunochromatographic assay based on the principle of competitive binding.

During testing, a portion of the saliva sample inside the container migrates along the test strip due to
capillary action. A drug, if it is present in the saliva sample below its limit concentration, will not lead to
saturation of the binding sites of its specific antibody. The antibody will then react with the drug-protein
coiyugate, and a visible colored line (test line, or T-line) will appear in the test line region of the specific
drug strip.

The presence of drug above the limit concentration in saliva sample will saturate all the binding sites of
the antibody. Therefore, the colored line will not form in the test line region.

Saliva sample that contains a drug will not generate a colored line in the specific test line region of the
strip due to the drug competition, while a drug-negative saliva sample will generate a colored line in the
test line region (T-line) due to the absence of drug competition.

The test strip for the determination of alcohol contains an enzyme-coated panel that turns to color shades
ofgreen and blue on contact with alcohol in the saliva.

The alcohol panel employs a solid phase chemistry which uses the following enzymatic

reactions;
Alcohol oxidase H,
CH3CH20H + O2 N CHsC=0 + H2O2
Peroxidase
H202 + DH2 D +2H0
Blue staining
REAGENTS

Test strips contain particles of colloidal gold conjugated with monoclonal murine antibodies to the test
antigen (drug) and corresponding drug-protein conjugates. Goat anti-mouse polyclonal immunoglobulins
are used in each control line of all test strips.

The alcohol test strip is a panel (liner) soaked in alcohol, which contains tetramethylbenzidine, alcohol
oxidase, peroxidase, buffer, and stabilizing proteins.

PACKAGE CONTENTS

1. Express System for the detection of 11 groups of drugs of abuse and alcohol in human saliva consisting
of:

- A container with 12 test strips to detect 11 groups of drugs of abuse and alcohol in human saliva:
amphetamine, cocaine, marijuana, methamphetamine, opiates, methadone, phencyclidine, oxycodone,
benzodiazepines, buprenorphine, barbiturates, alcohol;

- Saliva collector;

- Instruction for use.

2. Express System for the detection of 11 groups of drugs of abuse in human saliva consisting of;

-A container with 11 test strips to detect 11 groups of drugs of abuse in human saliva: amphetamine,
cocaine, marijuana, methamphetamine, opiates, methadone, phencyclidine, oxycodone, benzodiazepines,
buprenorphine, barbiturates;

- Saliva collector;

- Instruction for use.
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ANALYTICAL CHARACTERISTICS

The analytical sensitivity (minimum detectable concentration) for the detection of amphetamine-
50ng/ml, cocaine - 20 ng/ml, marijuana- 12 ng/ml, methamphetamine- 50 ng/ml, opiates - 40 ng/ml,
methadone- 75 ng/ml, phencyclidine-10 ng/ml, oxycodone- 50 ng/ml, benzodiazepine- 50 ng/ml,
buprenorphine - 10 ng/ml, barbiturates - 300 ng/ml, alcohol > 0.02%.

Analytical specificity. The presence in saliva of significant concentrations of structurally related
compounds to analyzed substances can lead to a positive reaction during the test.

The following table shows the concentrations of compounds (ng/ml), upon reaching and exceeding of
which the Express System for the detection of drugs of abuse and alcohol in human saliva can identify

positive results at 10 minutes.

Bcwndkzepines (170)

Methamphetamine (METH)

Osaeqiani 50 D-methamphetamine 50
A”pnrblar 300 Fenfluramine 60,000
1 BRMmzepam 60 n-Hydroxymethamphetamine 400
CWofdtazepoxide 60 Methoxyphenamine 25,000
1 Clobazmn 36 ?';:I—Dh:/le:;ylened|oxymethamphetam|ne 50
Clonzepate 125 L-Phenylephrine 4,000
Detorazepam 125 Procaine 2,000
Desalk) Iflurazepam 12 (1R,2S)-(-)-Ephedrine 400
Diazepam 15 1-Ephedrine 400
Estazolam 15 Mephentermine 800
Fhinitrazepam 500 (-) De.soxyephedrine L-Methamphetamine 3,000
o-Hydroxyalprazolam 1,000 Ephedrine 800
(2)-Lorazepam 1.000 Cocaine (COC)
Midazolam 125 Benzoylecgonine 20
Nitrazepam 60 Cocaine 20
Norchlordiazepoxide 1,000 Cocaethylene 25
Nordiazepam 125 Ecgonine 1,500
Temazepam 30 Ecgonine methylester 12,500
Marijuana (THC) - nT.K[, N-acetyl-procatnamide 12,500
11-nor-A’-tetrahydrocannabinol-9-COOH 12 Chlordiazepoxide 12,500
Cannabinol 31,500 Oxycodone (OXY)
11-nor-A*-tetrahydrocannabinol-9-COOH 2 Hydrocodone 12,500
[*-Tetrah\ drocannabinol 6,000 Eevorphanol 25,000
A’-Teirahydrocannabinol 20,000 Naloxone 25,000
mPhencyclidine (PCP) Naltrexone 12,500
Phencyclidine 10 Oxycodone 50
Tetrahydrozoline 50,000 Secobarbital 100,000
Oxymorphone 200
Hydromorphone 50,000
lAmphetamine (AMP) Opiates (OPI)
D-Amphetamine 50 Morphine 40
DL-Amphetamine 125 Codeine 10
p-Phenylethylamine 4,000 Ethylmorphine 24
Tryptamine 1..500 Hydromorphone 100
n-Hydroxyamphetamine 800 Hydrocodone 100
(+)3,4-methylenedioxyamphetamine (MDA) 150 Eevorphanol 400
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1IMa”iKtamine

BvMtarates (lbaR)

1Seoobarbital

1 Aactarbttal

{ .AjapbeDoi
Jrndurb<lal

j BanbartHialJ
BMribiol
NMOBbI

If

1Cuiapoitobarbital

PcMoborbital

n>£sut«irbstal

Mufadeflc (MTD)

1Mdlnckiae
1DMn-famine
Eqaronc .Vsulfate

~N:ac>cjkline

4,000

300
300
150
200
75
2500
100
600
300
100

75

100,000
100,000
100.000

0O.xycodone

Morphine 3-(3-D-glucoronide
Norcodeine

Normorphine

Nalorphine

Oxymorphone

Thebaine

Diacetylmorphine (Heroine)
6-Monoacetylmorphine (6-MAM)
Bilirubin

bynpeHopuH (BUP)
Buprenorphine
Buprenorphine-3-D-glucoronide
Norbuprenorphine
Norbuprenorphine-3-D-glucoronide

Buprenorphine-glucoronide

25.000
50
1.500
12.500
10,000
25.000
1.500
50

25
3,500

10
10
20
400
20

The following substances may interfere with the Express System when using any other samples, other
than saliva during the determination of saliva alcohol concentrations:

(1) Agents which enhance color development; peroxides and strong oxidizing agents
(2) Agents which inhibit color development:
Reducing agents; such as ascorbic acid, tannic acid, pyrogallol, mercaptan derivatives and tosylates,
oxalic acid, uric acid, bilirubin, L-methyldopa, L-dopa, L-methyldopa, and metampiron, etc. The above
substances do not normally appear in sufficient quantity in saliva to interfere with the assay. However,
care must be taken that they are not introduced into the mouth 10 minutes prior to the test.

The following compounds in human saliva do not interfere with the assay when tested up to the
concentration of 100 pg/ml:

. .Acenminophen
.Aoaopbenetide
Acetybalicylic acid
-NnHnopyrre
Anpkillin

i Aminiptyline
Amobarbital
mAscorbic acid
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Benzphetamine
Buspirone
dl-Brompheniramine
Caffeine
Chloral hydrate
Chloramphenicol
Chlorothiazide
d/I-Chlorpheniramine

,  Chlorpromazine

\ Chloroquine

Diclofenac
Dicyclomine

Diflunisal

Digoxin
Diphenhydramine
I-T-Ephedrine
P-Estradiol
Ethyl-n-aminobenzoate
Cannabinol
L-Epinephrine
Erythromycin
Fenoprofen
Furosemide

Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocortisone
o-Hydroxyhippuric acid
P hydroxynorephedrine
5-Hydroxytryptamine
(Serotonin)
3-Hydroxytyramine
Ibuprofen
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Methyldiethylamine
Meperidine
Meprobamate
Methylphenidate

Nalidixic acid

Naproxen

Niacinamide

Nifedipine

Nimesulide

Noreth indrone
D-Norpropoxyphene

Noscapine

D/L-Octopamine

Oxalic acid

Oxazepam

Oxolinic acid

Oxymetazoline

Papaverine

Penicillin-G

Pentazocine

Pentobarbital

Perphenazine

Phenelzine
Trans-2-phenylcyclopropylamine

Version:

d/I-Propranolol
d-Propoxyphene
d-Pseudoephedrine
Quinacrine

Quinine

Quinidine
Ranitidine

Salicylic acid
Sulfamethazine
Sulindac
Temazepam
Tetracycline
Tetrahydrocortisone
3-Acetate
Tetrahydrocortisone
3 (P-D-glucoronide)
Theophyllin
Thiamine
Thioridazine
d/l-Tyrosine
Tolbutamide
Trazodone
Triamterene
Trifluoperazine
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Cholesterol Imipramine Phentermine Trimethoprim

Cloprelin Iproniazid Phenylpropanolamine Trimipramine
,Cortisone (-) isoproterenol Prednisolone d/I-Tryptophan
Cotinine Isoxsuprine Phenobarbital Tyramine
eatinine Creatinine Prednisone Uric acid
lomipramine Ketoprofen Promazine Verapamil
Deoxycorticosterone Labetalol Promethazine Zomepirac
Dextromethorphan Loperamide Diazepam Maprotiline

In determining the content of alcohol, it is possible to detect methyl, ethyl, and allyl alcohols, but it will
not react with alcohols containing 5 or more carbon atoms, as well as with glycine, glycerol, and serine.
This property is the result of specificity of the alcohol oxidase enzyme extracted from yeast.

DIAGNOSTIC CHARACTERISTICS

In the context of the clinical study of the Express System, a comparative analysis of the results obtained
during evaluation of saliva samples was performed using the GC/MS method along with the results of the
analysis of the same samples of clinical material using the Express System. To assess the degree of
correlation between the results of the analysis, the samples of clinical material with the reliably confirmed
presence or absence of test drugs and alcohol were used.

The assay Included 300 samples from 100 patients (132 samples with a confirmed presence of drugs
substances and / or alcohol, 68 samples with a confirmed absence drugs substances and / or alcohol). The
total number of clinical-laboratory tests was 300 (200 tests using the Express System and 10O tests using
the reference technique).

Diagnostic Sensitivity of the Express System is:
- for amphetamine was 88.3% - 100% with a confidence level of 95%;
- for methamphetamine - 84.7% - 100% with a confidence level of 95%;
- for cocaine - 47.3% - 100% with a confidence level of 95%;
- for marijuana - 47.3% - 100% with a confidence level of 95%;
- for opiates - 68.8% - 100% with a confidence level of 95%;
- for barbiturates - 89.9% - 100% with a confidence level of 95%;
- for phencyclidine - 47.3% - 100% with a confidence level 0f 95%,'”
- for benzodiazepines - 86.1% - 100% with a confidence level of 95%;
- for methadone - 84.7% - 100% with a confidence level of 95%;
f - for buprenorphine - 47.3% - 100% with a confidence level of 95%;
- for oxycodone - 47.3% - 100% with a confidence level of 95%;
- for alcohol - 93.3% - 100% with a confidence level of 95%.
The limited sample of clinical material samples for testing in accordance with the analytes under study is
due to a change in the pattern of drug use (dominance of design drugs) in the Russian Federation over the
past few years. At the same time, the Express system showed a high degree of correlation with the chosen
reference method - gas chromatography with tandem mass spectrometry (GC / MS), no discrepancies
with the results of the reference technique were found.

Diagnostic specificity of the Express system is:

- for amphetamine was 98.3% - 100% with a confidence level of 95%;

- for methamphetamine was 98.4% - 100% with a confidence level of 95%;
- for cocaine it was 98.5% - 100% with a confidence level of 95%;

- for marijuana was 98.5% - 100% with a confidence level of 95%;

- for opiates it was 98.5% - 100% with a confidence level of 95%;

- for barbiturates was 98.3% - 100% with a confidence level of 95%;

- for phencyclidine it was 98.5% - 100% with a confidence level of 95%;

- for benzodiazepines it was 98.3% - 100% with a confidence level of 95%;
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-/breelftadone it was 98.4% - 100% with a confidence level of 95%;
-frtaprenorphine it was 98.5% - 100% with a confidence level of 95%;
-fcr<mrodone it was 98.5% - 100% with a confidence level of 95%;
-fcralcohol it was 95% - 100% with a confidence level of 95%.

fRECAITIONARY MEASURES

 The potential risk of using the Express System - Class 2b.

71k EXpress System is intended only for in vitro diagnostics.

* AM Ae components of the Express System in the used concentrations are non-toxic.

*T¥e EXpress System is intended for single use. No repeated use is allowed.

* li ts enportant to read the instructions for use before operating the medical device.

« Open the package immediately before use. Do not use the Express System with visible damage or
daoBaeed packaging.

*Keep out of reach of children.

*Tlicsriiva collection device is delivered in a sterile form in tight individual packaging.
» Do ao( use after expiration date.

» Doaot Use the Express System if the conditions of transportation and storage did not comply with the
imanBChons.

* Nbea oxiducting the assay, do not use a saliva collection device or other devices that are not included
m Ae Express System.

« la the event of professional use in clinical laboratories, all test specimens are considered potentially
An” ctous. and they should be handled in the same way as with infectious agents. The operator handling
Ae EXxpress System should be wearing protective gloves (medical or other protective gloves can be used -
aot included in the package), protected from contact with parts of the Express System to prevent contact
ofsdK'a with the skin and possible infection.

» Dispose of the Express System, unused after opening, or with damaged integrity of the individual
pnctaging. as well as after use outside the clinical laboratory, along with the lidded container and the
packaging.

« The Express System, unused after opening, or with damaged integrity of the individual packaging,
«kidi was used for professional purposes in clinical laboratories is subject to disposal as Class A medical
waste.

» TKTien the System is used for professional purposes in clinical laboratories, after the assay, all the
components of the System must be disposed of in accordance with the applicable legislation of the
Russian Federation at the time of disposal. Used collector and cpntainer are classified as Class B,
epidemiologically hazardous waste, and require appropriate precautions”in their disposal.

« There are no contraindications within the framework of the indications established by the manufacturer.
» The Material Safety Data Sheet (MSDS) is provided upon request for professional use.

ANALYZED SAMPLES

Freshly collected human saliva that does not contain preservatives and that was collected at any time
during the day serves as the material for analysis.

A sample of saliva should be collected using the collection device included in the Express System.

\fcTien performing the analysis using this System, do not use any other collection devices.

The amount of saliva collected using the System collector is sufficient for a quick determination of the
presence of a drug or its metabolites and, if necessary, to send a closed sealed container with the remains
of the collected saliva to the laboratory to confirm the results'.

If the sample cannot be analyzed immediately after collection, it is recommended to store it at a
temperature from 2 to 8 °C or not above minus 20 °C for up to 72 hours in a sealed container. Moreover,
the sample can be stored at room temperature (from 18 to 25 °C) for up to 48 hours.

Saliva samples taken for analysis should be transported in a special thermal container at a temperature
from 2 to 8 °C.

Ai aconUrmaton analysis, ii is (xissible to anal\/e both the collected salixa itself and the blood samples collected from the patient, if the result
ofthe anahsis using the Express S\ stem was positive.
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ADDITIONAL MATERIALS AND EQUIPMENT

. Timer;
1. Disposable medical gloves (for professional purposes).

TEST PROCEDURE

At least 10 minutes before collection of the analyzed saliva sample, the intake of any food and liquid is
prohibited, including a chewing gum or tobacco products.

1 Open individual sealed package by tearing it along the notch, and remove the container and saliva
collector.
2. Remove the container from its individual package. Insert the sponge end of the collector into the

mouth and soak the sponge with saliva for 3 minutes. Collect the saliva in the mouth cavity using the
sponge in circular motions. To improve impregnation of the sponge with saliva, it is necessary to touch
tbe inner surface of the oral cavity and the surface of the tongue with a sponge (see Fig. 1). Saliva is
collected for 3 minutes until complete softening and soaking of the sponge are observed. When fully
soaked, no hard areas should remain on the sponge. If the amount of saliva is sufficient, the indicator strip

inside the collector tube should change the color to reddish-pink.
3. Apply the patient information on the container with the test strips removed from a sealed

package, then place it on a clean flat dry surface. Remove the sponge from the mouth. Place the collector
ia llie center of the container in such a way that the sponge faces downwards. The container should be in a
vertical position. Press down on the collector and close the container tightly with it - the reverse side of

Recollection devices is the cover of the container (see Fig. 2).
4. During the assay, the container should be stored in an upright position. Remove the paper label on
the container in the direction of the arrow. The results will be ready in 10 minutes. The results of the

aaahsis are evaluated visually.
Note; As soon as the sponge is fixed in the container with test strips, it is considered sealed. If necessary.

Re container with the collected saliva should be sent to the laboratory to confirm the results using
OC/MS, GC/MS/MS, LC/MS methods. The container lid should not be opened after placing the collector
mside the container. A container with a saliva sample is sent to the laboratory to confirm the results of the
jmaly”is in case if a positive result has been preliminarily obtained.

L 0

3 minutes

Fig. 1 Fig. 2
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INTERPRETATION OF THE RESULTS
(See Fig. 3)

NEGATIVE RESULT: Detection of colored line in the Test line region (T) and a colored line in the
Cootrol line region (C) of the corresponding strip for the test drug indicates a negative result, or that the
dn” concentration or its metabolite in the saliva sample is below the detection threshold for that specific
dra” or fls metabolites.

NOTE: The shade of color and intensity of line coloring in the Test line region (T) may vary, but it should
beooosidered negative whenever there is a faint colored line.

POSrrirVT RESULT: Detection of colored line in the Test line region (T) and a colored line in the
Coottoi Ime region (C) of the corresponding strip for the test drug indicates a positive result.

Tbe ndkaaes that the drug concentration or its metabolites in the saliva sample exceeds the designated
deiDClica threshold for that specific drug.

PiVALID RESULT: Colored line fails to appear within 10 minutes in the Control line region (C) of the
ooRrsponding strip, the result of the analysis is considered invalid for the test narcotic substance.

H r anst likely reasons for control line failure may include insufficient sample volume or incorrect
pPOcoddHE. 1t is necessary to re-familiarize with the procedure and repeat the test using a new test device.
If ibe problem persists, discontinue using the batch immediately and contact the supplier.

AljCOHOL TEST RESULTS

ItGATTVE RESULT: The liner for the alcohol identification shows no color change (it remains white or
ocMHoolored); this result should be interpreted as a negative (no alcohol present).

A Rsnh wix»ere the outer edges of the alcohol pad produce a slight color, but the main part remains
cokoriess should be repeated to ensure complete saturation of the alcohol pad with saliva. If the second
resani Was the same, both results should be interpreted as being negative (no alcohol present).

roWTTVE RESULT: The alcohol test produces a color change to greenish and blue, which means that
nxaxobor Presence in the saliva is 0.02% or higher. The content should be assessed in accordance with
Ac cblor scale (see Fig. 4). At higher alcohol concentration, the color may change to dark blue or grey.

COLOR SCALE

Interpretation of alcohol test results
1 The results are read in 2 minutes. .
2. Compare the color of the liner with the reagent with colored blocks
presented in the diagram below.
3. Interpretation:
NEGATIVE: The color of the insert with the reagent does not change

f POSITIVE: The color of the insert with the reagent change. The
approximate blood alcohol level is assessed by comparing the color of the
tampon with the reagent and the color in the diagram below

Alcohol level
20 80 150 300mg/100ml
aP
[ M
li
0.00% 0.02% 0.08% 0.15% 0.30%
Fig. 4

Version: 201906: Patic 2 ol'23

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



QUALITY CONTROL

The test zone of test strips contains internal control. The colored line appearing in the Control
region (C) is considered an internal control of the procedure. It confirms the sufficient sample
v-oiimne. adequate membrane wicking, and correct procedural technique. Control standards for
gaalit>" control are not included in the scope of delivery of the Express System; however, it is
recommended that positive and negative controls be tested as a good laboratory practice to
confirm the test procedure and to verify correct Test performance.

STOR.\GE .AND OPERATION CONDITIONS

The Express Sv-stems are stored in the closed original package at a temperature of 2 to 30 °C.
The Express System is stable throughout the shelf life printed on the package.

The Express System must remain in the manufacturer's closed original packaging prior to use.
DO X)T FREEZE

Do BOCuse the Express System after the shelf life expiration.

After openii® the package, the Express System should be used within 5 minutes at room
ecau»alure(18 to 25 °C) and relative humidity of no more than 80%.

The Express Systems (in case of storage at a temperature of 2to s °C) must be kept at room
lemperature (18 to 25 °C) for at least 10 minutes before analysis.

TooiAain reliable results, strict compliance with the Instruction for Use is required.

TRANSPORTATION

Rreked Express Systems are transported by all types of covered vehicles in accordance with the
inks of Mipment valid for this type of transport.

The Express Systems in shipping packages are resistant to mechanical factors that occur during
tomsponaiion.

Tnnsportation conditions: at a temperature of 2 to 30 °C, relative humidity of the air not more
ifan 80%.

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

RESTRICTIONS

1. The Express System for the detection of drugs of abuse and alcohol in human saliva gives only
qaalitative (for drugs of abuse) and semi-quantitative (for alcohol) preliminary analytical results. In order
to obtain validated results, the second analytical method should be used. The preferred confirming
nelhods include gas chromatography/mass spectrometry (GC/MS), gas chromatography with tandem
BISS spectrometry (GC/MS/MS) or liquid chromatography/mass spectrometry (LC/MS).

2. There is a possibility that technical or procedural errors and other (not specified) interfering substances
in saliva may cause erroneous results.

3. A positive result of the Express System allows to make conclusion only about the presence of a
substance in a sample or about the method of its administration.

4. A negative result of the Express System is not necessarily indicative of the absence of any drug or
psychoactive substance in the sample. The substance may be present in the sample at a level below the
threshold.

5. The Express System does not allow to distinguish between drugs that cause drug addiction and some
medicines.

6. A positive result can be obtained after the intake of certain foods or food additives.

Version: 201906: Paec 2 0of 23

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



EVALUATION OF LIKELY EVENTS

Ev@fm2!)on of probability events, which can entail negative consequences for the human body;

Es|jress Systems are safe when used as intended, and when the above precautions are followed.
Esaimtioo of likely events which can entail negative consequences for the environment:

Express Ssstems are safe, and they are not a source of environmental pollution when used as intended,
aad »ben the above precautions are followed. The materials the Express Systems are made of form no
«cBDCcompounds in the air and wastewater in the presence of other substances at ambient temperature.
Thboe is no potential for fire or explosion when used as intended, and when the above precautions are
fcAowed.

THE INFORMATION ON THE MANUFACTURER AND AUTHORIZED
REPRESENTATIVE

rer
IDiagnostics B.V., Hekkehorst 3, 7207 BS Zutphen, Netherlands
rjduldi-diagnostics.com
Td_-+31 (575) 51 23 00 / Fax: +31 (575) 51 01 64
infoa.dutch-diagnostics.com
(DMcfa Diagnostics B.V., Hekkehorst 3, 7207 BS Zutphen, Netherlands
amwjduicb-diagnostics.com
TcL:-~31 (575)51 23 00 / Fax: +31 (575) 51 01 64
E-uBafl: infoedutch-diagnostics.com)

MaMfiactorer's Authorized Representative in

Ak Rassian Federation:

NEARMEDIC PLUS Limited Liability Company

CNEARMEDIC PLUS Ltd.)

12 Aviakonstruktora Mikoyana St., Moscow 125252, Russia
7734247100, OGRN 1027739098166

wwwjieannedic.ru

Td-: 7 (495) 741-49-89, Fax: +7 (499) 193-43-50

E-mail: infO'@nearmedic.ru

.MANUFACTURER'S WARRANTY AND INFORMATION ON CLAIMS

Tke manufacturer Dutch Diagnostics B.V. guarantees compliance of the Express System with the
estaNished requirements of the manufacturer’s standards and documentation if the conditions of

transportation, storage, operation, and stability of the Express Systems are observed throughout the shelf
life.

Shelf-life of the Express System for the detection of drugs of abuse and alcohol in human saliva is
24 months from the date of manufacture.

For the questions regarding the quality of the Express System for the detection of drugs of abuse and
alcohol in human saliva, as well as in case of any changes in the analytical characteristics of the Express
System for the detection of drugs of abuse and alcohol in human saliva, please contact the authorized
representative of the manufacturer:

NEARMEDIC PLUS LTD.

12 Aviakonstruktora Mikoyana St., Moscow 125252, Russia
Tel.: +7(495) 741-49-89

E-mail: info@nearmedic.ru
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THE SYMBOLS LABELED ON THE PACKAGE OF THE MEDICAL DEVICE

Please refer to the A Caution! Please refer to the
LU Instruction for Use Instruction for Use
lib fl Lot code Expiration date

In vitro diagnostic

A . Repeated use is prohibited
medical device

[[VD

Do not use if the
package is damaged

Manufacturer

The content is sufficient to

Temperature range perform n tests

The test device and the
package should be

disposed into the STERILE R Radiation sterilization
garbage container
after use
! Ip I1 e h ! lo P
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LLiepeBog, ¢ HUAEPNAHACKOMO U aHI/TMACKOrO A3bIKOB Ha PYCCKMit A3bIK!

[OBasibHas nevars: KOPOJIEBCKOE * MPO®ECCUNOHA/TIBHOE OB BbEAVNHEHWE HOTAPWYCOB]

/NoroTunn HOTapuanbHOW KOHT OpbI/

CBNAeTenbCTBO NOANUHHOCTH

rMognuck Ha LOKYMeHTe, K KOTOPOMY MPUIOXKEHO HaCcTosALLee CBUAETENbCTBO,
NPUHALNEXNT:

M-Hy AgpuaHycy lNaTtpuky "oBaepcy, MecTo poxaeHus: bprommeH, HugepnaHabl,
faTa poXAeHWs: WeCTHaALATOro Aekabpsa Thicava 4eBATLCOT WWECTbAECAT AeBATOrO roja.

JIN4HOCTL 3TOro YenoBeka ycTaHOBNEHA MHOWI, r-HoOM POAEPVMKOM FrEPTOM [E
BUNTOE, HoTapuycoM, BeAyL MM AeATeNlbHOCTb B 3t0TdeHe, HuaepnaHabl Ha OCHOBaHUK
CefytoLero JOKYMeHTa y40CTOBEPEHUSA IMYHOCTL:

MacnopT rpaxgaHuHa HuaepnaHgos

Homep NR53J65P1

BblaH B 3t0T(heHe, HuaepnaHAabl, TPETLEr0 OKTAGPS ABE ThiCAYM BOCEMHAALATOrO
roga.

3HayeHVe HACTOALLEero CBUAETENbCTBA OFPAHNYEHO YCTAHOBNEHMEM JIMYHOCTY LA
M NOANIMHHOCTM NOANUCK Ha JOKYMEHTE.

HacTtoswee CBMAETENLCTBO HEe YAOCTOBEPSAET COLEPXAHME LOKYMEHTa U ero
BO3MOXXHble HOpUANYECKMe NocneacTBus.

HacTtoswee cBMAETENLCTBO TaKXKE He Y0CTOBEPAET NPaBo /iMua, LoAuucasLLero
[LOKYMEHT, CTaBUTb CBOK MOAMUCHL WU OCYLLECTBNATL HOPUANYECKME AeACTBUA, NS
KOTOPbIX NpeAHa3HavyaeTcs AOKYMEHT.

MoanucaHo B 3t0TdheHe, HuaepnaHabl, ABafLaTb LUECTOrO UIOHS [BE ThICAYM

[EeBSATHAALLATOrO roja.

r-H P.I". ge Bunge

[Kpyrnas rep6oBasi penbedHas neyars: -H P.I. AE BUNAE * HOTAPUYC 3HOT®EHA]

<Moanwncb>
[Kpyrnas rep6osas nevatb: -H P.I. AE BUNAE ¢ HOTAPUAYC 3IOTPEHA]
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/lMNepeBog C aHINNCKOTO A3blKOB HAaPYCCKN A3bIK/

XekkexopcT 3

- -f § 7207 BS 3toTdheH
® =e DUtCh ) HvgepnaHapl
=\ ,* Diagnostics Ten: + 31 (0) 575 512300
human and animal care dake: + 31(0)575 510164
[Jay [uarHoctuke E-mail: info@dutch-diagnostics.com
3ab0Ta 0 3[0POBbLE YE/IOBEKA U XKUBOTHbIX www.dutch-diagnostics.com

NHCTPYKLUMSA N0 NPUMEHEHNIO MeANLMHCKOTO 13aenus
ANS MK BT po ANArHOCTUKM

dkcnpecc-cucTeMa NS BblABNEHUA
HaPKOTMYECKUX BEWECTB M aNKOTONA B CAOHE YenoBekKa

<Mognuncb>
30T (heH 26.06.2019 .
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/TepeBof C aHIMTNACKOrNO A3blKOB HA PYCCKN A3bIK/

HA3SHAYEHWE

JKcnpecc-cucTemMa AM19 BbIIBNEHUS HAPKOTMUECKUX BELLeCTB U ankorons B CAKOHe Yenoseka (Janee no
TeKCTy 3Jkcnpecc-cuctema wam  Cuctema) npefHasHavyeHa Ans  WH  BUTPO  KAYECTBEHHOTO
OHOBPEMEHHOIO BbIIBMIEHNSA aM(eTaM1Ha, KOKanHa, MapuxyaHbl, 0NMaToB, MeTaMeTaMuUHa, MeTafoHa,
(heHUUKIUAMHA, OKCUKOAOHa, 6eH3ofMasennHoB, bynpeHopunHa, 6apbuTypaToB M ux MeTabonnTos, a
Takke MONYKO/NMYECTBEHHOTO BbIBIEHWA ankorofs u ero MeTabonuToB B C/IIOHE Yen0BeKa B
3aBMCMMOCTM OT BapmaHTa UCMOSHEHNS.

OfHa 3Kcnpecc-cMcTeMa paccyMTaHa Ha NpoBeAeHWEe OfHOr0 KayeCTBEHHOro Of4HOBPEMEHHOr0
BbIfiB/IeHNS am(eTaMMnHa, KOKauHa, MapuxyaHbl, ON1aTtoB, MeTameTaMnHa, MeTafoHa, (PeHLUKINANHA,
OKCWKO[OHa, 6eH3o0fua3ennHoB, GynpeHopduHa, 6apbuTypaToB M MX MeTabONMTOB, a Takxe OAHOro
NOMYKONNYECTBEHHOTO BbISB/IEHUS a/IKOT0/IA M €r0 MeTabonMTOB B C/IIOHE YeNOoBeKa.

O6nacTb NPUMEHEHUA - KAMHWYeCcKas nabopaTtopHas AMAarHOCTNKa, CAMOKOHTPOb.

MoTeHUManbHbIA NOTPebUTENb - MOXET UCMONbL30BaTLCA MHOOLIMYM NOTPe6UTENSIMM 6e3 OrpaHMyYeHUn no
gemorpauyeckum npusHakam. [Ans nonb3oBaHUA OKCnpecc-CMCTeMOW He TpebyeTca cneunanbHOi
NOArOTOBKW, 4OCTATOYHO U3YUNTb UHCTPYKLUIO MO NMPUMEHEHMIO.

[unarHocTnyeckas 3HauYMMOCTb -  UCMOMb3YeTcA B  KayecTBe BCMOMOraTeslbHOro Tecta npu
o6cnefoBaHUAX HaceneHwWs, OCBUAETENIbCTBOBAHMM HA COCTOSHME HApKOTUYECKOro OMbAHEHUSA,
onpefeneHnyn npodeccuoHanbHOW MPUroAHOCTM B page npodeccuid, CBA3AHHbLIX C PUCKOM  Ans
6€30NacHOCTN OKPYXatoLLKX.

MokasaHua K NPUMEHEHUIO - BbiBNIEHNE HApPKOTUYECKMNX BELLECTB, ankorons u nx Metabonutos
B C/IIOHE YenoBeKa.

MpoTMBONOKasaHMA - MPOTMBOMOKa3aHWA B pamMKax YCTAHOB/IEHHOTO MNPOU3BOAUTENEM
HasHayYeHusa He NmeeT.

OMMCAHWNE

AMOETAMNH (AMP); AwmdeTtamnH npefcTaBnseT Ccob6oiA CUMNATOMUMETMYECKUIA aMUH C
TepanesTUYECKUMW NOKasaHMAMM. BelyecTBo 4acTO BBOAMTCA CAMOCTOATE/IbHO MYTEM BAbIXaHUS HOCOM
nnn npornarbiBaHua. CTUMYNNPYET LeHTPaNbHY0 HEPBHYIO cuCTeMy. BbiCTpo 06Hapy»uBaeTCca B CNIOHE
nocne ynotpe6nenuns (ot 10 MMHYT JO 72 4yacos.).

KOKAWH (COC): KokauH npefactaBnseT c060i CUMbHbLIA CTUMYAATOP LEHTPasbHOW HEPBHOW CUCTEMBI,
06nagaroLinin CBOMCTBAMM MECTHOIO aHeCTeTMKa, KOTOPbIA Mony4vatoT M3 pacTeHms Koka (erythroxylum
coca). MeCTHbI aHeCTETUK U COCYAOCYXXMBatoLee BewwecTBO. BbiCOKMe KOHUEHTpauuMM KokanmHa W ero
MeTabonnToB B C/IOHE HabNOAAlTCA BCKOpPe MOCNe WHTPaHas3albHOro BBEAEHUS WAW  KYPEeHUs.
KoHUeHTpaLmns KokanHa 6bICTPO CHMXKaeTCsd B TedeHue 1u4aca, Aanee KOHUEHTpauua B C/IIOHE CHUXKAeTCH
napanielbHO CO CHM)XXEHMEM KOHLUEeHTpauunm B KpoBW. KOKaumH MOXeT ObiTb O6HapyXeH B C/llOHe B
TeyeHue 24 4acos.

MAPUXYAHA (THC): TeTparngpokaHHabuHO, aKkTUBHbI KOMMOHEHT pacTeHns MapuxyaHa (cannabis
sativa), 06HapyXunBaeTca B C/HOHE BCKOpPe nocne yrnotpebneHns. O6HapyXeHve BellecTBa B TeyeHue 14
4yacoB npoucxoauT 6narogaps HenocpeiCTBEHHOMY BO3AeACTBMIO Mpenapata Ha POTOBYIO MOMOCTb
(Mpuem BHYTPb U KypeHue), rAe BMOC/MeLCTBAW BELLECTBO HaKamnjnsaeTcs.

METAM®ETAMWH (MET): MeTtamderamnH npefcTaBnser cob60A CWUAbHBIA  CTUMYNATOP, MO
CTPYKType 6AU3KMA K amdeTaMuHy, HO 06nafawwmnii 605ee BbIpaXXEHHbIMW CBOMNCTBAMMW CTUMYAALMM
LHC. Bewectso 4acTto BBOAUTCA CAMOCTOATE/IbHO MNYTEM BAbIXaHUA HOCOM, KYPEHUA Wau
npornaTbiBaHWA, MOXET ObITb 0BGHaPY>KEH B C/IIOHE B TeyeHue oT 10 MUHYT f0 724acosB.

OMWATHI (OPI): K knaccy onnatoB oTHOCUTCS Nt060e HAPKOTUYECKOE BELLEeCTBO, MOfyvyaemMoe U3 Maka
OMMWIAHOrO, BKAOYas CYLLECTBYHOLWMWe B MPUPOLe COEAMHEHMWA, TakuMe Kak MOP(UH, KOAEWH, a Takxke
MONYCUHTETUYECKNE BeLecTBa, Hanpumep, repouH. Onuatbl YCTpaHAT 60neBble OWYLEHUA MyTem
BO34ENCTBUA HA LEHTPanbHY HEPBHYI CUCTEMY W BbI3bIBAIOT HAPKOTMYECKYHD 3aBUCMMOCTb Mpu
MCMONb30BAHUM B TEYEHWe [/INTeNbHOro BpemeHW. Onwuatbl BBOAAT BHYTPb Nnb6o ynotpe6nsoT
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/lMNepeBop C aHIMNCKOTO A3bIKOB Ha PYCCKUIN A3bIK/

BHYTPUBEHHO, BHYTPUMbLILEYHO W MOAKOXHO; nuua 6e3 MoKasaHWA K MPUMEHEHWIO MNPOU3BOAAT
BBE/EHVE BHYTPMBEHHO, NTM60 MyTeM BAbIXaHWUS HOCOM.

[unana3oH o6Hapy>XeHNs y pasHbiX ONMaToB BapbMpyeTcA. KoAenH MOXEeT 6biTb 06Hapy>XeH yepe3 14 n
[0 7 - 21 4 nocne OfHOKPATHOM [03bl. MOphUH 06Hapy>XMBaeTCA B TEYEHME HECKONbKMX AHel nocrne
[103bl.

METALOH (MTD): MeTafoH fBNAETCA aHanbreTMKOM, Hambosee 4acTO HaszHa4yaeMbiM 4151 SIeHeHUs
OMMaTHOM 3aBMcUMoOCTW. OMupascb Ha W3BECTHbIE AaHHble Mepuoda MNONYBbIBEAEHUA A1 M/a3Mbl,
MOXHO CuMTaTb, 4YTO AMana3oH 06HapyXeHWs MeTafoHa B CAKOHE COCTaBNsfeT A0 2 [AHeli nocne
NPUMeHeHUS.

OEHUUMKNNAWH (PCP): ®eHUUKNMAWH, TaniiounMHOTeHHOe BeLecTBO, MOXET OblTb 0OHApPY>XeHO B
CNOHe B pesy/nbTaTe O6MeHa MeXAy CUCTEMOM KpoBOO6GpalleHUs M MOMOCTb0 pTa. PeHUUKIMAUH
X0opoLo abcopbupyeTcs W IEFKO NPOHWKAET B LLEeHTPaNbHYH HEpPBHYI CUCTEMY MOC/AE BHYTPWUBEHHOTO,
WHTpaHa3a/IbHOro BBefEeHMNs, NPUEMa BHYTPb, a TaKXe Mocne KypeHUs v NoLKOXHOro BBeAEeHUS.
OKCUKOLOH (OXY): OKCMKOLOH npefcTaBfiseT cO60W MOAYCUHTETUYECKWI A ONWOMA, WMEKLWNiA
CTPYKTYPY, CXOLHYK C KOAeMHOM. BeliecTBO MpOM3BOAAT NyTeM MoOAuGMKauuu TebawmHa, ankanounga,
coflepXalierocs B Make ONMYMHOM. OKCUKOAOH, MOAOGHO BCeM aroHMUCTaM OMUATHbIX PeLenTopos,
obecneynBaet cHATME 60/1EBOr0 CUHAPOMA MyTEM BO3LEMCTBMSA HA OMWaTHble PeLenTopbl B CAWHHOM
MO3re, TO/IOBHOM MO3re W, BEepOATHO, B MOPaXKEHHbIX TKaHAX. OKCWMKOLOH Ha3HayalT [N CHATUA
601eBOro CMHAPOMA YMEPEHHOI W BbICOKOW CTEMEHMN.

BEH3OAVAS3EMWHbI (BZO): BbeH3ognasenuHbl NpeacTaBAfoT c060/ npenapaTtbl, KOTOPble 4acTo
HasHayalT ANS CMMNTOMATMYECKOrO fIEYEHMS TPEBOrM WM HapyleHWd cHa. MHOrMe M3 HUX SBAAKOTCS
TpaHKBUIN3ATOPaMU, HEKOTOPble MCNOMbL3YKTCA KaK CHOTBOPHbIE CpefcTBa. beH3oAmMasenuHbl BXOAAT B
WMPOKYI TPYynny [AenpecCcaHTOB LEHTPanbHON HEPBHOW CUCTEMbI. VX MPMMEHAT AN1A NIeYeHUs K
CHATUA CUMMNTOMOB MCUXUYECKMX 6GECMOKONCTB, 6ECCOHHMLUbI, BO30OYXAEHWUA, 3NUNENTUYECKUX
NpMNagkoB, MbILIEYHbIX CMa3MOB, a TakKXKe CMHAPOMa (PU3NYECKOl OTMEHbl (anKorons, HapKOTMKOB).
3BecTHa 3PGheKTMBHOCTL 6eH304Ma3enuMHOB AN NIeYEHUA MNaHWYeCKUX artak, BbI3BaHHbIX MNPUEMOM
HApPKOTUKOB-Ta//IlOLMHOTEHOB.

BYMNPEHOP®WNH (BUP): bynpeHopthunH npefctaBnsetr co60i NOMNYCMHTETUYECKWI A  OMWOULHbIN
aHanbreTuK, Nnonyyaemblii 13 TebanHa, KOMNOHeHTa onuyma. OH o6nagaet 60nee NPOLO/MKUTENBHBIM
fencTBnem, YeM MOPGMH, €CK ero HasHavyalT A4 nevyeHns 601eBOro CMHAPOMA YMEPEHHOM U BbICOKON
CTeNeHW WMHTEHCUBHOCTU, NEPWOMepaLlMoOHHON aHanbresuM n OMMOMAHON 3aBUCMMOCTM. Huskme [o3bl
6ynpeHoppuMHA NPOABASAOT AOCTATOYHbIA 3(eKT aroHMcTa AAA Toro, 4To6bl nobyxgaTb vy C
OMWOMAHOI 3aBMCUMOCTbIO K OTKa3dy OT MpuMemMa npenapatoB 6e3 CUMHLPOMOB OTMEHbl Mpenaparta.
BynpeHoppuH o6nagaet 60see HUIKUM PUCKOM PasBUTMA HApPKOMaHWMW, 3aBUCUMOCTU U MOBOYHbIX
3()(PEeKTOB B CPaBHEHUWN C MONHLIMWU ONUOUAHBIMW aroHUCTaMK BC/IECTBME «3(D(PEKTA HACLILEHUSA», YTO
03HauyaeT npekpaieHue ycuneHusa agekta nNpu yBenyeHUn [03bl NOC/Ae LOCTUXKEHMUSA MN1aTo, KOTOpoe
NPUXoOAUTCH Ha AMana3oH yMepeHHbIX f03. OfHaKo, TakXe 6b1710 J0Ka3aHo, YTo 6ynpeHopunH obnagaer
MOTEHLMANOM HapPKOTUYECKOIO BELLECTBA U MOXET cam Mo cebe Bbi3blBaTb 3aBUCUMOCTD.
BAPBVTYPATbI (BAR):

Bapbutypatbl saBndoTca genpeccaHtamy LIHC. OHM ucnonb3yloTca B TepaneBTUYECKUX Lensx B
KayecTBe CefaTMBHbLIX, TUMHOTUYECKUX W MNPOTUBOCYAOPOXHbLIX MNpenapatoB. bapbuTypatbl no4yTh
BCerga nMpUHUMalOT BHYTPb B BUAe Kancyn uauM Tabnetok. MEeKkTbl HaNOMWHAKT TakKoBble,
XapaKTepHble AN WHTOKCMKaLMM CNMpPTOM. XPOHWYECKOEe MNpUMeHeHune 6apbuTypaTtoB MNpMBOAMT K
HEeBOCMPUMMYMBOCTM U (PM3NYECKOW  3aBUCUMOCTW. BapbuTypaTbl KpPaTKOCPOYHOrO  [feicTeus,
npuHUMaemMble B f03UpoBKe 400 Mr/feHb B TeyeHne 2-3 MecALeB, MOTYT BbI3BaTb KIWHUYECKU 3HAYUMYIO
cTeneHb hn3myeckoi 3aBUCUMOCTU. CMHAPOM OTMEHbI MPY OTKase OT npuema MOXEeT 6biTb JOCTAaTOYHO
TSOHKENbIM U NPUBECTU K CMEPTeNbHOMY MCX0dy. TOMbKO Hebosblioe Konn4yectBo (MeHee 5%) us3
6onbWNHCTBA 6apbUTYpPaTOB BbIAENATCA B HEM3MEHHOM BUAE C MOYONA.

MpubnusnTenbHble BPeMeHHbIE Npefesbl 06HapyXXeHNs ana 6apbuTypaTos cnegytoLme:

BapbuTypaTbl KpaTKOCPOYHOro geicTeusa (Hanpumep, cekobapbutan), pasoBas fosa - 100 mr (BHyTpb)
4,5 pHA.

BapbuTypaTtbl 3amegneHHOro geiictens (Hanpumep, eHobap6uTan), pasosas gosa - 400 mr (BHyTpb) 7
[Hen.
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/MepeBoA C aHTNINIACKOTO I3bIKOB HA PYCCKUI A3bIK/

CIrPT (ALC)

VIHTOKCUKaLWSt 3TUI0BLIM CNIMPTOM MOXET MPUBECTU K MOTepPe CO3HaHWSA, KOME, CMEPTU 1 BPOXKIEHHBIM
Jeektam. CofiepkaHvie 3TaHOMa B KPOBW, MPY  KOTOPOM  MPOSIB/ISIETCA  OMbAHSIOLWMIA - 30eKT,
BapbUPYETCH.

AHa/M3 € MCrosb30BaHMEM OKCIMPECC-CUCTEMbI Jae T TOMIbKO MpefBapuTesbHbIA pesynbtar. CregyeT
1crosb3oBaTb 6osiee CrneumdmyHbIA METOA XMMWYECKOTO aHanmsa A5 MoJTyYeHUs MOATBEPKAEHHbIX
aHa/IMTUYECKUX Pe3yNibTaToB. [peanoyTUTe/lbHbIMU MOATBEPXAAIOLLYIMA METO4aMUN SB/AKOTCA ra30Bast
xpomarorpadms/ Macc-crniekTpomeTpua  (MX/MC), rasoBas xpomatorpausi C TaHEeMHOW Macc-
crnekTpomeTpuein (MXIMC/MC) unxugkocTHaa xpomatorpagima OKX/MC). Kaxabii pesynbTar aHanmsa
Ha cofepXXaHue HapKOTUYECKMX BELUECTB CrieflyeT rogseprarb MpPOoeCCOHasIbHOM  OLEHKe, B
0CO6EHHOCTM, eC/M BblIN MOMYyYeHbI NPeBapuTe/IbHbIE MOMOXKMTENIbHbIE Pe3y/bTaTbl.

NMPNHUWNIT METOOA

3kcnpecc-cucTeMa 1S BbISB/IEHUS HAPKOTUYECKUX BELLECTB U a/TKOFO/A B C/IOHE YesI0BEKA MCMO/b3yeT
METOZ, UMMYHOXPOMATOr patiyecKoro aHamsa, OCHOBaHHbIM Ha NMPUHLMINE KOHKYPEHTHOIO CBA3bIBAHMS.

B xoge npoBeaeHUst aHa/m3a YacTb 06pasLa C/oHbI, HaXOASALLENCA BHYTPU KOHTEMHEPa, NepemeLLaeTcs
BLO/b TECT-MO/IOCKY 3a CYET KanWISPHOro adipeTa. BelLecTBo, ec/i OHO MPUCYTCTBYET B C/IOHE HIDKE
MpeaenibHOM  KOHLIEHTPaUWK, He MPUBELET K HACBILIEHMIO Y4YaCTKOB CBSI3bIBAHWS CrELMI(MYECKOro
aHTUTeNla. AHTUTENO pearvpyeT C KOHbIOraTtoM BeLLeCTBO-0e/0K, Moc/e Yero MosiB/IseTcs BuayMas
okpaLleHHas mHUA (TecT-MMHUA Wi T-MHKST) Ha UCMbITYEMOM Y4acTKe MOOCKY, CrieuytyHoON A
[AaHHOr O BELLIECTBA.

MpucyTCTBYE BELLIECTBA HA YPOBHE BbILLE MPeae/ibHON KOHLEHTPaLUMM B C/IIOHE MPUBELET K HACBILLIEHWIO
Y4aCTKOB CBSI3bIBaHUSA aHTUTeNa. BcneacTBrie 3TOro, OKpaLLleHHas /IMHUA Ha COOTBETCTBYHOLLIEM YHaCTKe
He obpasyeTcsi.

CrioHa, CofepXalllas  HapKOTMYECKOe BeLLeCTBO, BCMEACTBUE KOHKYPEHLUMM He MNpUBOAUT K
OKpALLVMBaHMIO CMeLMPUUECKoro y4yacTka MOMoCKY, B TO BpeMs KaK C/loHa, He Cofepkallias
onpesensieMoe BeLLECTBO, BbBBbIBAET MOSIB/IEHME OKpaLLeHHOM nonocbl (T-nMHUSA)  crieumguyeckoro
yyacTKa BC/IeiICTBME OTCYTCTBUSA KOHKYPEHLMN.

TecT-nonocka AnA ONpefeneHVst afKorosisi COAEPXXUT MaHeslb C MOKPbITMEM U3 (hepMEHTOB, KOTopast
OKpALLMBAETCA B OTTEHKM 3€/1EHOT0 M CMHErO LIBETOB MY KOHTAKTe C a/IKOr0/1eM B CIHOHE.

Ha naHenn npoTekarT TBepLO(a3Hble PepMeHTaTUBHbIE PeakLMn No CXEME:

ANKOronsLoKcuaasa Ijl
CH3CH20H + Q2 N CH3C=0 + H202
MNepokcupaasa
H202 + DH2 D +2H20

CuHee oKpallnBaHue

PEATEHTDI

TeCT-MOMOCKM  COfiepXKaT uYacTuLbl KO/TOMAHOrO 30/10Ta, KOHBbIOrMPOBaHHbIE C  MOHOK/IOH&/IbHbIMM
MbILLMHBbIMA aHTUTENaMM K UCCIeflyeMOMY aHTUreHy (HapKOTMYECKOMY BELLIECTBY), M COOTBETCTBYHOLLVIE
KOHbIOraTbl HapKOTWMYECKOro nperapara M 6enka.  Ha KOHTPO/IbHOM y4yacTke BCeX TecT-MosIocoK
MCMO/b3YHOTCA MO/IMK/IOHA/bHbIE aHTUTENA KO3bl K MMMYHOT /100y TMHaM MbILL.

TecT-nonocka fNs OonpefesieHUs ankoronsd - MaHefb (BKAAAbILL), MPornMTaHHass CrvIPTOM, COLEPXUT
TeTpameTnnbeH3uanH, Ankorosnbokeugasy, MNepokengasy, bygep n CtabunmsmpytoLme 6enku.

KOMIMNEKTHOCTb

1 3kcnpecc-cycTeMa /1S BbISIBMEHUA 11 rpynn HAPKOTUYECKUX BELLECTB U a/IKOrO/Isi B C/IHOHE YesioBeKa
B COCTaBe:
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/TMepeBoA C aHTTNIACKOTO A3bIKOB Ha PYCCKMNIA A3bIK/

- KOHTeliHep ¢ 12 TecT-monockamu Ans BbifiBAeHMs 11 rpynn HapKOTMYECKWX BeLLecTB W ankorons B
C/IIOHe uefnoBeka: aM(eTaMWH, KOKauH, MapuxyaHa, MeTamdeTamMmuH, Onuatbl, MeTafoH, NEeHUUKANANH,
OKCUKO[OH, 6eH30mMa3enuHbl, 6ynpeHopdpuH, 6apbuTypaTbl, ankorossb;

- KonnekTop ans cbopa CtoHbI;

- UHCTPYKLUMA MO NPUMEHEHUIO.

2. JKcnpecc-cucteMa A4ns BbisiBneHUs 11 rpynn HApKOTMYECKMX BELLECTB B C/IHOHE YeI0BEKA B COCTaBE:

- KOHTeliHep ¢ 11 TecT-monocKamy pAns BbisiBAeHMs 11 rpynn HapKOTMYEeCKMX BELEeCTB B C/IOHE
yenoseka: am@eTamMUH, KOKauH, MapuxyaHa, MeTamdeTamuH, onuatbl, MeTafoH, ®(eHLNKNINANH,
OKCUKOZOH, 6eH30Ma3ennHbl, 6ynpeHopguH, 6apbutypatsl;

- KONNeKTop A4ns cbopa CtoHbI;

- UHCTPYKLMA MO NPUMEHEHUIO.

AHANMNTUNYHECKWME XAPAKTEPUCTUNKWN

AHannTuyeckas 4yBCTBMTENbHOCTb oOnpegeneHns (MMHMManNbHO onpejensemMas  KOHLeHTpauus)
amdeTtamuHa coctasnset 50 Hr/mn, KokamHa - 20 Hr/mn, MapuxyaHbl - 12 Hr/mn, metamgerammnHa - 50
Hr/mMn, onnatoB - 40 Hr/mMA, metagoHa - 75 Hr/mn, gpeHunknnaguHa - 10 Hr/ma, okcukofoHa - 50 Hr/mn,
6eH3onmnasenuHa - 50 Hr/mn, 6ynpeHopduHa - 10 Hr/mn, 6apbuTtypaTos - 300 Hr/mA, cnupTa > 0,02 %.
AHannTnyeckas cneuupuyHocTb. [lpucyTCcTBME B CAKOHE 3HAYMMbIX KOHUEHTpauuii CTPYKTYPHO
POACTBEHHbIX aHaNN3MPYEMbIM BELLECTBAM COEAVHEHUIA MOXET NPUBECTM K MONOXUTENbHON peakuum Bo
BpeMSs OnpegeneHmns.

B cnepytoleli Tabnuue ykasaHbl KOHLEHTPaLMM COEAUHEHWI (HT/MA), NpU SOCTMXKEHUUN W NPEBbILLEHUN
KOTOpbIX JKCMpecc-cucTemMa 411 BbISBNEHME HApPKOTMYECKMX BELLeCTB W anKorons B C/KOHE YenoBeka

MOXXET AaTb NMONOXXUTENbHbIE pPe3ybTaTbl N0 NCTEYEHNN 10 MuH.

BeHn3ogunasenmHbl (BZO)

MeTtamperamumH (MET)

Okcasenam 50 D-meTamgeTamuH 50
Annpasonam 300 deHpnypamuH 60 000
Bpomasenam 60 n-rugpokcumeTamgeTammH 400
Xnopamasenokcug 60 MeToKcugpeHamunH 25 000
K106azam 36 ?R:E)M'\(/EI'I:AI\/I)I'IGH,U,VIOKCVIMeTaM(*)eTaMMH 50
Knopasenat 125 L-theHunnatpuH 4 000
[enopasenam 125 lMpokanH 2 000
[esankundnypasenam 12 (1R 2S) - (-) atheppuH 400
[unasenam 15 1-aheapuH 400
JcTasonam 15 MedeHTepMUH 800
dnyHuTpasenam 500 (-) AeokcuathenpuH L-meTampeTaMuH 3000
a-rujpokcuannpasonam 1000 SeapuH 800
(x)-Nopasenam 1000 Kokaun (COC)

Mwugasonam 125 BeH30MN3KroHNH 20
HuTpasenam 60 KokaunH 20
Hopxnopanasenokcug 1000 KokaatuneH 25
Hoppaunasenam 125 OKroHWH 1500
Temasenam 30 SKroHWHa MeTWNOoBbLIA ahup 12 500
MapunxyaHa (THC) N-aueTunnpokanHammg 12 500
11-Hop-4’-TeTparngpokaHHabuHon-9-COOH 12 Xnopauasenokcug 12 500
KaHHabuHon 31 500 OKcukogoH (OXY)
11-Hop-A*-TeTparngpokaHHa6uHon-9-COOH 2 'mapokonoH 12 500
[*-TeTparngpokaHHabuHon 6 000 JNeBopthaHon 25 000
[’ -TeTparngpokaHHabuHon 20 000 HanokcoH 25 000
®eHUMKAUANH(PCP) HanTpekcoH 12 500
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DeHUUKNNANH

TeTparnipo3onuH

Amdperamuu (AMP)
D-ampeTamuH
DL-ameTtamnH
P-theHnnaTunamuH
TpuntamuH

n-rugpokcraMpeTamuH

(+)3 4-meTunenguokcnameperamuH (MDA)

L-amgpeTamuH
Bap6uTtypatbl (BAR)
Cekobapbutan
Amobapbutan
AndgeHon
Anpobap6utan
byTtabap6utan
bytan6utan

bytetan
LinknoneHTo6apbutan
MeHTO6apbuTan
deHobapbuTan
MeTtagoH (MTD)
MeTagoH
JokcunamuH
3TpoHa-3-cynbdar

DeHUNKNNANH

/lMepeBoj C aHINMNCKOTO sA3bIKOB HAa PYCCKUIN A3bIK/

10
50 000

50
125
4 000
1500
800
150
4 000

300
300
150
200
75
2500
100
600
300
100

75

100 000
100 000
100 000

OKcuKoaoH 50
CekobapbuTan 100 000
OKcuMophoH 200
mapomopdoH 50 000
Onuatbl (OPI)

MopguH 40
KopaeuH 10
ATUAMOpPHOUH 24
mopomopuH 100
FmapokogoH 100
JNeBophaHon 400
OKCUKOJOH 25 000
MoptuH 3-P-O-rntokypoHug, 50
HopkoaenH 1500 -
HopmopuH 12 500
HanopduH 10 000
OKcMopoH 25 000
TebauH 1500
OvauvetunmopduH (FepouH) 50
6"MoHoaueTunmopuH (6-MAM) 25
Bunupy6ux 3500
BynpeHopduH (BUP)

BynpeHopuH 10
BynpeHopduHa -3-O-I ntokypoHug 10
Hop6ynpeHopduH 20
HopbynpeHopdhunH-3-O-INoKYypoHug 400
BynpeHopduHa rnioKypoHus 20

Mpu MCNoNb30BaHUM KaKUX-NMBO [pyrux 06pasLoB, KPOMe CIIOHbI, A8 aHanW3a Ha BblsBEHWE

ankorona C nNpPUMEHEHNEM ,ﬂ.aHHOVI

onpeneneHunto;

3KCI'IpeCC-CVICTeMbI cnegywouime Bewecresa MOyt Mewatb

(1) ATEeHTbl, KOTOpPbIE YCUTMBAKT pa3BUTNUE OKpallnBaHNA: NMEPOKCUAblI N CUTbHBIE OKUCIUTENN

(2) AreHTbl, KOTOpPbIE MHTMOUPYIOT Pa3BUTME OKPALLIUBAHNS:

BoccTaHaBnMBalLWMe areHTbl, TakMe Kak ackopBUHOBas KWUCM0Ta, TaHWHOBAs KMC0Ta, MUPOranfion,
MPOU3BOAHbIE MEPKanTaHOB W TO3WNaThl, LiaBefeBas KWCNOTa, MoO4YeBas KWCMOTa, 6GUAMpYyG6uH, L-
mMeTungona, L-gona, L-meTungona, MeTamnupoH W T.4., BbILENPUBEAEHHbIE BELECTBA O06bIYHO
OTCYTCTBYIOT B [OCTAaTOYHOM KOMMYECTBE B C/IOHE W He MewawT onpegeneHuto. OpHako, cnefyet

y6eauTbCcs, UTO OHM He MNonaganu B POTOBYH MOMAOCTb He MO3Ke, YeM 3a 10 MWUH A0 NpPOBEAEHUS
UCTbITaHUS.

|-|pVICyTCTBI/Ie B C/TIOHE YenoBeKa HMXKXENepPedncCieHHbIX COG,IJ.VIHEHVIVI B KOHUEHTpauun oo 100 MKr/mn He
MELWIaeT onpeaeneHnio:

AueTammHoeH JvknogeHak MeTunamatmunammnH d/ 1-IMponpaHonon
AueToeHeTUANH AvupmknommnH MenepugvH d-MponokcudgeH
AueTuncanmumniosas kucnota AudnyHusan Menpo6awvart d-ncespoatespyH
AMVHOMMPUH JurokcuH MeTundenugar XNHaKpWH
AMOKCHLMINH OudheHrngpamuiH Hanugnkcosas Kucnota XUHWH
AMNNLNNAINH 1-YP-3dpepuH HanpokceH XUHUAWH
AMATPUNTUANH P-actpagwvon HvaumHamng PaHUTUAUH
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/lMepeBop C aHIMUNCKOTO A3bIKOB HAa PYCCKUIN A3bIK/

Awobapbutan ATnn-n-ammMHo6eH3oat HudeamnuH Cannupnosas Kucnota
Ackop6uHoBas Kucnota KaHHabwugon Humecynua CynbameTasuH
AnomMopgmH 1-anunHepyH HopaTtuHapoH CynnHpak

AcnapTam SpUTPOMULIUH D-HopnponokcudeH Temaszenam

ATponuH ®eHonpodeH HockanuH TeTpaunknvH
beHsunnosas Kucnorta dypocemug D/ L-okTonamuH TeTparnapoKopTU3oH
BeHsoliHaa kucnota reHTU3NHOBas KucnoTa LLlasenesas Kucnorta 3-auetar
BeH3theTamuH "emornobuH Okcasenam TeTparnapoKopTU3oH
BycrnivpoH MppanasuH OKconnHoBas KucoTa 3 (P-D-rntokypoHup)
d/ 1-6pomdeHmpammH "mapoxnopoTrasung, OKcnMmeTas3ouH TeotunnvH

KodenH "MApoKOPTM30H MNanasepuH TviamuH
Xnopanrugpatr O-TMAPOKCUrMNMypoBas Kucnota MeHuynnnnH-G TviopuaasnH
XnopameeHnkon (3 rmapokcmHopadeapuH MeHTa3oLMH d/ 1-TposuH
XnopoTtuasng S5-rmapoKcUTpUNTaMnH MeHTOGapbuTan Tonbytamug

d/ 1-xnopotheHnpamMuH (CepoTOHMH) MepgeHasnH TpasofoH
XnopnpomasuH 3-rngpokcuTupamvH deHensunH TpuamrepeH
XNOPOXUH M6ynpodeH TpaHc-2-®eHnnuuknonponuiamvi - TpudayonepasuH
XonecTepuH VimunpamunH deHTepMUH TpumeTtonpum
ENKnocenmH VinpoHnasng, deHnnnponaHonammH TpumunpamuiH
KopTu3oH (-) nzonpotepeHon MpenHW3010H d/ 1-tpyunTodhaH
1-KOTUHWH M30oKcynpuH PeHobapbuTan TvpamuH

KpeaTuHuH KetamuH MpesHM30H MoueBas kucnota
KnomunpamuH KeTonpodeH MpomasuH Bepanamun
JleOKCMKOPTUKOCTEPOH Nab6etanon MNpomeTasuH 3omenupak
JexctpomeTtopdaH JNonepamug [Jnazenam ManpoTunvH

Mpw onpefeneHnn CoAePXaHWsA CrMpTa BO3MOXHO BbISIB/IEHWE METW/IOBOrO, 3TWIOBOrO W a/yiAfIoBbIX
CNMPTOB, HO peaKUysi He MPOTEKaeT CO CrMpTamu, cofepxawwmMn 5 wim 6osiee aToMoB yr/iepoja, a
TaloKe MLMHOM, TIMLEPOSIOM M CEPUHOM. [laHHOe CBOWCTBO SIBMISIETCS Pe3y/IbTaToM CreLmgruuHoCTU
(hepMeHTa a/IKOro/IbOKCVAA3bl, BbIENSEMONA U3 APOXOKEN.

ANATHOCTUNYHECKNME XAPAKTEPNCTUMKN

B pamkax KAWHWKO-NabopaTOpHbIX WCMNbITaHUA 3KChnpecc-CUCTEMbI “Obll NPOBELEH CPaBHUTE/bHbIN

aHanu3 pesynbTatoB, MOAYYEHHbIX MPU OLeHKe 06pasLoB CAOHbLI C nomowbio Metoga X/MC, u
J pesynbTaToOB aHanu3a 3TUX >Xe 006pa3LoB KAWHWYECKOro Martepuana npu WUCMONb30BaHWUWM JKcnpecc-

cucTembl. [N OUEHKU CTEMEHW KOPPenauuuM Mexay pesynbTaTamu aHanm3a ucnonb3oBann 06pasubl

KNMHMYECKOro Martepuana C [JOCTOBEPHO MOATBEPXAEHHbIM MNPUCYTCTBMEM WAW  OTCYTCTBUEM

aHanM3npyembiX HAPKOTUYECKMX BELLEeCTB U ankoross.

B uccneposaHue 6b110 BkAoYeHo 300 o6bpasuos ot 100 naumeHToB (132 06pasuya ¢ NOATBEPXAEHHbIM

NPUCYTCTBMEM HAPKOTWYECKOrOo BewecTsa W/munm ankoronsd, 68 o06pasuoB - € MOATBEPXKAEHHbIM

OTCYTCTBMEM HAPKOTUYECKUX BelecTB w/mnu ankorons). O6uiee KOMUYECTBO MPOBELEHHBIX KIUHUKO-

nabopaTtopHbIX nccnegosaHmnii coctasuao 300 (200 vccnegoBaHnii ¢ NPUMEHEHUEM DKCMNPeCcC-CUCTEMbBI 1

100 nccnepoBaHuin ¢ MpUMEHeHNEM pethepeHTHOW MeTOANKN).

[unarHoctuyeckas YyBCTBUTENIbHOCTbL DKCMNPECC-CUCTEMBI:

- ana amheTammHa coctaBuia 88,3% - 100% c LOBEPUTE/LHOW BEPOATHOCTbIO 95%;

- ona metamdeTamuHa coctaBunia 84,7% - 100% c [0BEPUTENLHON BEPOATHOCTLIO 95%;

- 4N KOKamHa cocTaBuna 47,3% - 100% c foBepuTeNibHO BEPOSTHOCTLIO 95%;

- 4N MapuxyaHbl cocTasuna 47,3% - 100% c oBepuTeNbHON BeposTHOCTbIO 95%);

- Ana onuatoB cocTaBmna 68,8% - 100% c foBepuTE/IbHO BEPOATHOCTHIO 95%);

- ons 6ap6buTypatoB cocTtaBmna 89,9% - 100% C JOBEPUTENLHON BEPOATHOCTbIO 95%);

- ona peHymknngnHa coctasmna 47,3% - 100% ¢ 4OBEPUTENLHON BEPOSATHOCTLIO 95%);

- ons 6eH30AMa3ennMHOB cocTaBmna 86,1% - 100% c LOBEPUTENLHON BEPOATHOCTbIO 95%;

- ANa meTagoHa coctasuna 84,7% - 100% ¢ 4OBEPUTENLHOW BEPOATHOCTbIO 95%;
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/TepeBoa C aHTTNIACKOTO A3blKOB HA PYCCKNIA A3bIK/

- AN 6ynpeHopduHa coctaBuna 47,3% - 100% c foBepuTeNbHOW BEPOATHOCTbIO 95%;

- 4N OKCMKOZOHa cocTaBmna 47,3% - 100% ¢ oBepuTe/ibHO BEPOSITHOCTLIO 95%);

- ansa ankorons coctasmna 93,3% - 100% c foBepUTENbHOW BEPOATHOCTbIO 95%.

OrpaHunyeHHas Bbi6opka 06pas3LoB KAMHUMYECKOro Matepuana [A1S NpOBeLeHUS UCMbITaHWA B
COOTBETCTBMU C WUCCNEAYEMbIMW aHanMTamu 0O6YyC/ioBfeHa W3MEHEeHWeM KapTUHbI HapKomnoTpebneHus
(BOMMHMpPOBaHME «An3aliHECKMX» HapKOTUKOB) B P® 3a nocnegHne Heckonbko net. Mpu 3Tom 3Kcnpecc-
CMUCTEMa MOKa3ana BbICOKYIK CTerneHb KOPPenauum c BbiGpaHHbIM pedepeHCHbIM METOLOM - ras3oBas
Xpomartorpajgua ¢ TaHAeMHOW wmacc-cnekTpometpuein (FX/MC), HecoBnageHuii ¢ pesynbTaTamu
pedepeHTHOM MeTOLMKWN He BbISABJIEHO.

[unarHoctmnyeckas cneun@urmyHoOCTb SKCNpPecc-CUCTEMBI:

- AN amdgetammnHa coctasmna 98,3% - 100% c foBepuTeNbHOM BEPOATHOCTbIO 95%;

- ana metTamdeTammHa coctaBuna 98,4% - 100% c LOBEPUTENLHON BEPOATHOCTHIO 95%);

- 4Ns KoKamHa cocTasuna 98,5% - 100% c 40BepUTENbHON BEepPOSTHOCTbIO 95%;

- ANA mapuxyaHbl coctaBunia 98,5% - 100% c JoBEpUTENbHOW BEpPOATHOCTbIO 95%);

- AN onuatoB coctasuna 98,5% - 100% c goBepuTENbHON BEPOATHOCTLIO 95%; n

- ons 6apbutypartos coctaBmna 98,3% - 100% ¢ fOBepUTENbHON BEPOSTHOCTLIO 95%);

- ANs heHymMKNnanHa coctasmna 98,5% - 100% c goBepuTenbHOW BEPOATHOCTbIO 95%;

- ona 6eH3ogmasennHoB cocTasuna 98,3% - 100% c foBepuTeNbHO BEPOATHOCTbIO 95%);

- 411 meTagoHa coctasuna 98,4% - 100% c foBepuTeNbHOI BEPOSITHOCTbLIO 95%;

- oA 6ynpeHopdurHa coctaBuna 98,5% - 100% c LOBEpUTENLHOI BEPOSTHOCTLIO 95%);

- AN OKCuKogoHa cocTaBuia 98,5% - 100% c LOBEpPUTENbHOW BEPOATHOCTLIO 95%;

- ans ankoronsg coctasmna 95% - 100% ¢ 4OBEPUTENLHON BEPOATHOCTLIO 95%.

MEPbBI MPEOCTOPOXHOCTW

o MoTeHUMaNbHbIA PUCK MPUMEHEHUSA DKCMPECC-CUCTEMbI - Kracc 26.

» JKcnpecc-cucTemMa nNpefHasHayeHa ToNbKO AN MH BUTPO ANarHOCTUKM.

* Bce KOMMOHEHTbI SKCNPecc-CMCTEMbI B UCMOJIb3YeMbIX KOHLEHTPAUUAX HETOKCUYHBI.

e Jkcnpecc-cucTemMa npefHasHayeHa A8 OLHOKPATHOTO WCMONb30BaHWA. [1OBTOPHOE MNPUMEHEHWE
NCK/OYEHO.

» MMepea paboOTOA C MEAULUMHCKUM MW3denneM HeOOXOAWMO O3HAKOMWUTLCS C WHCTPYKUMed no
MPUMEHEHUIO.

* BcCKpbITME YNakoBKM MPOW3BOAUTb HEMOCPEACTBEHHO MNepej «MpUMeHeHWeM. He uMCnonb30BaTb
3KCNpecc-CUCTEMY C BUAUMbBIMU MOBPEXAEHUAMMN UAN NPU NOBPEXAEHHON YNaKoBKe.

* bepeub OT geTeii.

» Konnektop ans cbopa CAOHbI MOCTaBASeTCS B CTEPUbHOM BUAE B FEPMETUYHON WHAWBUAYANbHON
yNaKoBKe.

* He ucnonb3oBatb nocne UCTeYEHMS CPOKa FOAHOCTH.

* He ucnonb3oBatb SKCNpecc-cuCTeMy, eCin He CO6MI0AaNNCh YCI0BUA TPAHCNOPTUPOBAHUA U XPaHEHNS
COTNMAacHO UHCTPYKLUK.

* Mpwn npoBefeHUN NCCNeA0BaHNSA He MCMOMb30BaTh A4/ c6opa C/OHLI KOMNEKTOP ANA cbopa CAOHbI UK
Apyrue npmucnoco6ieHuns, He OTHOCALLMECA K DKCNPECC-CUCTEME.

e Mpu npodeccMoHanbHOM MPUMEHEHMM B KAMHUYECKUX nabopaTopmax Bce mccnegyemble 06pasubl
CYMTAOTCA MOTEHLMANbHO ONacHbIMMK, 1 0bpawaTbCa 0 HAMU CredyeT TakK e, Kak 1 ¢ BOo30yguTenaMu
nHekunn. OnepaTtop, paboTawowmii ¢ IKCMpecc-CUCTEMONR, AO/MKEH ObiTb B 3alMTHLIX MepyaTKax
(MOryT MCnonb3oBaThbCs MEAULMHCKME WAW Apyrve 3aliUTHble MepyaTkKM - B KOMMAEKT MOCTaBKU He
BXOAAT), NPefOXpPaHAoLWMX OT KOHTaKTa C 4acTAMM OKCMPecc-CUCTEMbl [/15 UCK/IOYeHWUA nonagaHus
CMIOHbI Ha KOXY PYK ¥ BO3MOXHOM0 MH(MLMPOBAHNS.

» JKcnpecc-CUCTeMY, HEUCMO/b30BaHHYK MOCNAe BCKPbITUS MAM B CBA3M C HapyLlleHMeM LenoCTHOCTU
WHAMBUAYANbHOW YNaKOBKM, a TaKXe Nocfe 1CNOoNb30BaHUA B YCNOBUAX BHE KAMHWYECKONR nabopatopuu
- 3aKPbITbIA KPbILLKOA KOHTENHEP W yNakoBKY, BbIOPOCUTL B MYyCOPOCOOPHUK.

¢ JKCNpecc-CMCTEMA, HEUCMOoMb30BaHHas MOCne BCKPbITUS WAW B CBA3M C HapyLLeHWEM LEeJ0CTHOCTH
WHAMBMAYANbHOW YMakKoBKMW, MpW MPOGEecCUOHabHOM MPUMEHEHUM B K/IMHUYECKMX nabopaTopusx
MOANEXUT YTUAN3ALMN KaK MefULNHCKME OTXOAbI Knacca A.

* [pn NpoheccMoHaNbHOM NPUMEHEHUN B KIMHUYECKMX NabopaTopusax nocne NpoBefeHns aHanmsa Bce
KOMNOHeHTbl CUCTeMbl MOANEXAT YTUIM3aUMW B COOTBETCTBUM C [LEWCTBYHLIUM 3aKOHOAATE/bCTBOM
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/lMepeBop C aHINMNCKOTO s13bIKOB Ha PYCCKUI A3bIK/

Poccuiickoit ®efepayuy Ha MOMEHT yTuam3aumu. cnofb30BaHHbIE KOIEKTOP M KOHTelHep 0THOCATCS
K Knaccy B - 3nugemMuonorMyecku oOnacHble OTXOAbl, - U TpeGylT COOTBETCTBYHLMX Mep
MPesoCTOPOXHOCTU NpU UX YTUAUZALUN.

e MpoTMBONOKa3aHWii B paMKax YCTaHOBNEHHOTO MPOU3BOANTENEM HA3HAUEHWS HE UMEET.

e MacnopT 6e30MacHOCTM MPefocTaBaseTcs Npu NPOMeCccHoHaNLHOM MPUMEHEHUN MO 3amnpocy.

AHAJTN3NPYEMbIE OBPA3LIbI

MaTepnanom Ons NpPOBeLEHMS aHanms3a CAyXWUT cBexecobpaHHas C/OHA 4YenoBeKa, He cogepalias
KOHCepBaHTbl, 0TO6paHHas B 1l060e Bpems 4HA.

O6pasey, cnoHbl crefyeT cobupaTb C WUCMOMb30BaHMEM KOJIEKTOpa, MOCTaBNAEMOro B COCTaBe
JKCnpecc-CUCTeMbI.

Mpy npoBeAeHWM aHanu3a C UCMO/b30BaHWEM faHHOW CUCTeMbl He cneAyeT MCMOMb30BaTbh Kakue-nnmbo
Lpyrvie KOMNEeKTopsbl.

KonnuecTBo ClOHbI, COOGpPaHHOW C MNOMOLWbO KonnekTopa CucTembl, AOCTATOMHO AN ObICTPOro
onpefeneHnss NPUCYTCTBUA HAPKOTMYECKOro BELLEeCTBA MM ero mMeTabonuToB W, Mpu HEOBXOAMMOCTH,
419 OTNpaBKW 3aKPbITOro, OMevyaTaHHOro KOHTeHepa ¢ ocTaTkamu co6paHHOW CAOHbLI B nabopaTopuio
N9 MOATBEPXKAEHUA pe3ynbTaToB'.

Ecnn oTcyTCTBYeT BO3MOXHOCTb aHanu3a obpasua HernocpeAcTBEHHO moc/ie cbopa, pekoMeHAayeTcs
XpaHUTbL ero npu temnepatype ot 2 go 8°C wunn He Bbiwe MuHyc 20°C Ao 72 4yacoB B onevyataHHOM
cocTosiHUK. Takxke obpasel, MOXHO XpPaHUTb MNPV KOMHATHOW TemnepaTtype (0T 18 o 25”C) go 48 vacos.
TpaHcnopTupoBaHMe O0TO6paHHbIX ANf aHanusa o06pasyoB CAKOHbI  AO/MKHO OCYLECTBAATLCA B
cneynanbHOM TEPMOKOHTEiHepe npu TemnepaTtype oT 2 o 8°C.

AJOMNO/THUTENBbHBLIE MATEPWNANBI N OBOPYAOBAHWE

. CekyHpomep;
. MepyaTkn MeAULUHCKME 0LHOPa30Bble (NPY NPOMPECCMOHANBHOM NPUMEHEHWN).

NMPOUEAYPA AHANN3A

He meHee, yem 3a 10 MMH A0 c60pa aHanM3Mpyemoro obpasia C/toHbI, 3anpeLleHo ynotpebneHue no6oii
MULLA 1 KUOKOCTW, BK/KOYAA XKEBATENbHYIO PE3NHKY UM TabauHble U3Aenus.

1 BckpoliTe nHAMBUAYANbHYIO TEPMETUYHYIO YNAaKOBKY, pa3pbiBas ee BAO/b NPOpesun, 1 OCTaHbTe
13 Hee KOHTeHep M KONNeKTop Aas cbopa CNHoHbI.
2. 3BneknTe KOMEKTOP M3 ero MHAMBMAYanbHON ynakoBku. MomecTute rybKy Konjekropa B poT

W [JaiiTe MpPONUTaTbCS CAIOHOW B TeueHuWe 3-X MUHYT. CobGepuTe TyGKOW C/OHY B MOMOCTM pTa
KPYroBbIMW [ABVMXEHUAMMW. [As ynydwleHWs NPONUTbIBAHWS Ty6KU CHAKOHOW Heo6X0AMMO NpOBECTY
ryGKoii no BHYTPeHHel NMOBEPXHOCTU MOMOCTU pTa U A3biKy. (CM. PucyHok 1). C60p CNtoHbI NPOBOAUTCS
B TeYeHWe 3 MUHYT 40 MOJHOIO PasMAryeHMst U NPONUTbIBAHUS TY6KWU. py NOMHOM MPONUTLIBAHUM Ha
ry6Ke He [O/KHO OCTaBaTbCs HUKAKMX TBEPAbIX Y4YacTKOB. [Mpy AOCTAaTOYHOM KOJIMYECTBE C/IHOHbI
VHAMKATOPHAs MONOCKa BHYTPU TPYBKM KOMMEKTOPa A0/KHA U3MEHWUTb LIBET Ha KPacHOBAaTO-PO30BbIA.

3. Ha M3BfeUEHHBIN 13 3ameyaTaHHON YNakoBKU KOHTEMHEP C TECT-MO0CKAMU HAHECUTE CBEAEHNS
0 MnauueHTe, 3aTeM MOMECTUTE €ro Ha YMCTYH) POBHYH CyXYl0 MOBEPXHOCTb. BbiHbTe rybKy M30 pra.
MomMecTuTe KOMNEKTOP ryGKOW BHU3 B LLEHTPaNbHYIO CEKLMI0 KOHTeliHepa. KOHTeliHep npu 3ToM JO/KeH
HaxoAUTbCs B BEPTUKANBHOM MOSIOXKEHUW. HaaaBuTe Ha KOMMEKTOP M MAOTHO 3aKPOTe UM KOHTeliHep -
o6paTHas CTOPOHA KOJIJIEKTOpa AB/SETCS KPbILWKOW KOHTeliHepa. (CM. PuUcyHoK 2).

4. KoHTeliHep BO BpeMsi OMpeeseHUst pe3y/nbTaTOB [AO/KEH HAXO4UTbCS B BEPTUKA/IbHOM
nonoxxeHnn. OTOPBUTE GYMaXKHYH 3TUKETKY Ha KOHTeliHepe B HanpaBfeHUWU CTPENiKW. Pesy/bTathl
6ynyT rotoBbl Yepe3 10 MUHYT. Pe3y/ibTaTbl aHaM3a OLEHUBAKTCS BU3YaslbHO.

kaucoluc Ho.iiHcpfKaaKM CiCiO iU uifH jii ao>iaio i'pt,44VviM!b ancUM j kak c-amon coG6paHHO# cMKHON. laiv n 06paayoa Kpuxak s wauncHra,

npu 110no;k!ine,m>Hom pcaynblaic aiiaiHia ¢ HCHO.N.QaOHAHHCM JKCUPOCC CMOAMBI .
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/TepeBof C aHTINIACKOTO s13bIKOB Ha PYCCKU I A3bIK/

MpumeyaHne: Kak TONMbKO Tybka (UKCUPYeTCA B KOHTeliHEpPe C TecT-MOM0CKamMu, OH CcuMTaeTcs
repMeTuyHbIM. pnM Heo6XOAMMOCTU OTMpaBbTe KOHTEAHep ¢ co6paHHO CAOHOW B nabopaTopuio Ans
nogTBepPXaeHus pesynbtatoB Mmetogamy X/MC, TX/MC/MC, XX/MC. Kpbllwka KOHTeilHepa He
[OMKHAa BCKPbIBATLCA MNOCNe MOMELLEHMS KOJMJIeKTopa BHYTPb KOHTeliHepa. OTnpaBKa KOHTeliHepa ¢
06pa3uom CntoHbl B nabopatopuio Ans MNOATBEPXAEHWUS pe3ynbTaTOB aHanmsa npoBOAMTCA B Clyyae,
€C/ NpefBapuTeNnbHO NOMYyYeH NONOXKUTENbHbIN pe3ynbTar.

O O

3 MUHYTHI

Puc. 1

Pe3ynbTaTbl MHTEPMPETALNN

- | OTpuLaTensHblii C MonoXunTenbHbli C HepgelicTBUTENbHbIN

T T

Puc. 3

MHTEPIMPETAUMNA PE3Y/IbTATOB
(Cm. pucyHok 3)

OTPULIATE/IbHbIA PE3Y/IbTAT: BbifsBneHMe B TecTOBO 30He COOTBETCTBYIOLLEN MONOCKM
OKpAaLLEHHbIX IMHWIA Ha ypoBHEe MapkupoBku T (Test) u C (Control) cBnaeTenscTByeT 06 OTpMLATENBHOM
pe3ynbTaTe aHanu3a f4ns ONpeAenseMoro HapkKoOTWYECKOro BeliecTBa /IM60 O TOM, YTO KOHLeHTpauus
HapKOTUYEeCKOro BellecTBa WM ero metabonuta B 06pasue CAOHbI HKe nopora 06HapyXXeHus Ans
[AHHOr0 HapKOTMYEeCKOro BeLLeCTBa UM ero MeTabonTos.

MPUMEYAHWE: LiBeTOBOIW OTTEHOK M MHTEHCUBHOCTb OKpaljMBaHUSA NMHUM Ha YPOBHE MapKupoBku T
(Test) MOXXET BapbMpPOBATHCA, HO PE3Y/bTAT CUMTAETCA OTPULATENIbHBIM faXe B Clydae NosBfieHUs cnabo
OKpALLEHHOWN NHWN.

MONOXWUTENbHbIV PE3Y/IbTAT: BbisiBNeHne B TeCTOBOI 30He COOTBETCTBYHOLLE/ MONOCKM OAHON
OKpaLleHHOW NUHUKN Ha ypoBHe Mapkuposku C (Control) n OTCYTCTBMM OKpALLUEHHOWN NIMHWUW Ha YPOBHE
MapkupoBku T (Test) cBUAETENbCTBYET O MOMOXMUTENIbHOM pesyfibTaTe aHanmsa.

370 CcBUAETENbCTBYET O TOM, YTO KOHLEHTpauus HApKOTMYeCcKOro BeLecTBa MM ero mMetabonnTos B
o6pa3ue C/OHblI MPEBbIWAET HA3HAYEHHbIW MNOPOr OO6HAapY>XeHUs ANd [aHHOro HapKOTUYecKoro
BeLLeCTBa.

HEAEWCTBUTE/NbHbLIA PE3Y/IbTAT: B cnyuae ecim B TeueHue 10 MUHYT B TecTOBOIi 30He
COOTBETCTBYIOLLE NONOCKM Ha ypoBHe MapkupoBku C (Control) He BbifiBNsAeTCA OKpalleHHas AUHWSA,
pe3ynbTaTbl aHann3a NPU3HAKTCS HEeLeACTBUTENbHBIMU MO ONpesensieMoOMy HapKOTUYECKOMY BELLECTBY.
Hanbonee BepOSTHbIMW MNPUUYUHAMW OTCYTCTBUA KOHTPONbHOW AUHUM MOTYT ObiTb: HEAOCTATOUHbLINA
o6vem o06pasua nNM60 HenpaBW/bHOE BbINOMHEHME npoueaypbl. CnefyeT NOBTOPHO O03HAKOMMUTLCA C
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/MepeBoA C aHTNMMWCKOTO A3bIKOB HA PYCCKUI A3blK/

NpOLEeLY POl 1 NOBTOPUTBL UCMbITaHME C UCMOMb30BaHVEM HOBOIO YCTPOKCcTBa. Ecnm npobnema ocTaeTcs,
CepUIH0 HEMEZ/IEHHO MPEKPALLAIOT MCMOMb30BaTh Y CBA3BIBAKITCA C MOCTABLUMKOM.

PE3YJIbTATbl TECTUPOBAHWNA HA ANNKOTI OJ1b

OTPULIATE/TbHbI PE3Y/IbTAT: Bknagpil Ans orpeaeneHns cnvpTa He U3MeHWN UBET (OCTaeTcs
6en10ro WM KPemoBOrO LBETA); TaKOW pe3ynbTaT CrefyeT WHTEPNPETMPOBaTb KakK OTPULATENbHbIV
(cnmpT oTCyTCTBYET).

PesynbTar, Npy KOTOPOM BHELLHVE Kpast BK/aAbILLa NPUoBpeTatoT SIErK3TO OKPacKy, HO OCHOBHast YacTb
ocTaeTcs GeCLBETHOM, CfiefyeT MpPOBEPUTb MPY MOBTOPHOM OMNpesesieHnn ¢ obecreyeHnemM MosHOro
NPOMUTBLIBaHUS BKadbIllia CIOHOW. EC/nM BTOPOI pesy/nbTaT OKasasics TakvM >ke, TO 06a pesy/nbtar
CnefyeT MHTEPMPETUPOBATL KaK OTpULIATe/bHbIE (CAMPT OTCYTCTBYET).

MOMOXXUTE/IbHBbIA PE3Y/IbTAT: B WCMbITaHMM Ha CIMPT OTMEYaeTcs M3MeHeHWe LBeTa Ha
3e/1eHOBaTbIA N CYHWIA, 3TO O3HAYaeT Ha/lMuMe CrvpTa B C/lOHE B KOHUeHTpaumn 0,02% win BblLLE.
OUEHKY CcofiepXaHnsi HeobX0AMMO MPOBOAWTL B COOTBETCTBUM C LBETOBOW LUKason (CM. PucyHOK 4).
Boree BbICOKas KOHLIEHTPaLMA CVPTa MOXET BbI3bIBATL TEMHO-CUHEE W CepOe OKpaLLMBaHME.

LBETOBAA WKAJTA

PacwungpoBKa pesynbTaToB UCMNbITAHWA Ha COAepXXaHue ankorons

1. Pe3ynbTaTbl CYATHLIBAKOT 3@ 2 MUHYTHI

2. CpaBHUBAIOT LBET BK/aAblLLIa C PeakKTUBOM C OKpaLLeHHbIMU 6/10KamMn Ha
Auarpamme Huke

3. Paclumndposka:

OTPUUATENbHO: LiBeT BKNagbnna ¢ peakTMBOM He U3MeHseTcs
MNMONOXWUTENIbHO: LiBeT BKNablLla C peakTMBOM U3MEHSeTCS.
Mpn6nn3nTeNbHbIA YPOBEHb aNKOTONS B KPOBM OLLEHMBAIOT, CPaBHMBas LiBET
TamrnoHa C PeaKTUBOM M LiBeT Ha Auarpamme Huxe.

YpoBeHb anikorons

20 80 150 a00Omo/I0OmI
0.00* 0.02* 0.Ce* 0.15* 0.30»
Puc.4

KOHTPOJIb KAHECTBA

TecToBasi 30Ha TECT-MOIOCOK COAEPXMUT BHYTPEHHUIA KOHTPO/b. OKpaLLIeHHas IMHWSA, MOSBSIOLLASACA B
TeCTOBOW 30He Ha ypoBHe MapkupoBky C (Control), CnyXuMT BHYTPEHHUM KOHTPOsieM npouedypbl. OHa
NoOATBEPXKAAET AOCTAaTOYHbIA 06beM 06pasua, NpuemsieMoe MPONUTbIBaHMe MeMbpaHbl U NpaBUIbHOe
npoBefeHve MpoLeaypbl ucrbiraHsa. CraHapTHble 06pasupl /19 KOHTPO/IA KayecTBa He BXOLAT B
KOMI/IEKT MOCTaBKM [JaHHOW OKCMPeCcc-CUCTEMbI, OAHAKO, B KauecTBe Haanexallleil nabopaTopHoi
MPaKTUKA  PeKOMEHLYETCA MPOBOAUTb — aHa/M3  KOHTPO/IbHbIX — 06pasLoB  MOSIOXKUTENbHBIX U
oTpULATENbHBLIX Pe3y/bTaToB /11 MOATBEPKAEHNA MPOoLeaypbl UCMbITaHUA UM MPOBEPKM MPaBU/IbHOIO
NPOBEAEHUS UCTIbITaHUS.

YCNOBUA XPAHEHUWA N SKCTMNNYATALNN

XpaHeHne OKCIpecc-CUCTEM B 3aKPbITOA YrakoBKe MPOV3BOAUTENSA [O/DKHO OCYLLECTBATLCA MpU
Temneparype ot 2 go 30°C.
JKcrnpecc-cncTeMa CTabuibHa Ha MPOTSXKEHMM BCETO CPOKA MOAHOCTY, YKa3aHHOMO Ha YakKoBKe.
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/TMepeBop C aHINMNIACKOTO s13bIKOB Ha PYCCKUI A3blK/

JKcnpecc-cucTemMy HeobX04MMO XPaHWUTb B 3aKPbITOM yNnakoBKe NPOM3BOAMTENS A0 MCMOfb3oBaHuA. HE
3SAMOPAXWBATD.

He cnegyeTt ncnosnb3oBaTb OKCMPECC-CUCTEMY MOC/e UCTEYEHNUS CPOKa MOLHOCTU.

Mocne BCKPbITUA YNAaKOBKU JKcCNpecc-cucTema AOMXHA O6biTb WCMONb30BaHa B TeyeHWe 5 MUHYT npu
KOMHaTHOI Temnepatype (0T 18 o 25“C) 1 OTHOCUTENbHOI BNAXHOCTM BO3fyxa He 6onee 80%.
JKcnpecc-cucTembl (B cnyvae xpaHeHus npu Temnepatype oT 2 o 8"C)) nepef npoBefeHMEM aHanmM3a
LOMMKHBI 6bITb BblgepXKaHbl MNP KOMHaTHOR TemnepaTtype (0T 18 o 25"C) B TeyeHne He MeHee 10 MUHYT.
[na nonyuveHns HafeXHbIX pe3ynbTaToB Heob6xoauMo cTporoe cobntogeHne WIHCTpyKumMu no
MPUMEHEHMIO.

TPAHCITOPTNPOBAHWE

YnakoBaHHble JKCNPECcC-CUCTEMbl TPAHCMOPTUPYIOT BCEMU BUAAMU KPbITbIX TPAHCMNOPTHbLIX CPEACTB, B
COOTBETCTBUM C NpaBuMnamy NepeBo30K rpy3oB, AeCTBYIOWMMN Ha JaHHOM BUAe TpaHCcnopTa.
JKcnpecc-CMCTeMbl B TPAHCMOPTHOW YMNakoBKe YCTOM4YMBbLI K BO3LENCTBMIO MEXaHW4YecKMx (hakTopos,
BO3HMKAKOLLMX NPW TPAaHCMOPTUPOBAHUMN.

Ycnosus TpaHCnopTupoBaHusa - npu temnepatype ot 2 o 30°C, oTHOCUTENbHAA BMIaXHOCTb BO34yXa He
6onee 80%.

M3nenna, TpaHCNOPTUPOBAHHbIE C HapyLLEHWEM TEMMNEPATYPHOro pexuma, NPUMEHEHUIO He Nognexar.

OMrPAHMNYEHWNA

1. 3Kcnpecc-cucTemMa AN BbISBNEHWA HApPKOTUYECKMX BELLECTB W afkorons B CAKOHE 4enoBeka gaet
TO/IbKO KayeCTBEHHble (41 HapKOTUYECKUX BELWLeCTB) W MNOJIYKONMYECTBEHHble (4N  anKorons)
npefBapuTe/ibHble aHaIMTUYECKNe pe3ynbTaTbl. s Mony4eHns NOLTBEPXKAEHHbIX Pe3ynbTaToB crnegyet
MCNONb30BaTb BTOPO aHanMTU4YecKnii meTogd. [MpefnoyTuTeNbHbLIMKM NOATBEPXKAAKOWMMKA MeTOLaMM
ABNAIOTCA rasosas xpomartorpaus/ macc-cnektpometpusa (FX/MC), rasoBas xpomartorpagusa c
TaH4EMHOV macc-cnektpometpuein  (FX/MC/MC)  wnnm XUAKOCTHas  XpomaTorpadumsa/macc-
cnektpomeTtpua (XKX-MC).

2. CyulecTByeT BepOATHOCTb TOF0, YTO TEXHMYECKMe NM60 MpouefypHble OWMOKKU, a TakxXe WHble (He
YyKasaHHble) NHTepdeprpyoLLne BeLecTBa B C/IHOHE MOTYT 6biTb MPUYNHON OLLMOOYHBIX Pe3ybTaToB.

3. ToNoXNUTeNbHbIA pe3ynbTaT MpPW MCMOMb30BaHUM JOKCMPECC-CLUCTEMbl MO3BOMAET CAenaTb BbIBOA
TOMbKO O MPUCYTCTBMM BeLLecTBa B 06pasue nam o cnocobe ero BeeaeAns.

4. OTpuuatenbHblid  pe3ynbTaT  MNpU  WCMOMb30BaHUM  DKCMPECC-CUCTEMbl  He  0053aTefIbHO
CBUAETeNbCTBYeT 06 OTCYTCTBMM HApPKOTMYECKOro WM MCUX0AKTUBHOIO BellecTBa B 0b6pasue. Belectso
MOXXET MPUCYTCTBOBaTb B 00pasLe Ha YPOBHE HWKe Mpefenia 06Hapy>XeHNs meToga.

5. 3Kcnpecc-cMcTeMa He MO3BOSET Pa3IMUuUTL NMpenapaThl, Bbi3biBalOW e HAPKOTUYECKYH) 3aBUCUMOCTb,
M HEKOTOPbIe NEKAPCTBEHHbIe CPefCTBa.

6. MoNoXuUTeNbHbINA pe3ynbTaT MOXKET 6bITb MOAYYEH B pe3ysbTaTe yNnoTPebaeHNs HEKOTOPbIX MULLEBLIX
NPOAYKTOB MAW NULLEBbIX A06aBOK.

OLEHKA BEPOATHbLIX COBbITUN

OueHKa BEpPOATHbIX COObITWIA, B pe3ynbTaTe HACTYM/EHUS KOTOPbIX MOTYT MPOWU30WTW OTpuULATENbHbIE
nocneAcTBUA A4/ OpraHM3Ma YenoBekKa:

Mpu MCNoNb30BaHMM MO Ha3HAYEHWIO U COG/OAEHNN BbILLENEPEYNCIEHHBIX MEpP MPEefOCTOPOXHOCTM
JKcnpecc-cuctembl 6€30MacHsbl.

OueHKa BepOSITHbIX COOLITWIA, B pe3ynbTaTe HaCTYMIEHWsS KOTOPbIX MOTYT MPOWU30WTUM OTpULATENbHbIE
NoCNeACTBUA 4S9 OKPYXXatoLW el cpegpi:

Mpu MCNonb30BaHWMM MO Ha3HAYEHWIO W COG/OAEHUM BbILLENEPEYNCNEHHbBIX Mep MPejoCTOPOXKHOCTU
Jkcnpecc-cucTeMbl  6e30MacHbl, W He SBASKOTCA WCTOYHMKOM 3arpsi3HEHMS OKpYXXalollein cpeabl.
Martepuarnbl, U3 KOTOPbIX U3roTOBMEHbl JKCMpPecc-CUCTEMbI, He 06n1adatoT cnocobHOCTLHI0 06pa3oBbIBaTH
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/TMepeBoA C aHINNRCKOTo A3bIKOB HAa PYCCKUI A3bIK/

TOKCUYHbIE COEAMHEHUS B BO3AYLWHOW CPeAe M CTOYHbLIX BOAAX B MPUCYTCTBMM [PYTUX BELLECTB Mpu
TeMnepaType OKpy>XatoLleld cpefbl.

MoTeHUManbHas BO3MOXHOCTb BO3rOpPaHUs WAW  B3pbiBA NPW  WUCMOMb30BAHUM MO HA3HAYEHUIO WU
CO6MIOEHNM BbILIEMEPEUYNCIEHHBIX MEP NPefOCTOPOXHOCTM OTCYTCTBYET.

CBEAEHWNA O MPON3BOANTENE N YTMTO/THOMOYEHHOM MPEACTABUTEJE

MNpoussoauTens

Dutch Diagnostics B.V., Hekkehorst 3, 7207 BS Zutphen, Netherlands
www; dutch-diagnostics.com

Tel: +31 (575) 51 23 00 / Fax: +31 (575) 51 01 64

E-mail: info@dutch-diagnostics.com

(«Oau AuarHoctuke B.B.», XekkexopcT 3, 7207 BS 3t01eH, 14ungepnaHibl
Beb6-caiit: dutch-diagnostics.com

Ten. +31 (575) 51 23 00 / dakc: +31 (575) 51 01 64

E-mail: info@ dutch-diagnostics.com)

YNONMHOMOYEHHbIN NpeAcTaBUTelb NPOM3BOAUTENSA HA TEPPUTOPUN
Poccuitickon degepaymn:

O6LecTBO C OrpaHMYeHHoN oTBeTCTBEHHOCTHIO «HVUAPMEOWK MIKOC»
(000 «HNAPMEAWK MTHOC»),

Poccus, 125252, r. Mocksa, yn. ABUakoHCTpyKTopa MukosiHa, 4. 12,
WHH 7734247100, OFPH 1027739098166

www.nearmedic.ru

Ten.: +7 (495) 741-49-89, dakc: +7 (499) 193-43-50,

e-mail: info@nearmedic.ru

FAPAHTUN MPON3BOANTENA N CBEAEHNA O PEKJTAMALINAX

MpownssoguTtens Dutch Diagnostics B.V. (Jay AuarHoctuke B.B.) rapaHTupyeTt coOTBETCTBME IKCnpecc-
CUCTEMbI YCTAHOB/EHHbIM TPeOOBAHMAM CTaHAApPTOB M AOKYMeHTaLMW NMpou3BoAauTeNs npu cobiobeHnm
YCNOBWI  TPaHCNOPTMPOBaHWSA, XPaHeHUs, 3KCnayaTauumu, CTabunbHOCTb OKCNpPecc-CUCTEMbl  Ha
NMPOTAXEHUN BCEro Cpoka rofHoCTu.

X CpoOK rogHoCTU JKCNpecc-CUCTEMbl AN BbIABNEHUA HAPKOTUUYECKMUX BELLECTB W afKOrons B C/HOHE
yenoseka - 24 Mecqua Cc gaTbl NPOU3BOACTBA.

Mo BOnpocam, KacCakwWMMCA Ka4deCTBa 3KCI'Ip€CC-CI/ICT€MbI 4NnAa BblABNEHUA HAPKOTUYECKUX BEWECTB U
a/ZIkorosa B C/IKOHE YE/IOBEKA, a TaKXe B C/llydae M3MEHEHUA aHa/IMTUYECKUX XapPaKTepPUCTUK 3Kcnpecc-
CUCTEMbI ONA BbIABIEHNA HAPKOTUYECKUX BELLECTB M a/IKOrond B C/IKOHE 4Ye/lI0BEKaA ClieayeTt 06pa|.IJ,aTbCF| K
YNONHOMOYEHHOMY NPEACTABUTENTKO NMPOUN3BOAUTENA!

000 «HUMAPMEAWNK MHOCx»:

125252, r. MockBa, yni. ABMaKOHCTpyKTOopa MukosHa, 4.12
Ten. (495) 741-49-89,

E-mail: info@neaimedic.ru

CMNMNCOK NCMONIb3YEMOW NNIMTEPATYPbI

1 MynuyaH E. n gp., «TecTbl AN BbIABNEHUA COAEPXAaHUA HAPKOTMYECKUX BELLEeCTB B C/IHOHE U KPOBWU:
CpaBHeHMWe XapakTepa W (hapmMako/iorMyeckoro BO3AeWCTBMA KOKaumHa». LleHTp wuccnefoBaHums
3aBucuMocTel, MexayHapogHas 3TafioHHad naHenb. HauWoHanbHbIA  WMHCTUTYT NO npobiemam
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/lMNepeBog C aHTINIACKOTO A3bIKOB Ha PYCCKWUI A3bIK/

3/10ynoTpebneHnsa HapKoTUKaMu. HauuoHanbHble MHCTUTYTHI 34paBooxpaHeHuns, bantumop, MapuneHg.
MpegctaBneHo B okTA6pe 1998 r. Ha cbe3ge MexgyHapoAHOW accoumaunn CyaebHbIX TOKCMKOOrOoB.
(Moolchan E, et al. Saliva and Plasma Testing for Drugs of Abuse: Comparison of the Disposition and
Pharmacological Effects of Cocaine. Addiction Research Center, IRP, NIDA, NIH, Baltimore, MD. As
presented at the SOFT-TIAFT meeting October 1998.)

2. Wpamm B. U gp., «HapkoTn4yeckue BeliecTBa B C/IKOHE 4YenoBeka: 0630p», «XXypHan aHanMTUYeCKOl
ToKcukonorum», 16 (1):1-9, 1992 r. (Schramm W., et al. Drugs of Abuse in Saliva: A Review. J Anal
Tox, 16(1): 1-9, 1992.)

3. Kum WN. n gp., «PapmakokMHeTnKa W (hapMakKOAMHAMMKa B XXWAKOCTAX C/OHbI M KPOBU rMocC/e
nepopanbHOro npuema KogenHar», XXypHan «KanHudeckasa xumus», 48 (9): 1486-96, 2002 r. (Kim 1, et al.
Plasma and oral fluid pharmacokinetics and pharmacodynamics after oral codeine administration. Clin
Chem,48 (9): 1486-96, 2002.)

4. KaH TW. n 26601 ®C., «AHann3 MeTajoHa W MPOMEXYTOUYHbIX MPOLYKTOB O6MEHa BeLlecTB B
O6MONOTNYECKUX XMUAKOCTAX C MOMOLLbID Fa30BOA Xpomarorpagmm u Macc-CneKTpoMeTpum»; «XKypHan
xpomaTorpauun», 231(2); 311-319, ceHtabps 1982 r. (Kang Gl and Abbott FS. Analysis of methadone
and metabolites in biological fluids with gas chromatography-mass spectrometry. J Chromatogr. 231(2);
311-319. Sept 1982.)

5. MakKappoH MM. un gp.,, «OnpegeneHne (QeHUUKNUAUHA B  C/AKOHE C  MOMOLLbLIO
pPagMoOMMMYHONOMYECKOro aHanmsa», «)KypHan aHanuTUYecKoi Tokcukonorum», 8 (5): 197-201, 1984 r.
(McCarron MM, et al. Detection of Phencyclidine Usage by Radioimmunoassay of Saliva. J Anal Tox. 8
(5): 197-201, 1984.)

CMMBOJIbl, HAHOCUMbIE HA ¥YTTAKOBKY MEANLUWMNHCKOIO U3OE/TNA

Ob6patnTech K OcTopoxHo! Obpatutech K
]a WHCTPYKLMUKN NO A WHCTPYKLMKN NO
NMPUMEHEHUIO NMPUMEHEHUIO
lot| Kog naptuu Mcnons3osaTh [0

MeanunHCKoe U3aenmne
ANt A 3anpeT Ha NOBTOPHOE

VD NS ANArHOCTUKMN WH
npUMeHeHmne
BUTPO
9~] He ncnonb3osatb npu
@ NoBpPeXAeHNM M1 M3roToBuTtenb
YMaKoBKU

[C TemnepaTypHbli CopepXnmoro ,CI,OC-TaTO'-IHO
T ANs MPOBEAEHNs N

fAmanasoH
KOMM4ecTBa TeCTOB
Mocne ncnonb3oBaHus
TECTOBOE YCTPOICTBO K PagnaynoHHas
yerp STERILE Anau
yNakKoBKY BbIGpPOCUTL B cTepuansauus
MYCOPOC6OPHUK
<MNoagnuce>
30T geH 26.06.2019 .
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LLiepeBog, C HUAEPNAHACKOTO, aHMMIACKOrO 1 (hpaHLY3CKOrO I3bIKOB Ha PyCCKUiA si3bIK1

13. feiicTBUTENEH A8 BCEX CTpaH /

[OeiicTBuTeneH Ans Bcex cTpaH/ [eiicTBUTeNeH Ans BCcex CTpaH

14. CTpaHuMLa NpefHasHayeHa A5 3anoHeHMs opraHamiy BblUAuL
nacnopta / CTpaHuLa npegHasHaueHa Ans 3anoHeHWs opraHamu
BblAaum nacnopta / CTpaHuLa npegHazHauyeHa Ans 3anosHeHus
opraHamu BblUauu macnopTa

s
n
0:
KOPOJIEBCTBO HNAEPNTAHAOB
Koponesctso HugepnaHgos / Koponesctso HuaepnaHaos
Tun/ Tun  Kog / Kog /Kog IpaxpaaHcTBO/ Homep nacnopra/ Homep nacnopta / Homep
IpaxpaHcTBo/ nacnopta
IpaxpaHcTBO
n / P NLD Hugepnanobl  NR53J65P1
3. damuunsa/ damunna/ damnans
Macriopt/ r
oBaepc
Macnopr
4. Nvena/ NvieHa / Vimena *,
Agpvanyc Matpuk
5. [lata poxaenns/ [lata poxaeHus /[lata poxaeHus
16 AEKABPA/AEKABPA 1969
n 6. MecTo poxaeHusa / MecTo poxgeHus /MecTo poxaeHns
M bprommeH
7. Mon /Non/ MNon (/MmuHas chotorpadwms]  Poct/ Poct /Poct
M/M 1,80 M
9. flata Bblgaun/ [lata Bblgauv /fjata Bblgaun [OeiictButeneH fo/ feiicTBUTENEH A0
03 OKTABPA/OKTABPA 2018 03 OKTABPA/OKTSABPA 2028
11- Moanuce/ Mognuck 12. OpraH Bblgauun /OpraH Bblgayn /OpraH Bblgayun
<Moanuck > MacnopTHbIl cToN 30TdeHa

P<blbOTOBAEPC<ALPNAHYC<<MATPMK<<<<<<<<<K<KILKKKLKKLKL
NR53J65P12NLD6912163M2810032129510117<1181<<<<<74
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LLéypenqn C HHY BHIKIOS B ARy QOHA/ISBO K

/NoroTun KoponeBckoro npogeccMoHanbHoro o6beuHeHUs HOTapuycos/

NH(popMaLMOHHO-NPOBEPOYHas cUCTEMA

JaHHble npoBepKn

CsefieHus DWR

Ne ne6butopa 101773
[Jarta otnpasKku 26.06.2019
Bpemsa oTnpasku 10:39

JaHHble 0 JOKYMEHTE

Tun JOKyMeHTa MacnopT HupepnaHgoB ANa Bble3fa rpaxjaHuHa 3a
rpaHuly, OBLLEEBPOMENCKOE ypoctoBepeHue
JIMYHOCTK
T CTpaHa BbLaum HupepnaHabl
Ne nOKyMeHTa NR53J65P1

Pe3ynbTaT NnpoBepkKn

CraTyc MpuKpenneHHbIi LOKYMEHT COOTBETCTBYET
3apermcTpMpoBaHHOMY

[Kpyrnas rep6osas penbedHas nevarb: M-H P.I. AE BUAAE * HOTAPUYC 3I0TOEHA]
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nepeBoYnK

Poccuiickaa ®depepauuns
Fopos MockBa
Bocbmoro uona fBe TbicAYW AeBATHaALaToro roja

A, BacunbeBa HKOnua BacunbeBHa, HoTapuyc ropofa MOCKBbI, CBULETENbLCTBYK ni
nognucu nepesogynka Jinunpgosa Tumypa Butanbesnuya.

Moanuce cpenaHa B MOeM MPUCYTCTBUN.

JInyHOCTL NoAnNucaBlIEro JOKYMEHT YCTaHOB/IeHa.

3apeructpupoBaHo B peecTpe: Ne 77/1875-H/77-2019-4-206.

B3bicKaHO rocyfapcTBeHHOM nownuHbl (no Tapudy): 100 py6. 00 KOH.
Ynui(asltecag>,(~a'saHne ycnyr npaBoBOro U Te.XHU4YeCKOro xapakTtepa: 200 py6. 00 k*
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A, BacunbeBa HOnus BacunbeBHa, HOTapuyc roposa MOCKBbI, CBUAETE/IbCTBYIO BEPHOCTb KOMuu C
npeacTaBNeHHOro MHE [JOKYyMeHTa.

3apernctpmnpoBaHo B peectpe: Ne 77/1875-H/77-2019-3-1218.

B3bickaHO rocygapcTtBeHHOM nownuHbl (no Tapudy): 340 py6. 00 kon.
YnnayeHo 3a okalaHue yCcnyr npaBOBOro M TeXHUYECKOoro xapakrtepa: 1700 py6. 00 kon.

.BacmnnbeBa

MpoLLHYpOBaHO, NMPOHYMEePOBaHO M CKPer/ieHo neyar nauaTh YeTbipe) NncTa.

K).I'3.BacunbeBa
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MPOLUHYPOBaHO, CKPEr/ieHO neyaTbto
36 (TpuauaTb LIECTb) JINCTOB

3amMecTuTeNb reHepasibHOro AnpeKTopa
Mo WHHOBALWOHHOW AeATe/IbHOCTU
N CTpaxuiLL4eCKOMY pa3BuUTUIO
PMBA Poccun



