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Material Safety Data Sheet

JOOMCITMANUFACTURER / IDENTIFICATION
Product identification: BOPET film

Recommended use: Metallizing & Printing & Lamination

2. COMPOSITION
Chemical characterisation: Polyester (up to 100%) CAS-No.: 25038-59-9
Form: film Odour: none Colour: transparent

The product does not contain any hazardous substances according to the EU Directives

1907/2006.

3. HAZARDS IDENTIFICATION
No specific danger is associated to the normal industrial utilisation of the product. However, it K
to be considered that plastic film left of the ground of working areas are slippery, and that during

converting of film rolls electrostatic discharges can be generated.

4. FIRST-AID MEASURES
Inhalation/ingeslioniConsidering the physical form of the product, inhalation and/or ingestion
are not likely to be possible during normal use.For inhalation of fumes,see Sect 5.

Skin Contact;In case of skin injuries due to melting material, seek medical assistance.

5. FIRE-FIGHTING MEASURES

Polyester film is not a flammable material, but it will burn if exposed to flames, giving off ham”
fumes that should not be inhaled. Molten droplets of polymer can be produced, which could igni
adjacent flammable and/or combustible materials.

Self-ignition temperature:> 400 “ C

Combustion products:By direct ignition the product bums with flames
and, in case of oxygen defect, also CO. The fire products are irrita

Decomposition products:In the growth stages of fires (particui

other products as hydrocarbons and aldehydes (acetaldehyde.

Recommended extinguishing media:water, foam
First aid:In case of the inhalation of fumes, the affected person si

air as soon as possible, kept warmand artificial respiration applied

atXenMon shou\d be ob\a\r\ed \wieb\a\e\y. ot c\o\bmg com\am\T\aled by moWen po\yTer

sYvo\i\bb e bteTuobeb cXeao 00Viu«XeT ur\b\ ooo\.
\t\case o\ ™M\ corVSWYALY we™M.ennmaeba\ S e \>ebeT\\.sbouVibe Te/eTTBI" 0T WNTNDO\A\E:

atenfen and undet no OTCumstencessW d anv aUemplbe made to pee\ toe soWdtoed po\u;ter

off tbe skin.
Hazchem code'. Not ava\\ab\e
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ACCIDENTAL RELEASE MEASURES
Aect the film in order to avoid possible slipping of personnel on the floor.
4SDS ZSD page lof 2
MSDS ZSD page 20f2

7. HANDLING AND STORAGE

The product does not present special safety requirements during handling and storage:
however, in order to maintain their properties and to ensure a good processability, the film sh
be stored avoiding high humidity and extreme temperature conditions. It is especially
recommended to avoid any moisture condensation. Do not exceed an ambient temperature o
* C and a relative humidity of 80%; protect the film rolls from sunlight direct exposure and do
place them nearby ovens, steam lines or other heat sources.

It Is also a good practice to remove the film from the store and transport it nearby the
converting equipment at least 24 hrs before its use. Unwinding, winding and passage of the fi
through nips and cover rollers will tend to generate a strong electrostatic charge of the web.
Static discharge devices should be properly positioned as such points to eliminate the charge
to prevent uncontrolled discharge from the web. This is particularly required in hazardous

atmospheres and to protect personnel handling the film.

8. EXPOSURE CONTROLS / PERSONAL PROTECTION

DURING NORMAL HANDLING PROTECTIVE GLOVES AND THE USUAL PROTECTIVE
EQUIPMENT ARE RECOMMENDED.

If there is any possibility of contacting molten film (e.g.: nearby the sealing bars or the heat€

rollers of packaging machines),heat protective gloves are recommended.

9. PHYSICAL AND CHEMICAL PROPERTIES
Relevant safety data

Change in physical state: Tested in accordance with:

Softening point: ca.165 ~ C

Density: (20“ C) ca. 1.40 g/cm3 DIN 53479
Bulk density: kg/m3

Vapour pressure: ( ° C) n.a. mbar
Viscosity; (“ C) n.a.

Solubility in water: ( ® C) Insoluble g/l
pH-value: (at g/H20) n.a.

g/l n.a. = not applicable

10. STABILITY AND REACTIVITY
The product is stable at normal handling and storage co
Hazardous decomposition products: not known

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



-hazardous reactions: none
i TOXICOLOGICAL INFORMATION
Not toxic.
iZ OTHER INFORMATION
I-F Statements are made due to latest state of our knowledge. They ffpduct with

regard to safety requirements, thus do not mean a guarantee for
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TexHn4yeckas MHCTPYKLUA No 6e30nacHOMY 06paleHNIo C XUMUYECKUM
i npogyktom (MSDS)
/1 TpousBoguTens ugenusa / naeHTnpukaumns

)AlneHTUUKauma  m3genna:  GuakcmanbHO-OPUEHTUPOBAHHAA  NJeHKa
‘nonuatunenTepedtanara (BOMET)

PekomeHayemoe MPUMEHEHNE! MeTannn3aunsa MNNEHKN, neyaral!
NTaMUHNpPoOBaHne

2. CocTaB
Xnmmyeckan xapaktepucTuka: nonmactep (100%)
Homep B peectpe CAS: 25038-59-9
dopma: nneHka
3danax: OTCYTCTBYeT
LLBeT: Npo3payHblii

[aHHbIA NPOAYKT HEe COAEPXWUT HUKAKUX OMacHbIX COeAWHEHWIA cornr
AnpekTuBe EBponerickoro cotosa 1907/2006.

3. OueHka onacHocTu

Mpu HOpMaNbHOM MPOMbILLINEHHOM WCMNOMb30BaHUN MNPOAYKTA He 06Hapys
cneundmnyeckoli onacHoctM. OpAHako cneayeT Y4uTbiBaTb, 4YTO NIACTUIO
MaeHKa, 0CTaB/ieHHast Ha MOBEPXHOCTM Pabounx 30H, SBASETCA CKOMb3KOM, a Tr
4YTOo npu paboTe C PynOHaAMM MNIEHKM MOFYT BO3HMKATb 3/71EKTPOCTAaTUUYO

paspsasabl.
4. Mepbl NepBoi oBpayYebHON NoMoLLU

BAabixaHue/nepopanbHblA  NpUeM: B 3aBUCUMOCTM OT  (DU3MYECKUX CBO
NpoayKTa BAbliXaHne u/unn nepopanbHbIA NPUEM MasioBEPOSITEH Mpu Hopman!
Mcnonb3oBaHUM m3genus. Mepbl NepBoit AoBpavye6bHOM MoMoLM Npu BAbIXN
napos CMOTPUTE B I, 5.

KOHTaKT C KOXeii: B Cnyyae MOBPEXAEHMS KOXM W3-3a MNaBNEHUA MaTep»
obpatuTech 3a MeAULLLLAKPIA MOMOLLbHO.

5. llpoTumB
lMneHka n3 n LHe aBndaeTca ne MaTepnanok
OHa MOXeT T +03/1e»™€1'BMM OT: bl, KOTOpbI
cnepyet BAbI?MN. Tpu ~ATopMun nne Xngkue K
nonumepa, Kotép~o9LU ®"N* Bocnname HOLLMECA U

roproyne matepuan”™l pacrnonoXxeHHble PALOM.
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[epaTypa camoBo3ropaHus: > 400 °C

[FOAYKTbl TOPeHus: npu MpsMOM BOCMJaMEHeHUU Wu3fenne ropuTt naame
Nefl.enaa HO, C02 u, B cnyyae KucnopogHoro femekrta, Takxke CO. [lMpogt
PEHNSA TOKCUYHbI U CMOCO6HbI BbI3BaTb pasfpaxKeHue.

/ TIpOAYKTbI PasnoXeHUs: Ha CTaAuax ycuneHus noxkapa (0Co6eHHO mexay 4
700 °C) moryT 06pa3oBbiBaTbCA fApYyrue NPoAyKTbl, TaKWe KaK YrneBoaopoj
anbaernabl (auetanbaerns, KPOTOHOBLIV anbaerua).

PekomMeHayeMble CpefCcTBa TyLLUEHUS noXapa: Boja, neHa.

MepBas MOMOLLb: B Cnyyae BAbiXaHWS NapoB, MOCTPajaBLUEro HaAo BbIBEET
CBEXMWIN BO3AYyX KakK MOXHO CcKopee, NO Mepe HeoOGXOAMMOCTU NpOB
WCKYCCTBEHHOe [biXaHue. HemefneHHo [OMXHa OblTb OKazaHa MeAWLMH
nomoulb. KoxXy wnu ofaexay, 3arpsi3HEHHYI pacniaBfeHHbIM  Noaume
cnefyeT NPOMbITb YNCTOW XONOAHON BOAOV A0 OXNaXKAEHUS.

B cnyyae KOHTaKTa KOXMW C pacniaBneHHbIM MaTepuanoM, nocTpagaBLinii gL
ObiTb HanmpaBfieH Ha HeMeANeHHY MeAULMHCKYH NOMOLLb, M HM Mpu K
06CTOATENbCTBAX HE CMEAYeT MbITaTbCs CHATb 3aTBEPAEBLUMIA NONUMEP C KOXN

Kof onacHbIX XMMWYECKNX TOBAPOB: HET AaHHbIX
6. Mepbl N0 yCTPaHEHWNIO NOCNEACTBUIA aBapUNHON YTEUKM
MneHkKy cnefyet cobpartb, YTOObI N36eXXaTb BO3MOXKHOE MafeHne rnepcoHana.
MSDS ZSD cTpaHuya 1ms 2
MSDS ZSD cTpaHuya 2 ns 2
7. O6palleHne 1 xpaHeHue

[na [JaHHOro NpofykTa He MmeeTca 0cobbiX TpeboBaHMI Mo 6e30MacHOCTH
obpaleHnn N XpaHeHUU; Of4HAaKO, AN COXPaHEHUA CBOWCTB M TEXHO/Ornye
XapaKTePUCTUK, NNEHKA He A0/KHA XPaHUTLCA B YC/IOBUSAX BbICOKOW BNaXHOE
3KCTpemanbHbIX Temnepatyp. OcobeHHO pekomMeHAayeTcd u3beratb KOHAeHa
Bnarn. TemnepaTypa OKpy)awulein cpedbl He [o/mkHa npesbiwaTts 40
OTHOCUTENbHYK BNAXHOCTb He [A0/KHa npesbiwatb 80%; 3aluuianTe pyr
MJIEHKN OT BO3AENCTBMA NPSAMbIX COTHEYHbIX NyYelr U He pasMellanTe ux pag
rneyamu, NaponpoBoAAMBUAAMN APYTUMWN UCTOYHMKAMW Tenna.

Takxe B cO >eKoMeHaye MIeHKy ene
TpaHcnopTupos A/ MHa no6nus
KOHBepTUpyr W " 0 01 He MeH Cnonb3oBa
Xopou i A

opoLlel MpakTUKoW Ta [feTca u3 marasmHa
TPaHCNOPTUPOBKA P'ALOMMO  LUBEPTUPYIOLLUM He MeHee ue
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[0 ee MCNonb30BaHUA. Pa3maTtbiBaHMe, HaMaTbiBaHWE W MPOXOX[

yepe3 3aXMMbl M MOKPbIBAKOLWME POAUKA OyayT Bbi3biBaTb CWAL

acTaTMyecKui 3apsag NONOTHa. YcTpoicTsa ans CH

acTaTMyecKoro 3apsfga [O/KHbl ObiTb pacrnonoXeHbl B onpegene!-

:ax Takum 06pa3omM, u4TOObI WCKIKUUTL  3apsg W npefoTepa

COHTPONMPYEMbIV pa3psf. ITO OCOBEHHO BaXXHO B OMACHbIX cpefax wu
3aWmMTbl MepcoHana, paboTaLero ¢ naeHKoi.

8. KOHTpO/b KOHTAKTOB / UHAMBUAYaNbHAs 3alinTa

nePnn PABOTE C W3OAEMMEM PEKOMEHAYETCA WCIOJ1b30B.
SAWLNTHBIE MEPYATKW N OBLLWE CPEACTBA 3ALWLNTHI.

Ecnun ecTb BEPOSTHOCTb KOHTaKTa C pacniaBfieHHON NieHKol (Hanpumep, psaa<
YNNOTHUTENIbHLIMW CTEPXHSMU UM HArpeTbIMI PONUKAMK YNaKOBOYHbIX Malll
PEKOMEH/YeTCs MCMO/b30BaTh TEMN03ALUTHbIE NEPUYATKN.

9. ®PU3NKO-XMMUNYECKNE CBOMCTBA
CooTBeTCTBYHOLMe NOKa3zaTenn 6e30nacHOCTU
P13MeHeHVe arperatHoro COCTOfAHNA: NPOBEPEHO B COOTBETCTBUMN C:
TemnepaTypa nnasneHnsa: Nnpuéan3nTensHo 165 ®C
MnotHocTk: (20 °C) npnénusntensHo 1,40 r/cm3 DIN 53479
O6bemMHas NI0THOCTb: Kr/m3
[asneHne napa: (°C) HeT AaHHbIX M6ap
BaskocTb: (°C)'HeT AaHHbIX
PactBopumMocTh B Boge: (°C) HepacTtsopum r/n
3HayeHue pH: (npun r/H20) HeT gaHHbIX
10. CTabunbHOCTb M peakuMoHHas CNOCOBHOCTb
MpofyKT cTabuieH Npy HOpMasbHbIX YCNOBUAX 0OpaLleHns U XpaHeHWs.
OnacHble NPOAYKTbI pa3NoXeHUa: HEU3BECTHO
OnacHble peakLnmn: HeT
11. NHdopm] oCcTH

He TOKCUYHO

12. Opyru!
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aas MHQopmauus npegocTaBfieHa C YYETOM MOCNEAHUX AAHHbIX
blBaeT MPOAYKT C y4yeToM TpeboBaHMI NO 6e30MacHOCTM W He
HTUeW onpefeneHHbIX XapaKTepucTuK.
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C @HIIMACKOr0 1 KN TaCKOro f3bIKOB Ha PYCCKMIA 3bIK

CEPTUPUKAT

CCPIT

(KnTaicknii coBeT No COAencTBUIO MesedyHapOAHOW TOProBne)

KuTaiickM COBETOM MO COAENCTBMIO MEXAYHAPOAHOM TOprose sBnsetcs Kutalickaa nanata MexayHapoAHOR TOpros/m
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Kutaiickuin CoBeT rno coagencTBnio MescayHapoaHON Toproee

KuTalickas Manata MesLYyHapoHOW TOProBaun

CEPTUDOUNKAT

Ne 203300B0O/008273

HACTOAWMM MOATBEPXAAETCH, UTO neuats komnaHun WKILUIAH OPVIEHT I'EH
BUOTEX KO., NTA, (ZHEJIANG ORIENT GENE BIOTECH CO., LTD.) Ha npunaraemMoii
TEXHUYECKOW WHCTPYKUMM MO  BE3OMACHOMY OBPALLEHNIO C
XUMUNYECKM TMNPOAYKTOM sBnseTca NOAAMHHOW. [Mpunaraemblii TEKCT YKazaHHOM
TEXHUYECKOW  UHCTPYKLMW Mo  BE3OMNACHOMY  OBPALLEHNKO C
XVUMWNYECKUM TMPOAYKTOM Ha pycckom A3brice ABNSETCA BEPHbIM MEPeBOAOM TEKCTa Ha
aHrIMACKOM A13blKe.

KnTtaickunii coBeT no cogencTteuio MexayHapoaHon Toproene
MeyaTb; Knutalicknini COBET MO COAENCTBUIO MEXAYHAPOAHOI TOprose
CEPTUO®UKALNA (12)

MoAnuch yNnosHOMOYEHHOTo nua: NnoanmMcaHo (YsHb YaH)
Jata: 20.08.2020 roga

B Mali T gna npoBepkun ceptudmkara: http://www.rzccpit.com/validate.html

O AueHkoArrHM 1w aeBHa, nepesena faHHbIA TEKCT C aHrMACKOro 1 KUTaiCKoro A3bIKoB
HapyCcCKuii  A3blIL, /
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Poccuiickas depnepauys
ropog Mocksa
MepBoro OKTAGPA [Be ThiCAYM ABaALATOro roga.

O ToHuaposa 3dnna [puropbesHa, HoTapuyc ropoga MOCKBbI,
noAnucy nepesofumnka AueHKo EBreHnn HuKonaesHb!.

Mognuck caenada B MOEM NPUCY TCTBUN.

JInuHocTb nognucasLLEro JOKYMeHT yCT aHoB/eHa.

3aperncTpuposaHo BpeecTpe: M 77/J33-H/77-2020-5-1
B3bICKaHO rocyapcTBeHHON NorumHbl (no Tapudy): 10
YnnayeHo 3a oKasaHue ycnyr NpaBoBoro U TeXHUYeCKoro

3.I'. loHyapoBa

Poccuiickaa Pef™auus
opon Mocksa
Matoro HosAAGps ABe ThiCAYU ABaALATOro roga

A, FoHuapoBa dnna MpUropbeBHa, HOTapuyc roposa MOCKBbI, CBUAETENbCTBY BEPHOCTb KOMUW C
NPEeACTaB/IEHHOTO MHE [OKyMeHTa.

BaHO B peecTpe: X®77/133-8/77-2020-5-540.

apCTBEHHOI nownuHbl (No Tapudyy): 120 py6. 00 Kom.
aHue ycnyr npaBoBOro 1 Tesau”cKoro xapakrepa: 600 py6. 00 kon.

3.I.l'oHyapoBa
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'hina Council for the Promotion of International Trade
China Chamber of International Commerce

TE fiS

CERTIFICATE S

203300B0/009370
mfiS, No.

THIS 1S TO CERTIFY THAT; the seal of ZHEJIANG ORIENT
GENE BIOTECH CO.,LTD. on the annexed INSTRUCTIONS FOR
USE ON MEDICAL PRODUCT 1s genuine, The attached Russian
version of the said INSTRUCTIONS 1is true to the English
text.

Cblnay™wc™M|{ e
of

A~

Authorized 2 A
_ Gao Yunfeig
Signature;

nilx 20207097170
(Date; Sep. 17, 2020)
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te of initial issue of instructions for use 07/06/2017

fOate ofthe last revision of the instructions for use 05.22.2020
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h Description of the medical device

171 Name of medical device

Test panel for the detection of drugs of abuse and their metabolites in urine

for in vitro diagnostics “Test-system DRUG CONTROL PANEL”.

It is acceptable to use the short name “Test-system DRUG CONTROL
PANEL”.

Execution Options:

1. Test panel for the detection of 13 drugs and their metabolites in the urine

by imrflunochromatographic method
In the composition of:

- A single use test panel for determining 13 types of drugs of abuse and their
metabolites: methamphetamine, amphetamine, cocaine, opiates,
methylenedioxymethamphetamine, barbiturates, phencyclidine, K2 (synthetic
cannabinoids), methadone, methylenedioxypyrovalerone, marijuana, pregabalin
and benzodiazepines according to parameters creatinine, pH, specific gravity - 25

pcs.
- Color chart to establish the fact of falsification - 2 pcs.
- Instructions for use - 1pc.

2. Test panel for the detection of 13 drugs and their metabolites in the urine

by immunochromatographic method
In the composition of:

- A single use test panel for determining 13 types of dra” of abu-fiMjheir
metabolites: methamphetamine, amphetamine, cocaine, 'opiates/

phencyclidine, methadone, methylenedioxypyrovalerone, T L, |u *’||**pW n,

& 000 LWHPMi (&1 INFO@CIRMIRU @ WWW.GOSZDRAVNADZORRU =) prRODUCT Test-panel fonthe detection of drugs of abuse and theirineta’ji«|ipyj3re for in vitro

diagnostics "Test-system DRUG CONTROL PANEL”



Zhejiang Orient Gene Biotech Co., Ltd

lienzodiazepines, cotinine and gabapentin with a strip to control falsification of

|wne, pH, specific gravity - 25 pcs.
J - Color chart to establish the fact of falsification - 2 pcs.
- Instructions for use -1 pc.

3. Test panel for the detection of 10 drugs and their metabolites in the urine

by immunochromatographic method
In the composition of:

- A single use test panel for determining 10 types of drugs of abuse and their
metabolites: methamphetamine, amphetamine, cocaine, opiates, barbiturates,
phencyclidine, methadone, methylenedioxypyrovalerone, marijuana and
benzodiazepines with a strip to control urine falsification according to creatinine,

pH, specific gravity - 25 pcs.
- Color chart to establish the fact of falsification - 2 pcs.

- Instructions for use - 1pc.

1.2 Purpose of the medical device

The test panel for detecting drugs of abuse and their metabolites in urine for
in vitro diagnostics “Test-system DRUG CONTROL PANEL” (hereinafter
referred to as the test panel, test system) is intended for high-quality simultaneous

determination of drugs of abuse and their metabolites.

Option 1 is intended to detect 13 types of drugs of abuse and their
metabolites: methamphetamine, amphetamine, cocuiyl,|*ag=""
methylenedioxymethamphetamine, barbiturates, phencyclidiiiep”* I~ M tic

cannabinoids), methadone, methylenedioxypyrovalerone, "Ejganq"pr*egabalm

and benzodiazepines control of falsification of urine according ‘to the'mlam

a y

parameters: specific gravity, pH, creatinine.
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Option 2 is intended to detect 13 types of drugs of abuse and their

:“bolites: methamphetamine, amphetamine, cocaine, opiates, barbiturates,

Mencyclidine, methadone, methylenedioxypyrovaleron, marijuana, pregabalin,

fcizodiazepines, cotinine and gabapentin in human urine, as well as to control

Asification main parameters: specific gravity, pH, creatinine.

0
'50 Option 3 is designed to detect 10 types of drugs of abuse and their

;abolites: methamphetamine, amphetamine, cocaine, opiates, barbiturates,

- I"encyclidine, methadone, methylenedioxypyrovalerone, marijuana and

-fl«?enzodiazepines in human urine, as well as to control the falsification of urine

Ji£icording to the main parameters: specific gravity, pH, creatinine.

-Functional purpose - drugs of abuse screening screening. Screening tests for

Various drugs in the urine range from simple immunochromatographic tests to

plex  analytical  procedures. The speed and  sensitivity of

cifcamunochromatographic tests ensure their widespread use in the analysis of urine
Swiss' the presence of various drugs. The test-system is a device for conducting
Inmunochromatographic analysis for the qualitative detection of substances,

. *5.1ithout the need for additional devices. Estimated cut-off concentrations and

W
'~ ibration markers for defined drugs are shown in Table 1

im

Table 1 - Estimated cut-off Concentrations and Calibrators

* _ Cut-off
8 Parameter Calibrator (ng/ml)
8 Amphetamine (AMP) d- Amphetamine 300
1 Barbiturates (BAR) Secobarbital ", 2000
4 Benzodiazepines (BZO) Oxazepam -
i Marijuana (THC) 11 nor-A9-THC-9-CppH"A**";!
Methamphetamine (MET) d-Methamphetamihe m [dQOI
Opiates (OPI) Morphine m 2000
Benzoylecgonin' % A

Cocaine (COC)
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X Methadone (MTD) Methadone 200

1 Methylenedioxypyrovalerone 3,4- Methylenedioxypyrovalerone 500

1 (MDPV)
1 Synthetic cannabinoids (K2) JWH-073/JWH-018 S0
f Phencyclidine (PGP) Phencyclidine 25
: : D,L-3,4-
%Methylenedl(()l\ﬁérrlzjff mphetamine Methylenedioxymethamphetamine 500
(MDMA)
Pregabalin (PGB) Pregabalin 500
Cotinine (COT) Cotinine 100
Gabapentin (GAB) Gabapentin 3750

The test-system is an immunochromatographic rapid analysis for the
qualitative preliminary detection of any combination of drugs in a sample of
human urine. Each test uses monoclonal antibodies to selectively detect elevated

urine levels.

The test-system can be used as a preliminary analysis method. Subsequent
analysis is required with a confirmatory method. Gas chromatography / mass

spectrometry (GC / MS) is the preferred confirmatory method of analysis
Specific pathology, condition or risk factor:

The test system is used to detect narcotic substances and their metabolites in
the urine and can be used in examination of schoolchildren and students,
employees in the public service, employees of hazardous and harmful industries,
during pre-trip and pre-shift examinations in transport, during medical
examinations of athletes, during a medical examination and in other cases where

the result of this test is necessary.

Type of sample to be analyzed: *
: ['.] V'"nm 'ﬂ'/e{
- freshly collected urine stored at a temperature of 18 to 2l5°c up tp™ hour”;
M
Vo \

- urine stored in the refrigerator at a temperature of 2 to 8°G.u*to48
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- frozen urine stored at a temperature of minus 20 to minus 30 ° C for up to

Pe days. No more than two freeze / thaw cycles are allowed.

The analysis results are not affected by the population and demographic

faspects.

The test panel is also equipped with a test strip to determine falsification of

the sample.

Test strips for detecting the fact of falsification of a urine sample contain
chemically treated surfaces with a reagent. A color change on the strip indicates a
semi-quantitative determination of the specific gravity, pH, creatinine in human
urine, which allows you to establish the authenticity of a urine sample when

compared with color tables.

Falsification is a fake or spoilage of the analyzed sample in order to distort
the research results. The use of counterfeit substances can lead to false negative
results, which may be due to both their interaction with the test system and the
destruction of the analyzed narcotic substance in the urine. False negative results
may also be due to sample dilution. Determination of specific gravity, pH, and
creatinine in urine allows us to establish the fact of using falsifying substances and

/ or diluting the sample.

Specific Gravity (SG): the determination of this parameter is carried out to
establish the fact of dilution of the sample. Normal range for specific gravity is
1.003-1.030. Values of specific gravity less than 1.003 and more than 1.030
may indicate falsification or dilution of a urine sample. Elevated levels of protein
in the urine can lead to abnormally high specific gravity values. o

pH: the detection of acidic or alkaline adulterating ,siibs”pdes“an*d™
Normal pH values are from 4.0 to 9.0. Values Ie"; wan.4s’j"and mage

than 9.0 may indicate that the urine sample has been spoiled of diluted;
N:*

I V- 42»

wij.
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Creatinine (CREA): Creatinine levels can be used to establish urine dilution,
creatinine indicates dilution of a urine sample. The normal creatinine level is

1:4-17.7 mmol / day. In rare cases, such as some kidney diseases, urine may be

iluted.

1.3 Scope and potential users

Scope: clinical laboratory diagnostics. The test system is intended for use in
a laboratory of a medical institution for rapid analysis to detect narcotic substances

| and their metabolites in human urine.

Potential user: laboratory specialist with a higher medical education, as

well as-a laboratory assistant with a secondary specialized medical education.
For in vitro diagnostic use only.

The test system is intended for single use.

1.4 Indications and contraindications for the use of a medical device

Indications: ldentification of drugs of abuse and their metabolites in human

urine.

Contraindications: There are no contraindications within the scope

established by the manufacturer.

1.5. Description of target analytes
1.5.1. Amphetamines (AMP):

Amphetamines belong to the category of potent d*renom i”ticj*"p used

for therapeutic purposes. By the chemical composition,Airtohetamipe:)§?§// to
an'y.
the human natural catecholamines: adrenaline and norepinej*me."'1Ji|™4 of
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phetamine lead to increased excitation of the central nervous system and cause a

Ee of euphoria and increased alertness, reduce appetite and cause a feeling of
‘reased energy and strength. The cardiovascular response to amphetamines
fiicludes increased blood pressure and cardiac arrhythmias. More acute reactions
fare 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

3 drug from the body is 4-24 hours. About 30% of amphetamines are excreted in the
I urine in an unchanged form with the remains of hydroxylation products and

deamidated derivatives.

1.5.2 Barbiturates B2R):

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.
1.5.3 Benzodiazepines (BX):

Benzodiazepines are medications often prescribed for the symptomatic
treatment of anxiety and sleep disorders. They act through s*j.fr,,pg”~tors using
gamma-aminobutyric acid (GABA). Being safer
benzodiazepines have replaced barbiturates in the treat”e”t of.anxiet™ disorders
and sleep disorders. Benzodiazepines are also used as sedatives befbre surgical and

medical procedures and for the treatment of epilepsy and alcohol withdra™L

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



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

3-7 days.

1.5.4 Cocaine (0C):

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).
1.5.5 Synthetic cannabinoids (K2):

Synthetic marijuana or K2 are natural or chemically synthesized
psychoactive substances, the effect of which is similar to that of marijuana. The

most famous trade names are “K2” and *“Spice”, both of..*hi®IFevUsed to

B

summarize the synthetic analogues of Marijuana. Studies su”gek thafinlp
caused by the use of synthetic marijuana causes achte1; psybboses, worsens
psychological stability, and can also cause chronic mentafidisqrders.in sus”®

people, for example, people who have a mentally ill famil™". A "W-idei'*nety of
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athetic cannabinoids are used, most often cannabicyclohexanol, JWH-018, JWH-

F3 or HU-210. As of March 1, 2011, five cannabinoids: JWH-018, JWH-073, CP-
K7, JWH-200 and cannabicyclohexanol are illegal in the United States due to the
Ifect that these substances can potentially be very harmful, and therefore pose a

[
I direct threat to public safety.

1.5.6 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 of the drug, was to compress the jaws.

1.5.7 Synthetac Cathinones (MDPV):

H 4< r A .

M ethylenedioxypyrovalerone is a psychoactive substh'pcb vyith .stirnulating
properties, acts as an inhibitor of norepinephrine reupfake of dopamihe.
Tachycardia and hypertension lasts from 3 to 4 hours, mild ynlulation from bfto 8

hours.
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Bath salts, one of the types of designer drugs, also known as "fertilizers for

mts" or "substances for research", are the leaders in sales in stores, on the
liemet, and at other points of distribution of narcotic substances. Designer drugs
8save been developed in recent years to circumvent legislation and drug testing
'flagencies, and are touted as legal. The technical term “bath salts” refers to synthetic
/ cathinones. Synthetic cathinones are a synthetic, concentrated version of the
| stimulant contained in Kate. Kat is a plant that is cultivated and used in East Africa
A and the Middle East, has a stimulating effect and is quite dangerous. White crystals
of the narcotic substance resemble legal bath salts, which is why the name “bath
salts” appeared. In 2009 and 2010, the abuse of synthetic cathinones increased
significantly, initially in the United Kingdom and the rest of Europe, and then in

the United States and Canada.

Established as one of the main ingredients of bath salts,
methylenedioxypyrovalerone, among other synthetic stimulants such as
mephedrone, methylone, butylone and methedrone, appeared around 2004, when it
was popularized as a club drug, often used in combination with alcohol. GHB,
cannabis, and other drugs to achieve the desired effects, such as euphoria,
increased attention, sociability, and sexual arousal. There are currently no

prescriptions for the use of synthetic stimulants.

Although synthetic stimulants affect consumers like amphetamines, ecstasy
and cocaine, reports of aggression, tachycardia, paranoia and suicide suggest that
synthetic cathinones may be more toxic. These negative effects have led to an
increase in the number of ambulance calls and hospital admissions, severe
psychotic and violent episodes, injuries inflicted on oneself, suicides and an
increase in deaths associated with abuse. The United Statest-*Qi*Wil*~| Service
and the National Narcotics Control Service issued a doc”unient™dn;!")™  of
narcotic substances, which provides information on government emergencw”ooms.

In October 2011, the U.S. Drug Enforcement Administraticit®announ&”"ban on
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isylenedioxypyrovaleron, methylone, and mephedrone, making detection of

substances more important than ever.

>8Methamphetamine (VET):

Methamphetamine is an addictive stimulant that intensely stimulates certain

brain systems. The chemical composition of methamphetamine is very similar to

| amphetamine, but the effect of methamphetamine on the central nervous system is
much stronger. Methamphetamine produced in illegal laboratories is very addictive.
The drug is taken orally by injection or inhalation. High doses lead to increased
excitation of the central nervous system and cause a state of euphoria and increased
alertness, reduce appetite and cause a feeling of increased energy and strength. The
cardiovascular response to methamphetamine includes increased blood pressure
and cardiac arrhythmias. More acute reactions include the appearance of anxiety

disorders, paranoia, hallucinations, psychotic behavior, depression and exhaustion.

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

level of the urine.

1.5.9Methadone (MID):

Methadone is a long-acting painkiller, the effect of which lasts from twelve
to forty-eight hours. Methadone relieves consumers of the”§ft€s” ;A ed with
finding illegal heroin, the dangers of injections and Toop8\Y w” causemW”ost
opiates. Long-term use of methadone in large doses [cp”leaa|in” 5/e™[long
withdrawal symptoms. Compared to other opiates, when" N MtMSaMv
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x| from a week to ten days, the withdrawal period for methadone users can be

"‘weeks.
».J0Opiates ((PI):

Opiates include any drug derived from opium poppy, including natural
. Substances, morphine and codeine, and semi-synthetic drugs such as heroin. An

; opioid is a more generic name that refers to any drug that acts on opioid receptors.

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

few days after taking a dose of opiates.
1.5.11 Phencyclidine (CP):

Phencyclidine, also known as PCP, is a hallucinogen that was first used in
the 1950s as an anesthetic for surgical interventions. PCP was withdrawn from use
because patients using the substance were raving and hallucinating. Phencyclidine
Is used in the form of powders, capsules and tablets. The powder can be consumed
by inhalation or smoking after mixing with marijuana or herbal impurities.
Phencyclidine is most commonly used by inhalation, but can also be used
intravenously, intranasally, and orally. After taking small doses, mental and
abilities are accelerated, the receiver thinks and acts quickly, aj nso‘exp’eriences
mood swings from euphoria to depression, Self-mutilatiom/—\,il pe*of tne'most
dangerous effects of phencyclidine. PCP is excreted in the |injieAinMahged
4% to 19%) and in the form of conjugates (from 25% to 30°"j,>jwth“a;baM  of
12 hours.
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12 Marijuana (THO):

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

snnabinoids (marijuana).

If you smoke or take orally, it causes a state of euphoria. Consumers have a

I weakened memory and slow comprehension. They may also experience short-term
confusion and fear. Long-term use of large doses can lead to behavioral disorders.
The peak effect when smoking marijuana is manifested in 20-30 minutes and lasts
90-120 minutes after smoking one cigarette. An increased level of metabolism in
the urine is observed during the exposure time and can be detected within 3-10
days after smoking. The main metabolite excreted in urine is 1l1-nor- [19 -

tetrahydrocannabinol - 9-carboxylic acid (A9 - THC-COOH).

1.5.13 Pregabalin (PGB)

Pregabalin, also known as (3-isobutyl-y-aminobutyric acid (beta-isobutyl-
GABA), is a medicine used to treat epilepsy, neuropathic pain, fiboromyalgia, and
generalized anxiety disorder. Common side effects include: drowsiness, confusion,
memory problems, poor coordination, dry mouth, vision problems, and weight gain.
Potentially serious side effects include angioedema, drug abuse, and an increased
risk of suicide. Pregabalin is removed from systemic circulation mainly by renal
excretion in the form of an unchanged drug. The mean elimination half-life of

pregabalin is 6.3 hours.

1.5.14 Cotiinine (COT)

An alkaloid found in tobacco and, moreover, being a
The word cotinine is an anagram of the word nicotine. \Js"ks% I1*mark”r %r
exposure to tobacco smoke. Like nicotine (but to a much 1b”gl™;|"enl), cp

binds, activates and decreases the sensitivity of nicotinic
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Meptors, has nootropic and antipsychotic effects. In vivo, the half-life of cotinine

A approximately 20 hours; it is usually detected within a few days (up to a week)
|fter tobacco use. The level of cotinine in the blood is proportional to the amount
exposure to tobacco smoke, so it is a valuable indicator of the effects of tobacco
smoke on the body (including with second-hand smoke). The population
characteristics of hepatic enzymes may also play a role in the rate of cotinine
. metabolism. The cotinine test is an objective quantitative assessment, more reliable
than the history of smoking or counting cigarettes smoked per day. Cotinine also

allows you to evaluate exposure to second-hand smoke.
1.5.15 Gabapentin (GAB)

The drug is an anticonvulsant (antiepileptic drug) used to treat epilepsy, as
well as neuropathic pain. The structure is similar to GABA, however, its
mechanism of action is not associated with a direct effect on the GABA receptors
and is not fully understood. Pharmacological action - analgesic, anticonvulsant.
Prevents the occurrence of epileptic seizures during the induction of seizures by
maximum electroshock and pentylenetetrazole in mice and rats, as well as in other
preclinical models (for example, lines with genetically determined epilepsy, etc.).
The relevance of these models in epilepsy in humans has not been established. In
some areas, Gabapentin belongs to the list of controlled medications; cases of
Gabapentin for recreational use are mentioned. Tolerance an”., M/ thdrawal
wmptoms are common in individuals for whom gabapentip®
therapeutic purposes, and in individuals using it for “edfeation™ phi®\/s.
Withdrawal symptoms usually appear over a period of 12I'hJ)Vrfto ? day)ia|W

Stopping gabapentin. J't

vy
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Prirciple of operation of a medical device

The test system for detecting several types of drugs of abuse in the urine is
p immunochromatographic analysis based on the principle of competitive binding.
IXarcotic substances that can be detected in a urine sample compete with their

conjugates for binding sites on specific antibodies.

| During the test, a urine sample rises up under the action of capillary force. If
the concentration of the drug in the urine sample is below a cut-off value, it does
not saturate the binding sites of a specific antibody. After that, the antibody reacts
with the drug-protein conjugate, and a colored line appears in the zone of the test
line of the strip for determining this drug. The presence of a drug in a
concentration exceeding the threshold value of determination leads to saturation of

all antibody binding sites, while a colored line is not formed in the test line zone.

A drug-positive urine sample does not form a color line in the test area of

the strip due to drug competition for binding sites, while a drug-negative urine
sample forms a line in the test area due to lack of competition. A colored line is
always displayed in the control area, performing the function of procedural control
and indicating the addition of a sufficient volume of the sample and uniform

spreading across the membrane.

A B D

Figure 1- Principle of operation of a test strii
o _ _ iHG 0,
As shown in Figure 1, sample (A) migrates using the

membrane to react with the color conjugate (B). Drugs pr”efiUft the eMelow
the cut-off concentration will not saturate the binding regions ofsp U "ifii”
conjugated with gold and will not form a colored antigeﬁ-ai’\i’\'b4"“,"e"’\" ©).
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ribodies conjugated to gold are then captured by the immobilized specific
Fjugate of the drug, and form a visible red line, which indicates a negative result
)). If the test strip is not formed in the corresponding test area, this indicates a
isitive result and that the level of the drug in the test sample is higher than the test

| cut-off level.

In the region of the membrane control line, immobilized reagents capture a
color conjugate regardless of the presence of drugs in the test sample. The resulting

visible red line (E) confirms that the analysis is proceeding correctly.

The falsification test strip contains three chemically treated areas with
indicators. When the strip is immersed to establish the fact of falsification in the
urine, the liquid rises under the action of capillary forces. In areas where the
indicators are applied, a reaction occurs in contact with urine, after which the color
of the indicator changes. Interpretation of the results is carried out by comparing
the color of the strip in the areas of application of indicators with a color table.
Comparison of the colors of the strip with the color table allows a semi-
quantitative determination of creatinine, pH and specific gravity of human urine,

which can help assess the authenticity of a urine sample.

3 Characteristics of medical device
3.1. Tednical daracteristics of medical device

Overall dimensions of the test panel with a cover: length”(92.0 £ 1.0) mm,
width (46.0 = 1.0) mm, thickness (7.0 £ 0.3) mm. The mass'6|TMedt|"ganel with a
N ]

cover (14 + 10%) g. I/ N DvnRA
m\/ «cr\

i
The test panel of Option 1 contains 13 test é){fjlbs fpf detectin”narcotic

substances and their metabolites and 1 test strip for dgfi**l|in”®;**mcation of

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



Zhejiang Orient Gene Biotech Co., Ltd

Types of test strips for detecting drugs of abuse and their metabolites used in

‘test system of option 1
- test strip for detecting AMP;
- test strip for detecting BAR,
- test strip for detecting BZO;
- test strip for detecting THC;
- test strip for MET detection;
- test strip for detecting OPI;
- test strip for COC detection;
- test strip for detecting MTD,;
- test strip for detecting MDPV;
- test strip for detecting K2;
- test strip for PCP detection;
- test strip for MDMA detection;
- test strip for PGB detection.

The test system of Option 2 contains 13 test strips for de”§jqf|"i*rugs of

abuse and their metabolites and 1 test strip for controlling falSiT*MSi'-S”fe”
‘ ['oV A

Types of test strips for detecting drugs of abuse and their me|41/1lites”edMiin, &

test system of option 2: vid 4
- test strip for detecting AMP
- test strip for detecting BAR;
- test strip for detecting BZO;

- test strip for detecting THC,
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test strip for MET detection;
- test strip for detecting OPI,
- test strip for COC detection;
- test strip for detecting MTD;
test strip for detecting MDPV;
test strip for the detection of COT;
test strip for PCP detection;
- test strip for detecting GAB;
test strip for PGB detection.

Test system of embodiment 3 contains 10 test strips for detecting narcotic
substances and their metabolites and 1 test strip for controlling falsification of
urine. Types of test strips for detecting narcotic substances and their metabolites

used in the test system of embodiment 3:
- test strip for detecting AMP;
test strip for detecting BAR,;
- test strip for detecting BZO;
- test strip for detecting THC;
test strip for MET detection;
test strip for detecting OPI,
test strip for COC detection;
test strip for detecting MTD;
- test strip for detecting MDPV;

m \ P«
- test strip for PCP detection. woApr Wary Im
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|  The structure of the test strip for the detection of narcotic substances and

I"ir metabolites is shown in Figure 2:
J1 - Substrate of the sample zone
B - Substrate of the conjugate deposition zone
C - Nitrocellulose membrane
D - Absorbent plate
E - Lower substrate

Reagents, used in production of the test-system are listed in Appendix A.

Figure 2 - The structure ofthe test strip for the detection of narcotic substances and

their metabolites
32. Aalytical sssrtivity

The cut-off values of drugs of abuse and their metabolites in urine are

presented in table 1

Urine samples were distributed equally depending on the concentrations: cut-off
value -50%, cut-off value -25%, cut-off value, cut-off value + 25%;LLI|b>XX"alne +
b0%. Samples were analyzed using test systems from thre™ d ife by
three specialists. At a concentration cut-off value of +.;25% and;a "~ nly

positive results were obtained, at a concentration cut-off valye of-25% "' fow,

exclusively negative results were obtained for methampheti% ~ ~ Line!

AiSTSIICNONS POR IISF NN
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Aine, opiates, methylenedioxymethamphetamine, barbiturates, phencyclidine,
Athetic  cannabinoids, methadone, methylenedioxypyrolerone, marijuana,
~egabalin, benzodiazepines, cotinine and gabapentin. The results are presented in

Appendix B.
/ 33. Aalytiical secificity

The list of components that are detected in the urine with the use of the test system
after 5 minutes, and the concentrations of these components at which they are

detected are given in Appendix C.

3.4. Oross+eectivity

y'f
The aim of the study was to determine the cross-reactivity of the test with
substances in urine that does not contain analyte or in urine containing narcotic
substances: amphetamine, barbiturates, benzodiazepine, cocaine, synthetic
& cannabinoids, methylenedioxymethamphetamine, methylenedioxypyrovaleron,
T methamphetamine, methadone, opiates, phencyclidine, cotinine, gabapentin.
Appendix D lists substances that did not show cross-reactivity when conducting

die test using a test system at a concentration of 100 pg / ml.

14/ %

A 35 Accuracy
LV.; 80 positive urine samples and 20 negative urine samples wer**alyzed by
GC-MS and test systems to detect drugs of abuse. Each analysis. by

diree specialists. Samples were divided into 5 groups according”*to”*concentrati”||s:

sAiihout narcotic substance, 50% of the cut-off value, 75% of the Cffi-Off-yiE|
125% of the cut-off value, 150% of the cut-off value. The i™u;li*alll L BA

Appendix E. 21°01
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.ondition for safe use and precautions

m\M jseiiysis possesses a risk of infection. When working with biological
/naiesr”fer materials of biological origin), personal protective equipment, such as

2: glasses, should be used.
N potential risk of use for the test-system - class 2a.
* The test panel is intended for in vitro diagnostic use only.
All components of the test panel in the used concentrations are non-toxic.
The test panel is for single use only. Reuse is excluded.
Before working with a medical device, read the instructions for use.

* Open the package immediately before use. Do not use the test panel with

visible damage or damaged packaging.
Keep away from children.
Do not use after the expiration date.

* Do not use the test panel if the transportation and storage conditions are not

observed according to the instructions.

» For professional use in clinical laboratories, all test specimens are
considered potentially hazardous and should be handled in the same way as
infectious agents. The operator working with the test system must be wearing
protective gloves (medical or other protective gloves may be used - are not
included in the package), which protect against contact with

to prevent urine from getting on the skin of the hands and pp&l
’S 1

AT
* For professional use in clinical laboratories after Analysis, XX cdmpo'Rfents
of the test panel must be disposed of in accordance with the’consent TdgMatton of

the Russian Federation at the time of disposal. The used colleclbmiilA'™*cotalner
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mg to c'ass B - epidemiologically hazardous waste - and require appropriate
t

[caiit™' 'nben disposing of them.
F'e lest panel cannot be maintained or repaired.

f » There are no contraindications within the scope established by the

turer

The test system contains materials of animal origin. In the manufacture of

test system, materials of animal origin are used, namely goat antibodies,
lionoclonal mouse antibodies, rabbit IgG. The materials are non-toxic, non-
' poisonous and not in direct contact with the human body. The materials are not a
pharmacological substance or drug. Processing, preservation, testing and
processing of tissues, cells and substances of animal origin are performed 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 had passed
veterinary control and were monitored, taking into account the intended use of

these tissues.
5 Equipment and materials not sugplied inthe test sy™m
necessary for analysis

- Timer;

- Container for a sample of urine;
- Single use medical gloves;

- Laboratory centrifuge;

- Refrigerator 2 - 4°C

- Freezer minus 20°C - minus 30°C
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Sscrv-C wipes (optional),

10 be analyzed

r~e test system is designed for use with urine samples.

\ urine sample should be collected in a clean and dry container. Urine

mcied at any time of the day can be used.

Urine samples with visible sediments are centrifuged for 10 minutes, at an
" jeeeieration of 1500 g (rounds per minute), filter or settle until a clear supernatant

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 Quidelines for 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 test systemoTOckaging™yVW\*
inspection.

Do not use the product if the packaging is damaged or poprE~i~-
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I' The test system, if stored at a temperature of 2 to 8 ° C, must be maintained
temperature from 18 to 25 ° C for at least 10 minutes before analysis. The
ts}stem, in the case of storage at a temperature of from 8 to 18 ° C, before
S$1Sshould be maintained at room temperature from 18 to 25 ° C for at least 5
5. In the case of storage of the test system at a temperature of 25 to 30 ° C,

\sis can begin immediately.

Open the individual packaging of the test system immediately before the

:Sudy.

1 Remove the test system from its sealed packaging and use it as soon as

possible.

-After opening the individual sealed packaging of the test system, the
analysis should be carried out no later than 5 minutes provided that the room

temperature is from 18 to 25 ° C.

2. Label the test system with the name of the patient or other control

identifier. Remove the cover from the test system.

3. Immerse the absorbent surface of the test strips in the urine sample for 10-
15 seconds (Figure 3). The urine sample should not come in contact with the

plastic surface of the test system.

4. Replace cover and place test system on a flat, clean, non-absorbent

surface.

5. Check the results of the analysis for the authenticity of the biological
object 2 minutes after the start of the study. To do this, compare””*e”locs on the
strlp for determining authenticity with the attached color.;tab|™ (Figdre 4) to
establlsh the fact of falsification. If falsification or spoilage |1&3establlshed from the
results, further investigation should be discontinued, autb™‘flcation shphld'lbe

carried out again, or a new urine sample should be taken.
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ffcierpret the results of the drug test 5 minutes after the start of the analysis.
| INTERPRETE THE RESULTS LATER 5 MINUTES AFTER THE

I"TNG OF THE ANALYSIS

Figure 3 - The analysis

Abnormal
Parameter Normal
ad wy W N H B B
4.0 6.0 7.0 0.0 2.0 3.0 9.0 12.0
E B n
Gravity 1,005 Lo1s 1,025 1.000 31.035
Creatmine .
20 mg'dl too mgi'dl 0 mga 10 ms-dl

Figure 4 - Color table for interpreting the results of falsification tests

8 Interpretation of the reaults

8.1. Test reaults for detecting drugs of abuse

Positive: One red bar in the control zone (C) (Figure 5|;|Neere js*no lire¥™"
H.| XK
the test zone (T). A positive test result indicates that the”~centi*tiop ,of;™

drug is above the detection limit. i

, *ner Jla
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five: Two bands. One red line is in the control zone (C), another red or
line is in the test zone (T) (Figure 6). A negative test result indicates

it the concentration of the drug is below the detection limit.

ATTENTION; The hue of the red line in the test zone (T) varies, however,
the result is considered negative even if a pale pink streak appears in the test

Z0ne.

Invalid: The line does not appear in the control zone (Figure 7). The results
of any test that did not give a control band at the indicated read time should
be discarded. The most common causes of this result are an insufficient
volume of a urine sample or a violation of the analysis procedure. Carry out
the study again using another test system, following the instructions. If the
problem persists, immediately stop using the test system and contact the

authorized representative of the manufacturer in the Russian Federation.

C
C T
T
Figure 6 - Negative

Figure 7 —nvalid result
result

Figure 5- Positive result

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 m
the test area should be considered negative. Please note that this is only a

qualitative test and cannot be used for quantification.

Caution; The color or width of the strip does not bear a diagnoMaky; M

A positive result obtained by analysis with a preliminai*AAA
does not always indicate that the patient has abused drugs, a.m 4 neg”fe jjsulu
does not always indicate the opposite. There are a number of fa<

the reliability of drug tests. —
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f fmportant: The results obtained in the study of these test systems are
linary. After the analysis, a urine sample should be sent to the laboratory for
tsis using a confirmatory method. Gas chromatography with mass
rometry (GC / MS) is the preferred confirmatory method. All samples

nving positive results should be sent to the laboratory for further research.
What is a false positive result?

A false positive result is a case in which a substance is incorrectly detected
by a test system to detect several types of narcotic substances in urine. The most
common cause of false positives is cross-reactivity. Certain foods, medications,

and nutritional supplements can cause false positives.
What is a false negative result?

A false negative result means that the urine sample contains a narcotic
substance, however, it was not detected by the test system to detect several types of
narcotic substances in the urine. Dilution or falsification of a urine sample may

result in a false negative result.

8.2. Test results for establishing adulteration

Test strips for detecting an act of falsification of a urine sample contain
chemically treated surfaces with a reagent. A color change on the strip indicates a
semi-quantitative determination of the specific gravity, pH, creatinine in human
urine, which allows you to establish the authenticity of a urine sample when
compared with the color table. To interpret the results, use the color table (Figure

4), which is part of the test system.

\roe A AXAN
NOTE. Test strips for detecting an act of falsification of a uripe sat A

designed to identify samples with deviations from the norm(/JA theZ-mia™

parameters; creatinine, pH, specific gravity.
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f Specific Density (SG): the determination of this parameter is carried out to
;h the fact of breeding the sample. The rate of specific gravity is 1.003-
Values of specific gravity less than 1.003 and more than 1.030 may

I"te falsification or dilution of a urine sample. Elevated levels of protein in the

<can lead to abnormally high specific gravity values.

pH: the detection of acidic or alkaline falsifying substances in urine. Normal
values are from 4.0 to 9.0. Values less than 4.0 and more than 9.0

may indicate that the urine sample has been spoiled or diluted.

Creatinine (CRE): Creatinine levels can be used to establish urine dilution.
Low creatinine indicates dilution of a urine sample. The normal creatinine level is

4.4-17.7 mmol / day. In rare cases, in some kidney diseases, urine may be diluted.
9 Quality control

The analysis includes an internal control procedure. The colored line that appears
in the control area (C) is a positive internal control of the procedure, confirming a

sufficient sample volume and the correctness of the execution procedure.

Calibration control samples are not supplied with this kit; however, according to
the Good Laboratory Practice standard, it is recommended that an analysis of the
positive and negative controls be performed to confirm the analysis procedure and

verify the correctness of the test results.

10 Limitations of use

The test system is intended for in vitro laboratory diagno|*"i_
only be usad for the qualitative determination of drugs.

The test system is intended for analysis only using human  LLE. A

The test system is intended for single use only. n'lo:
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positive result from any of the tests indicates only the presence of the drug
JIte and does not establish the degree of intoxication.

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

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

11 Estimation of probable events

Evaluation of probable events, as a result of which negative consequences
for the human body can occur: when used for their intended purpose and following
the above precautions, the test systems are safe.

Assessment of probable events resulting in negative consequences for the
environment: when used for their intended purpose and following the above
precautions, the test systems are safe and not a source of environmental pollution.

The materials from which the test systems are made do not have the ability
to form toxic compounds in air and wastewater in the presence of other substances
at ambient temperature.

There is no potential risk of fire or explosion when used for its intended
purpose and when observing the above precautions.

12 Condrtions of use, storage and transportation
12.1. Condrtions of use

The test panel must be in sealed packaging until the moment of analysis. Do
not use after expiration date.

After opening the package, the test system should be used in*.“mutes at
room temperature from 18to 25 ° C.

The test system, if stored at a temperature of 2 to 8 ° C, m»st be maintained
at room temperature from 18 to 25 ° C for at least 10 minutesib,gfore analysis. The
test system, in the case of storage at a temperature of from\&Jtp 18° C,. before
analysis should be maintained at room temperature from 18 to A
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the case of storage of the test system at a temperature of 25 to 30 ° C,
|« begin immediately.

«shiain reliable results, strict adherence to the Instructions for Use is

Condrtions of storage

Siore in a sealed package at room temperature or in a refrigerator at a
iture of 2 to 30 ° C. The test panel is stable throughout the expiration date
ited on the package. The test panel should be in sealed packaging until the
ment of analysis. Avoid direct sunlight, moisture, and high temperatures. DO

pSADT FREEZE. Do not use after expiration date.

12_3. Conditions of transportation

Transport by all means of covered transport in accordance with the rules of
transportation applicable to a particular type of transport. Transport at a
temperature 0f2°Cto30°C. Products transported in violation of the temperature

regime are not subject to use.

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

storage.

13 Disposal and destruction of the test system

When used professionally in clinical laboratories, the test system that is not
used after opening or due to violation of the individual packaging integrity must be
disposed of as Class A medical waste. If used professionally in clinical laboratories,
after analysis, all components of the test must be disposed
applicable Russian legislation Federation at the time of dispp&isfte test*'sys”|;
that was not used after opening or in connection with the vidlat\on of%e integr%
of the individual packaging and packaging should be thro”iixinto~th/ N

Wor4eU
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Zhejiang Orient Gene Biotech Co., Ltd

Disposal must be made in accordance with the regulations in force in the

of use at the time of disposal.

eloper and manufacturer of a medical device

g Orient Gene Biotech Co., Ltd.
r www.orientgene.com/asp-en/home/index.aspx
ne: + 86-572-5226222 / Fax: + 86-572-5226222

Email: Sales@orientgene.com

15 Authorized representative of the manufacturer nthe Russian

Federation

Mediatrade Limited Liability Company (LLC Mediatrade)

129515, Moscow, Akademika Koroleva St., building number 13, campus 1, floor 8,

room I, office 33

TIN: 7717602107, OGRN: 1077761631529
Website: http://c-d-t.ru/

Email: tender@c-d-t.ru

Phone:+7 (495) 601-18-01

16 Warranty

The manufacturer guarantees that the test system
requirements of the standards and documentation of the ma|i**SA”*|ifejG:tAo
the conditions of transportation, storage and operation, th|Test'%stem is'stable

throughout the expiration date. v /
Vof 'mj . X
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The warranty shelf life of the test system is 24 months from the date of

ction.

Claims, suggestions regarding the quality of the test system should be sent to
latrade Limited Liability Company (Mediatrade LLC), TIN: 7717602107,
tN: 1077761631529, zip code: 129515, Moscow, Akademika Koroleva street,
:ing number 13, building 1, floor 8, hall I, room 33, phone: +7 (495) 601-18-

mail: tender@cdt.ru, website: http://cdt.ru/.

list of references

1. Baselt RC. Distribution of toxic substances in human’s body. 2-nd edition
Davis:-Biomedical Publications; 1982.

2. Hawks RL, Chiang CN, eds. VccnegoBaHve MOYM Ha Haamyue
HapkoTuyecknx BewlecTts. 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,a

Pharmacological Basis of Therapeutics. 6th ed. New York: Ma*

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



XA, Reagents used mmedical device

ibflent

N
Jpizone

JHigy control
JISpnents)

Bb”one

pifein reaction
pBoiponents)

AConjugate Pad

~Control zone

(Internal control
components)

Test zone

(Main reaction

Amount

Reagent mg/mi

Test strip AMP

Polyclonal goat 10
antibodies to mouse and
rabbit immunoglobulin
Antigen to goat

antibodies to mouse and 0,3
rabbit immunoglobulin

AMP Antigen 01
Mouse Anti AMP 0,1

Test strip BAR

Polyclonal goat 10
antibodies to mouse and

rabbit immunoglobulin

Antigen to goat
antibodies to mouse and
rabbit immunoglobulin
0,3

BAR Antigen 10

FO@CIRMI RU sanravNADZoR U AL PRODUCT Test-panel ftj”ie detection of drugs of abuse and their metabolites in urine for in vitro
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Quantity Manufacture
r
Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ltd.
Sodium azide
below 0,1%
Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ld.
Sodium azide
below 0,1%
Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ld.
Sodium azide
below 0,1%
Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech-Co.,
Preservative: if x
Sodium azidQ-
below 0,1% | N e
sy

Buffer solution: ™
Phosphate buffer Orient Gene
Biotech Co.,



Pad
/
> 4
Kasscrol zone

PsSemal control
m«Ef-"onents)-

Test zone

rMain reaction
components)

Conjugate Pad

Control zone

(Internal control
components)

Mouse Anti BAR

Polyclonal

0,2

Test strip BZO
goat 10

antibodies to mouse and
rabbit immunoglobulin

Antigen to goat

antibodies to mouse and
rabbit immunoglobulin

BZO Antigen

Mouse Anti BZO

Polyclonal

0,3
0,45

0,2

Test strip THC
goat 10

antibodies to mouse and
rabbit immunoglobulin

Antigen to goat
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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%

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 {Orient.*en"V'
Ll Biotech GpX' -

pH 5,5-9,3

Preservative:

Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

he



1 antibodies to mouse and Sodium azide

rabbit immunoglobulin below 0,1%
03
THC Antigen 0,3  Buffer solution:  Zhejiang
: Phosphate buffer Orient Gene
«action )
amAs) pH 5,5-9,3 Biotech Co.,,
. Ltd.
1 7] Preservative:
Sodium azide
below 0,1%

JHpigate Pad  Mouse Anti THC 0,2  Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ld.
Sodium azide
below 0,1%

F Test strip MET
jfiesi zone MET Antigen 0,1 Buffer solution:  Zhejiang
.J[([Maln reaction Plzogp;lz;te; buffer g_rletznt rSBCe:ne
components) pH 5,0-9, iotech Co.,
. Ltd.
Preservative:
Sodium azide
below 0,1%

Control zone Polyclonal goat 10 Buffer solution:  Zhejiang

(Internal control antlb_oc_iles to mouse gnd Phosphate buffer O_rlent Gene

components) rabbit immunoglobulin pH 5,5-9,3 Biotech Co.,

: Preservative: Ltd.
Antigen to goat : :

. Sodium azide
antibodies to mouse and below 0.1%
rabbit immunoglobulin 0,3 ’

Conjugate Pad  Mouse Anti MET 0,2  Buffer soluticmf? "

Phosphate bdffe?” biiénLL e\
pH 5,5-9,3 Biotech; Cbl7|
I, Ltd.

i
Preservativex”\*\
Sodium aziddV:,
below 0,1%

Test strip OPI
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Antigen-OPI 0,1 Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
LLor pH 5,5-9,3 Biotech Co.,
Preservative: L
Sodium azide
below 0,1%

LK zone Polyclonal goat 10 Buffer solution:  Zhejiang
o antibodies to mouse and Phosphate buffer Orient Gene
JKsjal control rabbit immunoglobulin pH 5,5-9,3 Biotech Co.,

. Ltd.
. Preservative:
Anpgeq to goat Sodium azide
antlb_oc_iles to mouse a}nd below 0.1%
rabbit immunoglobulin 03
Biniugate Pad  Mouse Anti OPI 0,2 Buffer solution:  Zhejiang
P Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ld.
* Sodium azide
below 0,1%
1 Test strip COC
Festzone COC Antigen 0,08 Buffer solution:  Zhejiang
. : Phosphate buffer Orient Gene
(Main reaction pH 5,5-9,3 Biotech Co.,
components) Lid
Preservative: '
Sodium azide
below 0,1%
Control zone Polyclonal goat 10 Buffer solution:  Zhejiang
(Internal control antibodies to mouse and Phosphate buffer O_rient Gene
rabbit immunoglobulin pH 5,5-9,3 Biotech Co.,
components)
. Ltd.
Antigen to goat Pres_ervatn/_e.
antibodies to mouse and Sodium azide
L : below 0,1%
rabbit immunoglobulin 03 ny
Conjugate Pad ~ Mouse Anti COC 01  Buffer solution:.*" Zhejiang"oy<M

Phosphate buffer,® Orient Q,eite$"
pH 5,5-9,3
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/ Preservative: Ltd.

Sodium azide
below 0,1%
Jr Test strip MTD
»Zone Polyclonal goat 10 Buffer solution: Zhejiang
antibodies to mouse and Phosphate buffer Orient Gene
mml control L . :
. rabbit immunoglobulin pH 5,5-9,3 Biotech Co.,
> ipeoents) Lid
. Preservative: '
Antigen to goat . .
. Sodium azide
antibodies to mouse and
L. . below 0,1%
rabbit immunoglobulin 0,3
Hist zone MTD Antigen 0,1 Buffer solution:  Zhejiang
HAain reacti&n Phosphate buffer O_rlent Gene
. pH 5,5-9,3 Biotech Co.,
pcciponents)
. Ltd.
Preservative:
Sodium azide
M below 0,1%
Conjugate Pad  Mouse Anti MTD 0.2  Buffer solution:  Zhejiang
mr/mn  Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ld.
Sodium azide
below 0,1%
4 Test stripMDPV
Control zone Polyclonal goat 10 Buffer solution:  Zhejiang
(Internal control antt):)b_i)(_jles to mtljusel _and Prlo;p;lz;tz buffer O_rlenthGene
components) rabbit immunoglobulin pH 5,5-9, Etlcci)tec Co.,
. Preservative: '
Antigen to goat : :
. Sodium azide
antibodies to mouse and below 0.1%
rabbit immunoglobulin 0,3 ’
t
Test zone MDPV Antigen 0,3  Buffer solution:. Zhejmg”;»
N\
(Main reaction Phosphate buffer
pH 5,5-9,3 BtetecfrCo.,

components)
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Preservative; Ltd.

Sodium azide
below 0,1%

~Pad Mouse Anti MDPV 01  Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,

K Preservative: Ltd.
Sodium azide
below 0,1%
Hp" Test strip K2

zone Polyclonal goat 10  Buffer solution;  Zhejiang

BiEsnal control antib_oc_iies to mouse and Phosphate buffer O_rient Gene

rabbit immunoglobulin pH 5,5-9,3 Biotech Co.,

ME”nents) Lid

: Preservative: '
An'Flgen_ to goat Sodium azide
antlb_oc_jles to mouse a}nd below 0,1%
rabbit immunoglobulin 03

Test zone K2 Antigen 0,3  Buffer solution:  Zhejiang

i(Main reaction Phosphate buffer O_rient Gene
pH 5,5-9,3 Biotech Co.,

Icomponents)

. Ltd.
Preservative:
Sodium azide
below 0,1%

Conjugate Pad  Mouse Anti K2 0,2 Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative; Ld.
Sodium azide
below 0,1%

Test strip PCP

Control zone Polyclonal goat 10  Buffer solhtiohK!'-' ZKej:iMif].

(Internal control antib_oc_jies to mouse gnd Phosphate‘b"Uffen’\bri_ent'Ciene

components) rabbit immunoglobulin pH5,5-9~7 ' Mlofe'f:p-(zo.,

I'A.
reservativie,
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Antigen to goat Sodium azide
antibodies to mouse and 03  below 0,1%
rabbit immunoglobulin
PCP Antigen 0,1 Buffer solution:  Zhejiang
jrction Phosphate buffer Orient Gene
Jfeents) pH 5,5-9,3 Biotech Co.,
. Ltd.
» / Preservative:
Sodium azide
below 0,1%
apliugate Pad ~ Mouse Anti PCP 0,2  Buffer solution:  Zhejiang
Phosphate buffer Orient Gene
pH 5,5-9,3 Biotech Co.,
Preservative: Ltd.
Sodium azide
below 0,1%
P Test stri SMDMA
~ontrol zone Polyclonal goat 10 Buffer solution:  Zhejiang
Ailntemal control ang;)b_oc_iles to mcljusel_anc Phosphate buffer O_rient Gene
‘proponents) rabbit immunoglobulin pH 5,5-9,3 Biotech Co.,
: Preservative: Ltd.
Antigen to goat : .
. Sodium azide
antibodies to mouse and
. A below 0,1%
rabbit immunoglobulin 0,3
Test zone MDMA Antigen 01  Buffer solution:  Zhejiang
<Main reaction Phosphate buffer O_rient Gene
components) pH 5,5-9,3 Biotech Co.,
. Ltd.
Preservative:
Sodium azide
T below 0,1%
Conjugate Pad Mouse Anti MDMA 0,2  Buffer solution:  Zhejiang
Phosphate buffer
pH 5,5-9,3 A
v /\>Sk
fAreservative:-' /'
Sodium azide™y,
below 0,1 % "A WV

Test strip PGB

e WW

& 000 LUPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU WVIVVOVAL VI S Vi aul
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L1 -

r" #

rol

JIbne

J B 1 reaction
AHponents)

Bnjugate Pad
p -~
[

s

Control zone

J(Intemal control
:Components)

Test zone

(Main reaction
components)

Conjugate Pad

Polyclonal goat 1,0
antibodies to mouse and
rabbit immunoglobulin

Rabbit IgG

0,3
PGB Antigen 0,1
Mouse Anti PGB 0,2

Test strip COT

Polyclonal goat 1,0
antibodies to mouse and

rabbit immunoglobulin

Antigen to goat

antibodies to mouse and

rabbit immunoglobulin 0,3
COT Antigen 0,45
Mouse Anti COT 0,2
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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 %

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 55-9,3 4
_—— —_— -

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.
7w,
I'x-'v
] \
Zhejiang ~,@
Orient Gene'

Biotech Coy,
1 .



Z0ne

n reaction
ponents)

Pad

Test strip GAB

Polyclonal goat 10
antibodies to mouse and
rabbit immunoglobulin

Rabbit 1gG

0,3
GAB Antigen 0,1
Mouse Anti GAB 0,1
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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%

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

Preservative:
Sodium azide
below 0,1%

Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.

Zhejiang
Orient Gene
Biotech Co.,
Ltd.



jeﬂb( B. Report on aalytical sasitavity

iterials: test strips batch 1, AMP 1303004; batch 2: AMP 1303005; batch

LviP1303006; loti: BAR1304017; batch 2: BAR1304018; lot3: BAR1304019;
fbatch 1 BZ01304029; batch 2: BZ01304030; batch 3; BZ01304031; batch 1;
THC1303015; batch 2: THC1303016; lot3: THC1303017; batch 1: METI 109007;
batch 2: METI 109008; batch 3: METI 109009; batch 1: OPIl 112007; batch 2;
OPII 112008; batch 3: OPII 112009; batch 1: COCI 112007; batch 2: COCI 112008;
batch 3; COC1112009; batch 1. MTD1303013; batch 2: MTD1303014; batch 3
MTDI303015; batch 1, MDPV1303024; batch 2; MDPV1303025; batch 3
MDPV1303026; batch 1 K21404007; batch 2: K21404008; batch 3: K21404009
batch'l: PCP1111007; batch 2: PCP1111008; batch 3: PCP1111009; batch 1
MDMA1201007; batch 2: MDMA1201008; batch 3: MDMA1201009; batch 1
PGB1707001; batch 2: PGB1707002; batch 3: PGB1707003; lot 1 (COT)
YFD1502046, lot 2 (COT): YFD1502047, lot 3 (COT): YFD1502048; lot 1 (GAB):
YFD1502046, lot 2 (GAB): YFD1502047, lot 3 (GAB): YFD1502048.

To confirm the declared analytical sensitivity of the rapid test of three industrial
series, certified standard samples of the desired substances (analytes) were added
to the phosphate buffer solution to obtain concentrations: -50% of the cut-off
value, -25% of the cut-off value, + 25% of the cut-off value, + 50% of the cut-off
value. The results show> 99% accuracy at + 25% and -25% of the threshold value,
and negative urine samples were analyzed using test panels. The resulting solutions
were analyzed using test strips, the results were interpreted 5 minutes after the start

of the analysis.

Visual assessment of the result
Concentration (ng/ml) Cut-off % n
Negative Positive

Test strip Amphetamine (AMP)
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~NT5

450

f

0%

-50%

-25%

Cut-off

+25%

+50%

Test strip Barbiturates (BAR)

1000

1500

2000

2500

3000

0%

-50%

-25%

Cut-off

+25%

+50%

0%

Test strip Benzodiazepines (BZO)

50

75

100

125

150

0%

-50%

-25%

Cut-off

+25%

+50%

Test strip Marijuana (THC)
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90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

85

44

90

90

85

45

90

90

90

85

45

46

87

90

45

85

90

45



0% 90 90 0
-50% 90 90 0
;75 -25% 90 87 3 i
- —1
A5 Cut-off 90 46 44
<
31,25 +25% 90 4 86
»— -
37,5 +50% 90 0 90
Test strip Methamphetamine (MET)
0 0% 90 90 0
500 -50% 90 90 0
750 -25% 90 90 0
1000 Cut-off 90 43 47
1250 +25% 90 0 90
1500 +50% 90 0 90
Test strip Opiates (OPI)
0 0% 90 90 0
1000 -50% 90 90 0
1500 -25% 90 90 0
2000 Cut-off 90 43 47
2500 +25% 90 0 90NN,
3000 +50% 90 0 o +
A DS ——— \Y;
Test strip Cocaine (COC) li:\ i
0 0% 90 90 ¢ v
:Cj v-iTrs
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZORRU DCNL «OfN NT *y=, \<it dn*is o( abuse and their metabolites in urine for in vitro
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-50%
-25%
K Cut-off
+25%
pio +50%

R est strip Metadone (MTD)

~0 0%
100 -50%
150 -25%
200 Cut-off
250 +25%
300 +50%

Test strip MDPV (MDPV)

0 0%
250 -50%
375 -25%

Moporosoe

500

3HaueHue
625 +25%
750 +50%

Test strip Synthetic cannabinoids (K2) (JWH-073)

0 0%
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90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

30

90

85

44

90

90

85

46

90

90

85

46

|

30

46

86

90

44

86

90

44




-50%

-25%

Cut-off

+25%

+50%

Irest strip Synthetic cannabinoids (K2) (JWH-018)

f

A 0%

25 -50%
37.5 -25%
50 Cut-off
62.5 +25%
75 +50%

Test strip Phencyclidin (PCP)

0 0%

125 -50%
18.75 -25%
25 Cut-off
31.75 +25%
37.5 +50%

Test strip MDMA (MDMA)

0 0%

250 -50%
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30

30

30

30

30

30

30

30

30

30

30

90

90

90

90

90

90

90

90

30

30

14

30

30

30

15

90

90

90

30

90

90

A 1

/-1
N -
<A

16

30

30

15

30

30

60

"90



-25%

Cut-off

+25%

+50%

K |r<t strip Pregabalin (PGB)

500

625

750

Test strip Cotinine (COT)

50

75

100

125

150

-50%

-25%

Moporosoe

3Ha4yeHue

+25%

+50%

-50%

-25%

Cut-off

+25%

+50%

Test strip Gabapentin (GAB)

1875

-50%
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90

90

90

90

30

30

30

30

30

30

50

50

50

50

50

50

50

50

90

42

30

30

29

15

50

50

50

24

50

50

48

90

90

15

29

30

26



-25% 50 50 0

WwTr
Cut-off 50 22 28
+25% 50 0 50
+50% 50 0 50

>adix C. Report on analytical gecrficity

P Compound Concentration (ng/ml)
METHAMPHETAMINE (MET)
))_Q;Methamp_he_zfz_amine 1,000
(+/-)3,4- Methylenedioxy-n-ethyl- 20,000
mmphetamine (MDEA)
Procaine (Novocaine) 60,000
Trimethobenzamide 20,000
Methamphetamine "[,000
Ranitidine (Zantac) 50,000
(+/-)3,4-Methylenedioxymethamphetamine 2,500
(MDMA)
Chloroquine 50,000
Ephedrine 100,000
Fenfluramine 50,000
p- hydroxymethamphetamine 10,000

COCAINE (COC)

Procaine hydrochloride 5,000

Benzoylecgonin 100

Cocaethylene 100

Cocaine hydrochloride 100 i/

Ecgonin 50,000 Vyl ai
_______________ 7 -’

MARIJUANA (THC)
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->\-Teti-ahydroxycannabinol
r-delta-9-THC-carboxyglucuronide
JB-I i-nor-9-carboxy-delta-9-THC
JK-f50r-A9-Tetrahydrocannabinol
A?--1tydroxy-A9- Tetrahydrocannabinol
p i 1-nop-Tetrahydrocannabinol
Ja'-THC-COOH
B"—
BARBITURATES (BAR)
Pentobarbital
5Araobarbital
Secobarbital
Aprobarbital
Metoprolol
Alphenal
Butetal
' Cyclopentobarbital
Phenobarbital
METADONE (MTD)
Metadone

Methylenedioxymethamphetamine
(MDMA)
D, L-3,4-Methylenedioxymethamphetamine
(MDMA)
3,4- Methylenedioxyamphetamine (MDA)
(+/-)3,4- Methylenedioxy-n-ethyl-
amphetamine (MDEA)
D- methamphetamine
D- amphetamine
L- amphetamine
J L- methamphetamine
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>,000
37.5
-37.5
;25
2,500
125
25,000

15,000
2,000
2,000
2,000
25,000
5,000
16,000
3,000
2,500

200

500

3,000
300

2500 V.V,
>100,000fo- A A
>100,000
>100,000



CLIDINE (PCP)
mAHp~Alidine
AHpdroxy phencyclidine

ei\T ES (OPI)
Hpferphine
pj6-Acetylmorphine
pc Codeine
TEthyl morphine
Heroin
Hydromorphone
Hydrocodone
Oxycodone
Tebain

SYNTHETIC CANNABINOIDS (K2)
JWH-018 5-pentanoic acid

JWH-018 5-hydroxypentyl

JWH-018 4-hydroxypentyl

JWH-019 5-hydroxyhexyl

JWH-019 6- Hydroxyhexyl

JWH-073 4-Butanoic Acid

JWH-073 4-hydroxybutyl

JWH-210 5- Hydroxypentyl

JWH-122 5- Hydroxypentyl

Solution consisting of 3 types of cannabinoids
(spice)

JWH-122 4- Hydroxypentyl

(D5) JWH-122 4- Hydroxypentyl
JWH-019 5- Hydroxypentyl

JWH-018 N- (4-hydroxypentyl)
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25
90

2,000
2,500
1,000
250
5,000
2,500
5,000
75,000
13,000

50

500

400
<10,000
5,000
50

500
<10,000
<10,000
<10,000

<10,000
<10,000
<10,000
<10,000



N- (3-hydroxypentyl)

JIIPHETAMINE (AMP)
Hp~phetamine
Amphetamine
Amphetamine
pRjentermine
p-.-)-Methylenedioxyamphetamine (MDA)

METUWNEBANOKCUTNMMPOBANEPOH
(MDPV)
Chlorpheniramine Maleate

Promethazine

Butylone hydrochloride

Ethilon

(+/-) 3,4-Methylenedioxy-n-ethy 1-

amphetamine (MDEA)
Brompheniramine

Methylon

Pyrovaleron
3,4-Methylenedioxypyrovalerone
(MDPV)

Promazin

aPHP

aPVP

BENZODIAZEPINES (BZO)
Nordiazepam

Triazolam

Lorazepam glucuronide

a- hydroxyalprazolam
Alprazolam
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HC1

<10,000

300
450
9,000
450
600

10,000
25,000
2,0000
800

2,0000

5,000
2,5000
15,000
500

25,000
500
500

200
1500
800
500
150

14

tv

ren

%
aly\/.
V
A Nyt Y. o
3




Jfeepam
jpsKpate dipotassium
JHjitrazepam
HKzepam
mEXxepat -D4
BSdazolam
pJitrazepam
p)xazepam
Bramazepam
Chlordiazepoxide HCL
Clobazam
Desalkylflurazepam
Diazepam
Estazolam
RS- lorazepam glucuronide
Norchlordiazepoxide
Nordiazepam
Temazepam

PREGABALIN (PGB)
Pregabalin
N- benzylisopropylamine

COTININE (COT)

(-)-Cotinine

Nicotine

GABAPENTIN (GAB)

Gabapentin

Diflunisal

Oxyphenbutazone
11-HydroxyA9-Tetrahydrocannabinol
Risperidone
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2500
100
250
300
100
2500
80
300
200
80
80
200
100
1000
100
150
3000
150

500
8000

100
20000

3750

20000
75000
40000
75000



idixD. Report on atssHeectvity

L Acetophenetidin
N- Acetylprocainamide
B Acetylsalicylic acid
Aminopyrine
Amoxicillin
Ampicillin
L- Ascorbic acid
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Bilirubin
D,L- Brompheniramine
Caffeine
Cannabidiol
Chloralhydrate
Chloramphenicol
Chlorothiazide
D,L- Chlorpheniramine
Chlorpromazine
Cholesterol
Clonidine
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Creatinine
Deoxycorticosterone
Dextromethorphan
Diclofenac
Diflunisal
Digoxin
Diphenhydramine
P-aminobenzoic acid ethyl ester
(3-Estradiol
Estron sulfate
Erythromycin
Fenoprofen
Furosemide
Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide

Hydrocortisone

0- Hydroxyhlpp W ISC*" "™ Y
3-Hydro|y|"rami51\e y

m/s' m

D,L- Isogrotgenql‘ "
A =

Isoxsuprdhe'%syr-'TGA

le detection of drugs of abuse and their metabolites in urine for in vitro
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ip Cortisone D- Pseudoephedrine

L Ketoprofen Quinidine
A p Labetalol Quinine
Loperamide Salicylic acid
K Meprobamate Serotonin
LU Methoxyphenamine Sulfamethazine
1 Methylphenidate Sulindac
f Nalidixic acid Tetracycline
T I;I_z;proxen Tetrahydrocortisone 3-acetate
Niacinamide
Nifedipine Tetrahydrocortisone
Norethindrone Tetrahydrozoline
Noscapine Thiamine
d,I- octopamine Sioridazine
Oxalic acid D,L-thyrosine
Oxolinic acid Tolbutamide
Oxymetazoline Triamterene
Papaverine Trifluoperazine
Penicillin -G Trimethoprim
Perphenazine D,L- tryptophan
Phenelzine Uric acid”" AN-AAA
Prednisone VerapdkHI"

d,1-propranolol
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E Report on accuracy

test strips:

I: AMP1303004; batch 2: AMP1303005; lot3: AMP1303006; loti:
B04017; batch 2: BAR1304018; lot3: BAR1304019; batch 1. BZ01304029;
2. BZ01304030; batch 3: BZ01304031; batch 1. THC1303015; batch 2:
1303016; lot3: THC1303017; batch 1 METI 109007; batch 2: METI 109008;
‘h 3: METI 109009; batch 1. OPII 112007; batch 2: OPII 112008; batch 3:
M112009; batch 1. COC1112007; batch 2: COC1112008; batch 3
COC1112009; batch 1. MTD1303013; batch 2: MTD1303014; batch 3:
WVrTD1303015; batch 1. MDPV1303024; batch 2: MDPV1303025; batch 3:
.vroPV1303026; batch 1:K21404007; batch 2: K21404008; batch 3: K21404009;
batch 1. PCP1111007; batch 2: PCP1111008; batch 3: PCP1111009; batch 1
MDMA1201007; batch 2. MDMA 1201008; batch 3: MDMA 1201009; batch 1
PGB4707001; batch 2: PGB1707002; batch 3: PGB1707003; lot 1 (COT):
YFD1502046, lot 2 (COT): YFD1502047, lot 3 (COT): YFD1502048; lot 1 (GAB):
YFD1502046, lot 2 (GAB): YFD1502047, lot 3 (GAB): YFD1502048.

The analyte Non-Specialist
concentration Results
obtained i_n the Agreement
% cut-off n analysis N _ (%)

method Positive  Negative

GC/MS (ng/

ml)

Test strip (AMP)

0 20 0 0 20 100%
-50% 20 150 0 20 100%
-25% 20 225 2 18 90%
+25% 20 375 19 -.795%
+50% 20 450 20 L

Test strip (BAR) K 1

0 20 0 0 100% 7
-50% 20 1000 0 'm'204t" 100%
-25% 20 1500 2 1821 290%
+25% 20 2500 18 2 90%
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X ®
.M -50%

W --5%
-25%
-50%

o= T T

-50%
-25%
+25%
+50%

-50%
-25%
+25%
+50%

-50%
-25%
+25%
+50%

0
-50%
-25%
+25%
+50%

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

20

20
20
20
20
20

20
20
20
20
20

20
20
20
20
20

20
20
20
20
20

20
20
20
20
20

3000 20
Test strip (BZO)

0 0
50 0
75 2
125 18
150 0

Test strip (THC)

0 0
12,5
18,75 2
31,75 18
37,5 20
Test strip (MET)

0 0
500 0
750 2
1250 19
1500 20
Test strip (OPI)

0 0
1000 0
1500 2
2500 18
3000 20
Test strip (COC)

0 0

50 0

75 2
125 19
150 20

20
20
18

L

100%

100%
100%
90%
90%
100%

100%
100%
90%
90%
100%

100%
100%
90%
95%
100%

100%
100%
90%
90%
100%

i~ w ]
. 100%;"

90%'L
_95%)/



20

0% 20

20

lp-25% 20

AM-50% 20
B

p 0 20

f 20

| f -25% . 20

+25% 20

+50% 20

0 20

; -50% 20

-25% 20

' +25% 20

+50% 20

0 20

-50% 20

-25% 20

+25% 20

+50% 20

0 20

-50% 20

-25% 20

+25% 20

+50% 20
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Test strip (MTD)

0 0
100
150 1
250 18
300 20

Test strip (MDPV)

0 0
250 0
375 1
625 19
750 20

Test strip (K2)

0 0
25 0
37,5 2
62,5 19

75 20
Test strip (PCP)
0 0
12,5
18,75 2
31,75 18
37,5 20
Test strip (MDMA)
0 0
250 0
375 1
625 19
750 20

Test Strip (PGB)

20
20
19

20
20
19

20
20
18

20

20N +1
197
\-=A4r

VA1l

100%
100%
95%
90%
100%

100%
100%
95%
95%
100%

100%
100%
90%
95%
100%

100%
100%
90%
90%
100%

95%,V-4
95% /; J

wo%/



jptro

jip;5%

-50%
-25%
+25%
+50%

_EUU

-50%
' -25%
j +25%
! +50%
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20
20
20
20
20

20
20
20
20
20

20
20
20
20
20

0
250
375
625
750

gmoo

20

Test strip (COT)

0
50
75
125
150

0

2
18
20

Test strip (GAB)

0
1875
2812
4687
5625

0

0

2

18
20

20
20
18

20
20
18

20
20
18

100%
100%
90%
90%
100%

100%
100%
90%
90%
100%

100%
100%
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Zhejiang Orient Gene Biotech Co., Ltd
"2 F. Symbols used i laeling.
Refer to the
Manufacturer instructions for
use.
Caution! Refer to
Shelflife the instructions for
use.
IVD In vitro diagnostic
,OT Lot code medical device
Contentis enough
/ MON Non sterile to conduct n-
fSTERILEM i number of tests
m _ Compliance with
Do not-use-|f the requirements
packaging is of directive 98/79
damaged. | EC
SIT 0'C
Keep away from
Temperature range moisture
~ Do not expose to
Prohibition of reuse I/IX direct sunlight,
va
Up 1?2qr
]
b- h J A " =it
\
o
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YTBEPKOAIO

« » 2020 .

NHCTPYKUWNA MO NMPUMEHEHUIO
HA MEOVUHCKOE U3SOEJIVE

TecT-naHenb ANs BbISAB/IEHWUS HAPKOTUYECKMX BELLLECTB N NX MeTabo/INTOB
B MOYe A4 in vitro AnarHocTukun
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1.1 HawumeHOBaHue MegULMHCKOIo n3gennsa

TecT-naHenb A4/ BbISBMEHNA HAPKOTUYECKMX BELLECTB M UX MeTaboInTOB B
Moue 4514 in vitro gnarHoctnkun «Tect-cucteMa DRUG CONTROL PANEL».

JonycTumMo MCnonb3oBaTh KpaTkoe HauMMmeHoBalle «TecT-cucteMa DRUG
CONTROL PANEL».

BapuaHTb! CNOMHEHU:

1 TecT-naHeNb ANA BbiABNEHUA 13 HAPKOTUYECKMX BELIeCTB N U
MEeTab0/IMTOB B MOYe MMMYHOXPOMATOrpaUUeCcKM METOLOM

B cocTase:

OpfHopasoBaa TecT-NMaHenb ANnA onpefeneHns 13 BUAOB HAPKOTUYECKNX
BELLECTB M WX MeTabo/MTOB: MeTaM(eTaMUHa, amieTamuHa, KOKauHa, Onvaros,
MEeTWeHAMOKCUMETaM(eTaMmnHa, 6apbuTypaTos, (heHUMKNNAMHA, K2
(CMHTETUYECKMX  KaHHabWMHOWAOB), MeTafoHa,  METW/IEHAVOKCUMUPOBASIEPOHa,
MapuxyaHbl, nperabamHa W 6GeH304Ma3enMHOB C  MOJIOCKOW NS KOHTPONS
(hasibCUMKaLMM MOYM MO MapameTpam KpeaTvHWH, pH, yaenbHas naoTHOCTb - 25
LLIT,

- LiBeToBas Tabnuua ana ycraHoBeHWs akTa hasibCumkaumm — L.

- VIHCTpYKUMA NO NMPUMEHEHWIO - 1 LLIT.

2. TecT-naHenb AnA BbiABNEHUA 13 HAPKOTUYECKMX BELUECTB U WX
MEeTab0/IMTOB B MOYE MMMYHOXPOMATOrpauyeCKM METOLOM

B coctase

OfHopasoBaa TecT-NaHenb 419 onpefeneHns 13 BWAOB HAPKOTUYECKUX
BELLECTB M UX MeTabo/MTOB: MeTaMeTaMmnHa, amdeTammMHa, KOKauHa, Onmaros,
GapbuTypatoB,  (PeHUMKNMAra,  MeTafoHa,  MeTWIeHAMOKCUNPOBa/IEPOHa,
MapuxyaHbl, nperadaivHa, 6 N enMHOB, KOTUHMHA 1 rabaneHT1Ha C MosIoCKon
AN KOHTpONs (anbCugk”>Ka mMoun™no napameTtpam >"enbHas
MIOTHOCTb - 25 LUT.

VHeTpykuys o mpviveHeHnio JLLIT e\ Benb [1 BbIsB/eBL, B OTUYECKIX BELLECTB 1 X
«Tecty DRUG CONTROL PANEL»
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/- LiBeToBas Tabnmua 419 yCTaHOBNEHNA (haKTa (hasibCUUKaLmm - 2 LT,

- VIHCTpYKUMA NO NPUMEHEHWIO - 1 LUIT.

3. TecT-naHenb 415 BblaBieHWs 10 HapKOTUYECKMX BeLeCcTB U U
MeTabo/IMTOB B MOYe MMMYHOXPOMATOTpafiyecKnUM MeTOA0M

B cocrase:

- OpHopasosad TecT-naHenb Ana onpefeneHns 10 BUAOB HapKOTUYECKUX
BELLECTB M UX MeTabonuToB: MeTamieTammHa, ameTaMuHa, KOKauHa, OrnuaTos,
6apouTypaToB, (heHUMKIMANHA, MeTafoHa, METWNeHAVOKCUNPOBa/IepOHa,
MapuxyaHbl 1 GeH304Ma3ennMHOB C MOMOCKOWN A4/ KOHTPOS (halbChuKaLm MoYm
Mo nNapameTpam KpeaTuHWH, pH, yaensHas naoTHOCTb - 25 L.

- LiBeToBas Tabnuua ana ycTaHoBeHWs akTa habCutmkaumm - 2 L.

- IHCTPYKUMS NO NMPUMEHEHWIO - 1 LLIT.

1.2 Ha3HauyeHVe MeaULMHCKOro N3aenns

TecT-naHenb A/15 BbIABMEHNA HApPKOTMYECKUX BELLECTB U UX MEeTabo/NTOB B
Mouye Ansa in vitro gnarHoctukm «Tect-cucteMa DRUG CONTROL PANEL» (manee
Mo TEKCTy - TeCT-NaHeNb, TEeCT-CUCTeMa) MpeAHasHayeHa [A/1 KayeCTBEHHOro
OHOBPEMEHHOTO OMnpeje/ieHa HAPKOTUYECKMX BELLIECTB Y UX METabo/INTOB.

BapvaHT  WCNonHeHMA 1 npefHasHayeH ANna  BbiABneHWA 13 BWAOB
HApPKOTUYECKMX  BeLIeCTB W MX MeTaboNMTOB: MeTaMgeTaMuHa, amgeTaMyHa,
KOKapLLia, OrnaToB, MeTUIeHANOKCMMETaMpeTamMmHa, 6apouTypaToB, PeHLMKINAWHA,
K2 (CMHTETMYeCKMX KaHHabWHOWAOB), METafoHa, METWU/IEHAVOKCUMMPOBASIEPOHa,
MapuxyaHbl, nperabasimHa 1 OGeH304uasenvHOB B MOYe YefioBeKa, a Takke /1A
KOHTpONA hasibCUMKaLMM MOYM MO OCHOBHbLIM MapameTpam: YyaesbHasa MaoTHOCTb,
pH, KpeaTuHWH.

BapuaHT NCMONHeHNAZ N NpefHasHayeH ANnA  BbiaBieHWa 13 BWAOOB
HapKOTUYEeCKMX BeL, ecTANM AN A MAa60NMTOB:  MeTaMdieTaMrHa,  ameTaMmHa,
KOKavHa, onuaToB 6"6|p)%artos, heHLy

MeTUNEHANOKCUNNPOB aHaM LW pn”™aHbl, nper INHOB,

MYECKNX BELLECTB U UX
3CONTROL PANEL»
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/NHVHa 1 rabaneHTUHa B MOYe Ye/I0BEKA, a TaKkxKe /151 KOHTPOS (haibertmKaLmm
Y M0 OCHOBHbIM NMapameTpam: yaenbHast N0THOCTb, PH, KpeaTUHMH,

BapnaHT wncnonHeHun 3 npedHasHadyeH [aAns  BbisBieHWs 10 BMOOB
HapKOTUYECKMX BELLECTB UM WX MeTabo/nToB: MeTameTaMnHa, ambeTamMuHa,
KOKavHa, OnuaTos, 6apbuTypaTos, (heHUMKNMAMHA, METa/0Ha,
METWUMNEHANOKCUMPOBASIEPOHA, MapuXyaHbl 1 6eH304Ma3eNHOB B MOYe YerloBeka, a
TaKKe A9 KOHTPONA (PasibChrKaLym MOYM MO OCHOBHbLIM MapameTpam: Y/e/bHas
MNOTHOCTb, PH, KpeaTUHUH.

@PYHKUMOHA/IbHOE  Ha3HAYeHWe -  CKPUHMHI  HapKOTUYECKMX  BELLIECTB.
CKPVHWHIOBbI aHa/3 Pas3/InyHbIX HAPKOTUYECKNX BELLLECTB B MOYe BapbUPYeTCs OT
MNPOCTbIX UMMYHOXPOMATOrpaMyeckMx TeCTOB [0 C/OXHbIX —aHa/IMTUYECKMX
npoueayp. CKOpoCTb WM YyBCTBUTENIbHOCTb UMMYHOXPOMATOrpaiuueckmnx TecToB
06ecneynBalOT MX LUMPOKOE WCMOMb30BaHME MpPY aHa/M3e MOYM Ha  Hamdve
Pa3/IMUHbIX  HAPKOTUYECKMX BELUECTB.  TecT-CUCTeMa MPeACTaB/isieT  Cco6oM
npucnocobneHve Ans MpoBefeHVs MMMYHOXPOMATOrpamyeckoro aHaimsa s
KayeCTBEHHOIN0 OOHapy>eHWs BeLecTB, 06e3 HeobXoAUMOCTM  UCMOMb30BaHNA
[OMONHUTENbHLIX  YCTPOMCTB.  PacyeTHble  MOPOroBble  KOHUEHTpauum  wu
Ka/IMbpoBOYHbIE MapKepbl A/ ONpeaensieMbIX HapKOTMYECKMX BELLECTB YKa3aHbl B
Tabnuue 1.

Tabnmua 1- PacyeTHble NOPOroBble KOHLEHTPALUMKN 1 KalIMOPOBOYHbIE MapKepbl

[Moporosoe
MapameTp KannbpoBo4HbIi MapKep 3HayeHwue
(Hr/mn)
AmMpeTtammH (AMP) A-AmdeTamuH 300
Bapbutypatsl (BAR) CekobapbuTan 2000
BeHsoamasennHbl (BZO) Okcazsenam 100
MapuxyaHa (THC) 11 HOp-AM-THC-9-COOH 25
MeTtamgpetamuH (MET) A-MeTtamdgeraMuH 1000
Onwuartbl (OPI) MopduH 2000
KokavH (COC) A BeH301N3KroHUH =~A100
MeTtagoH (M TI?fn" A\ U MeTagoH
__M‘?T_VJ’FFJ"A@_'SQ_W_UY'JQ%Q@P_Q_H? W Un
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(MDPV) MeTWNeHJMOKCUMIPOBAIEPOH
AN L N 594ecKne KaHHabMHoOMApI

L[ LLI (K2) JWH-073/JWH-018 50

M, OeHumknnguH (PCP) PeHUMKINANH 25
J1-3,4-

L VL\I/J Aa'leHAVI(?\;I(EMI\'\/TZT)anoeTaMMH MeTMﬂeH,ql/lfl)'KCI/lMETaM(beTaMI/IH 500
(MOMA)

’ MperabanuH (PGB) [MperabannH 500

KotuHuH (COT) KOTvHWH 100

["abaneHTNH (GAB) ["abaneHTpLU 3750

TecT-cucTemMa MpeAcTaBnseT CO60M MMMYHOXPOMATOrpaUUeCcKnin aKcnpecc
aHafn3 A1 Ka4eCTBEHHOro MpeaBapuTe/lbHOr0 0BHaPYXXeHUS NObIX KOMOUHALWIA
HapKOTUYEeCKNX MpernapaToB B 06pasue MouM 4enoBeka. [py KaKaoMm aHanimse
MCNOMb3YETCA MOHOK/NOHa/bHbIE aHTUTeNa [ANd  CEeNEKTUBHOIO  0BGHapYy)KeHWs
MOBbIMNEHHOI0 COAEPXXaHNA NpenapaToB B MOUE.

TecT-cuCTeMa MOXET ObITb MCMOMb30BaHa B KayecTBe MpeaBapuTe/IbHOro
MeTofa aHanm3a. TpebyeTcd MOCMeAyHoWmMiA aHaM3 MoATBEPXKAAtoLWYM METOLOM.
a3oBas  xpomatorpadus/macc-crniektpometpua (FX/MC) - npeanoyTUTEbHbIA
NOATBEPXKAAIOLLMIA METO/, aHa/In3a

Cneuudunyeckas NaTonorvs, COCToAHNE U PaKTop pUCKa:

TecT-cnucTema NpUMeHsieTCA 15 0OHapy>XXeHNA HAPKOTUYECKMX BELLECTB U MX
MEeTab0/IMTOB B MOYE M MOXET BbITb MCMO/b30BaHa NPW NUCCNEA0BaHNSAX LLKO/IbHUKOB
N CTYOEHTOB, COTPYAHWMKOB, 3aHSATbIX Ha rOCYOapCTBEHHOW CNy»0e, COTPYAHUKOB
OrMacHbIX 1 BpefHbIX NPOM3BO/ACTB, NPV NPOBEAEHNM NMPeAPEencoBbIX U NPeACMEHHbIX
OCMOTPOB Ha TpaHCMopTe, MNPy MEAULMHCKMX OCMOTpax CropTCMEHOB, Mpw
MeAMLUMHCKOM OCBMAETENIbCTBOBAHMM W B APYrUX Chyyasx, rae Heobxoaum

pe3ynbTaT AaHHOr o TecTa.
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Tun aHanM31pyeMoro o6pasLa:

- CBeXecobpaHHas Mo4a, XpaHuBLUAsCA Npy Temnepatype ot 18 go 25°C no 4

- MOYa, XpaHMBLLIAACA B XONOAWIbHUKE Npu Temnepatype oT 2 ao s°C o 48
4acos;

- 3aMOpOXKEHHAas MO4a, XpaHWBLUAACS MpW TemnepaTtype OT MUHYC 20 A0
MuHyc 30°C go 30 gHeil. [onyckaeTcsd He 6onee [ABYX LMK/IOB 3aMOPO3KW /
Pa3MOpPO3KMN.

Ha pesynbTaTbl aHain3a He BAWUAKOT MOMY/NSILUMOHHBLIE M AeMorpadmyecKmne
acreKTbl MPUMEHEHUNS TECT-CUCTEMDI.

TecT-naHeNb  TakkKe  OCHaleHa  TeCT-MOJIOCKOM  AnA  onpefeneHus
(hanbemkaLmm obpasLa.

TecT-MoOCKM A/151 BbISIBNEHMS aKTa (ha/ibCutmKaLumm obpasua Moun coaepykar
XUMUYECKM 06paboTaHHble MOBEPXHOCTU C peareHToM. V3meHeHMe LBeTa Ha
MO/IOCKE FOBOPUT O MOJYKO/IMYECTBEHHOM OMNpefeNneHnn yaensHONn NnoTHOCTH, pH,
KpeaTMHMHA B MOYe YefioBeKa, YTO MO3BOJSET YCTAHOBUTb MOLIMHHOCTL 06pasua
MOYM NPV CPaBHEHUN C LIBETOBbIMM TabnmuUamu.

PanbcumnKauma - 3T0 MoAAeNKa WM nopya aHaimsvpyemoro obpasua ¢
LieSbo NCKaXKeHP 14 pe3ynbTaToB nccneoBaHus. licnonb3oBaHue
(haibCUULMPYHOLLINX BELLECTB MOXET NpUBECTU K MOSAB/EHNIO
NOXHOOTPULATESNbHbIX PEe3YyNbTaToB, KOTOPble MOrYT ObiTb 00YC/0B/IEHbI KakK KX
B3aIMOJENCTBMEM C TECT-CUCTEMOW, TaK W paspyLUeHMEM aHa/IN31PYEMOro
HapKOTMYECKOro BeLLEeCTBa B MoYe. JIOXKHOOTPULATE bHbIE Pe3y/bTaTbl TakKe MOryT
ObITb 00YC/IOB/EHBI pa3BefeHneM 0bpasua. OnpeaeneHune yaensHou naoTHoCTK, pH,
M KpeaTUHMHA B  MOYe MO3BOMSET  YCTaHOBUTb  (PaKT  MCMOJb30BaHNS

(hanbCUPUUMPYIOLLMX BELLIECTB /1N pa3BeeHns obpasua.

Y enbHaa nnoTHoe onpefeneHne AaHHOrO napameTpa NpPoBOANUTCA A/1S
YCTaHOB/EHWA  (haKT f‘o6p{:\3u,a. Hopma ynenbz}oﬁ-,qn<a,ﬁ|ﬂgcm 1,003-
1,030. 3HaueHusa ypeLlbHO [o-LLAMTM  MeHee 1,0 oryT

WHCTpyKuys No npumenen AMapKaTUYECKUX BELLECTB U UX
*RUG CONTROL PAXb»
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eTeNbCTBOBaTb 0  (habCUMKaLMM MM pa3BefeHun  obpasua  MOuMw.
'BbILLIEHHbIA YPOBEHb Oe/IKa B MOYe MOXKET MPMBECTM K aHOMa/IbHO BbICOKUM
3HayeHWAM yenbHOro Beca.

PH. BbIIBNEHWE KUCMbIX WX LLEMTOYHBbK (afibCUUUMPYIOLWNX BELLECTB B
mode. HopmanbHble 3HaueHns pH ot 4,0 go 9,0. 3HaveHus meHee 4,0 n 6onee 9,0
MOTYT CBUAETENLCTBOBATL O TOM, UTO 06pa3eL, MoUM OblT UICMOPYEH WK Pa3Be/EH.

KpeatnHmnH (CRE): onpefgeneHve YpOBHA KpeaTUHWHA MO3BOMAET YCTaHOBUTb
(bakT pasBefieHMss MouW. HU3KUIA ypoBEHb KpeaTUHWMHA CBWAETE/NILCTBYET O
pasBefieHn obpasua Moun. HopmanbHbIA YPOBEHb KpeaTUHUHA cocTaBnseT 4,4—17,7
MMOJL/CYT. B peakux cnydasx npu HEKOTOPbIX 3a00/1eBaHNAX MOYEK MOYa MOXET

ObITb pa3baBneHHOM.

1.3 O6nacTb NPMMeHeHNS 1 NOTEHUNaNbHbIE NO/Ib30BaTeNN

O6nacTb NMPUMEHEHMS:: K/MHWYeCKas flabopaTopHas AuMarHocTMka. TecT-
cucTeMa npegHasHayveHa A5 UCMob30BaHUA B YCMIOBUSAX labopaTopun fieqeGHOro
YUpeXxaeHnsa AN NpPoBefAeHNA 3KCMpecc-aHanm3a AN BbIABIEHUA HAPKOTUYECKUX
BELLECTB M X METab0NTOB B MOYE Ye/IOBEKa.

[MoTeHUMabHbIA  MOMNb30BaTENb:  NabOPaTOPHbIA  CNEUNaINCT € BbICTILLUM
MeAVLUMHCKMM 006pa3oBaHMEM, a Takxke /1abopaHT CO CpefHVM crieumabHbIM
MeAVLMHCKM 06pa30BaHNEM.

TONbKO 4715 AMarHoCTMKM in Vitro.

TecT-cuctemMa npefHasHayveHa A1 0AHOPa30BOro UCMosb30BaHKS.

14 NMokasaHNA M MPOTMBOMOKAa3aHUA K MPUMEHEHUO MeAULUHCKOTC
n3gennA

NokasaHWA: BblBneHVE HAPKOTUYECKNX BELLECTB U NX MeTabo/IMTOB B MOYe

yesioBeka.
MpoTtusow<'ag™w/, {"!'TaoTneonokasaHui CTAHOB/IEHHOI0
npounssoauTene JH2 LiELLIMEET.

NeHU HaPKOTUYECKMX BELLK
«mctema DRUG CONTROL R
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1.5 OnucaHwne LeneBbIX aH/INTOB

1.5.1 AmgetaMuHbl (AMP)

AMpeTaMuHbl  NpUHAANeXaT K KaTeropum  CU/IbHOAENCTBYHOLLMX
afpeHOMUMETUYECKMX CPeACTB, NMPUMEHSIOWMXCA B TeparieBTMYecknx uensx. Mo
XVIMKraeCKOMy COCTaBy ameTampLlbl OTHOCATCA K 4Ye/IOBEYECKUM HaTypasibHbIM
KaTexonaMuHaMm: afpeHasiMHy W HOpanuHepuHY. BbICOKMe [03bl amdeTammHa
NPUBOOAT K YCWUNEHHOMY BO30YXAEHUIO LEHTPasIbHOM HEPBHOM CUCTEMbI W
BbI3bLLIAOT COCTOSIHME 3AOPMM N MOBbILLEHHOW BHMMATE/IbHOCTU, CHUXKAKOT
anneTuUT M BbI3bIBAOT YYBCTBO YCWIEHUA 3HEPrvM u cuibl. Peakumsi cepaeyHo-
COCYOUCTOI CMUCTEMbI Ha aM)eTaMMHbl BK/IOYAET MOBbILLEHNE KPOBAHOMO [AaB/IEHNS
N CepieuHyo apuTMuIO. Bofee OCTpble peakuun 3aKI4valoTcsa B MOSBIEHWM
TPEBOXHbIX PACCTPOMCTB, MapaHoin, rantouuHaUmiA U NCUXOTUYECKOTO MOBEAEHNS.
ekt amdetammHOB  gymMTcA  2-4  yaca Mocne  ynoTpebneHus,  nepuof
nonyBbIBeeHMs Mpenapara M3 opraHusMa cocTaensdetr 4-24 vaca. Okono 30%
am(eTaMMHOB BbIBOAMTCA C MOYOI B HEM3MEHEHHOM (hOpMeE C OCTaTKaMU MPOLYKTOB
rMAPOKCUNNPOBaHMSA N Ae3aMUANPOBaHHbIX NMPON3BOAHbIX.

1.5.2 Bapbutypatbl (BAR)

BapbuTypatbl 0CnabnAT AeATENbHOCTb LIEHTPabHOM HEpPBHOWN CUCTeMbl. B
TepaneBTUYECKNX LENMAX OHW WCMOMb3YKTCA Kak CefdaTVBHble, CHOTBOPHbIE U
NPOTUBOCYAOPOXKHbIe cpeacTBa. O6bIYHO 6apbUTYpaThbl NPUHUMAKOT NepopasibHO B
BUAE Karicyn WM Tabnetok. S¢deKT HanoMMHAET COCTOSHWE MPU MHTOKCUKaLMK
a/IKOro/ieM. [nvtensHoe MpUMeEHeHVe 6apbutypatos npuBoguT K
MMMYHO/OrMYECKOM TOMEPaHTHOCTU N (IM3NYECKOM 3aBUCUMOCTW. Bapbutypartbl
ObICTPOro AencTBus, NpUHUMaemble No 400 Mr/AeHb Ha NPOTSHKEHUN 2-3 MECALIEB,
(hOPMMPYIOT KIMHUYECKN 3HAUMMYHO CTeMeHb (PU3MYECKOM 3aBUCMMOCTM. CUMMTOMbI
abCTMHeHUM MOTYT ObMb 10CTaxX"HO TSXKENIbIMU 1 NMPUBECTU K NIETA/IbHOMY UCXOLY.

OuyeHb He3HaUNTEeNbH MM AN BN (MeHee 5 %) 6apbuTypaToB BbIBOAATCA C MOYOM

eCT-naHeNb f,19 BbLL J€ 10 M HAPKOTUYECKMX BELECTB U
<<Tec>CHCT<<I)q_a'DRUG CONTROL PANEL» b\
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[MeHeHHOI chopme. Meprog 06HapYy>keHMst 6apbUTypaToB B MOYE COCTaB/ISET 4-

en.

1.5.3 BeH3ogunasenuHbl (BZO)

BeH3oamasenvHbl  ABNAKOTCA  JIEKAPCTBEHHLIMU  MpenapaTaMu,  3a4acTyro
Ha3Ha4YaeMbIMM NPV CUMMTOMATUYECKON Tepanuu TPEBOXHBbIX PacCTPONCTB U
HapylweHnii cHa. OHM OKa3blBalOT BO3AENCTBME 4epe3 0cobble  peLenTopbl,
MCMOMb3Yys raMMa-aMUHOMAcC/sAHY0 Kucnoty (GABA). Asnssch 6onee 6e30nacHbIMM
M 3D(heKTMBHBLIMK, GEH304Ma3eNNHbI 3aMeHNN 6apOUTypaThbl B IEYEHNN TPEBOXKHbIX
PacCTPOCTB M HapyLUeHUA CHa. BeH304MasenuHbl TakXkKe WCMOMb3YHTCA Kak
ceflaTVBHble CpefCcTBa nepes XMpPYpruyecKUMn U MeauLUMHCKUMK npouesypaMn v
AJ151 NNeYEeHNS 3MUIENCUN U aNIKOro/IbHOM abCTUHEHLMN.

Mpy perynspHoM npviemMe 6eH304Ma3enMHOB  (HanpuMep, eXeaHeBHO) B
TeYeHNe HeCKOSIbKUX MEeCALEB YBEIMYMBAETCA PUCK (PU3NYECKOW 3aBUCUMOCTY,
OCOOEHHO npu npueme 6OMbLIMX [03. Pe3koe MpekpalleHne mnpremMa MOXeT
MPVBECTU K TaKMM CUMIMTOMaM, Kak Nnpo6/sieMbl CO CHOM, PacCTPOMCTBO YKenyLo4HO-
KULLIEYHOrO TpakTa, YXYALLeHNe camo4vyBCTBUS, MOTEPA annetuTa, NMOTOOTAENEHNME,
APOXb, CNaboCTb, TPEBOXHble PaCCTPONCTBA UM M3MEHEHME BOCMPUATUA. TOMbKO
HUYTOXXHOE KOMMYECTBO 6O0/bLUMHCTBA GeH304Ma3enuHOB (MeHee 1%) BbIBOAATCS C
MOYON B HEM3MEHEHHOW (HOpMe; KOHLUEHTpauuto B MoYe 06pasyroT CrapeHHble
npenaparbl. [Nepuof 06HapyXXeHNs 6eH304Ma3enMHOB B MOYe COCTaB/AET 3-7 AHeA.

1.5.4 KokauH (COC)

KokavH BNsieTCA  CU/IbHOAEWCTBYIOLMM  BO3OYAWUTENEM  LIEHTPa/IbHOM
HEPBHOWN CMUCTEMbI 1 aHECTE3VPYHOLLMM CPEeACTBOM MECTHOrO AerCTBUA. 3HavanbHO
OH BbI3bIBAET YPE3MEPHYHO 3HEPrUO U BO3OYXAEHHOCTb, MOCTEMNEHHO MPUBOAA K
TPeMopy, MOBbLILUEHHOW YyBCTBMTENILHOCTM M CnasMaM. B 60/bLUMX KOMM4ecTBax

KOKauH BbI3blroacT MXopago4yHoe COCTOoAHUE, HEBOCNPUMMYUBOCTb, 3aTPyAHEHUE
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TCA ¢ Moyoilt Kak O6eH30MNIKIoHWH (1,2). BEeH30UI3KTOHWH, T/1aBHbIN
oJUT KOKamHa, WMeeT 6ofee [NTENbHBIA  OUOMOrMYECKUIA  NepUos
biBeeHus (5-8 vacoB), Yyem KokauH (0,5-1,5 yaca), M MOXET ObITb OOHapYy>KeH

TeyeHvie 24-48 YacoB Moc/e BO3AENCTBUA KOKanHa (2).

1.5.5 CuHTeTnyeckune KaHHabnHongbl (K2)

CuHTEeTMYECKas MapuxyaHHa nnn K2 aBnaroTcs NPUPOAHBLIMU UM XUMUYECKN
CUHTE3MPOBAHHBLIMI MCUX0aKTVBHbIMM BeLLecTBaMu, 3((eKT npu ynoTpebreHnun
KOTOpbIX MoA06eH 3ththeKTy npu ynoTpebneHnn MapuxyaHbl. Hanbosnee M3BeCTHbIe
TOproBble HaMMeHOBaHUA «K2» 1 «Cnaucbl», 06a U3 KOTOPbIX UCMOMb3YHOTCA /14
0600LLEHMS CUHTETUYECKMNX aHaioroB MapvxyaHHbl. VccnefoBaHus npeanonarator,
YTO WHTOKCUKaUWs, Bbl3BaHHas YMoOTPeO/eHNEM CUHTETUYECKON MapuxXyaHbl,
BbI3bIBAET OCTPbIE MCUXO03bl, YXYALLAET NCUXOOrMYECKYHO CTabUIbHOCTb, a Takke
MOXET  CNYXXUTb  MPUYMHON  XPOHUYECKMX  MCUXMYECKUX  PacCTPOWCTB Y
NoABEPKEHHbLIX 3TOMY JIOAEN, HanpuUMep, Yy NHoLeN, Y KOTOPbIX B CEMbE MMEHOTCH
AYLLEBHO 60/bHbIE.

BbICOKMIN ypOBEHb METAb0NNTOB B MOYe OOHapy>XMBAeTCs 4vepe3 HECKO/IbKO
4acoB WM [ETEeKTUPYeTCs B TeyeHMe 72 4acOB MOC/Me BbIKYpPUBaHWA HapPKOTUKA
(3aBMCUT OT cnocoba NPUMEHeHNS/A03bI).

Mo cocTosHMIo Ha 1 MapTa 2011 roga, nsATb KaHHabuHouaos: JWH-018, JWH-
073, CP-47, JWH-200 1 KaHHabULIMKNOreKcaHos ABMSKOTCA HenerasibHbIMM B TUTA
M3-3a TOro, YTO 3TU BeLIeCTBA MOTEHUMAbHO MOTYT ObiTb O4YeHb BpeAHbIMY, a,
CNnefoBaTeNibHO,  MPeACTaBNAT  HEMOCPELACTBEHHYHD  Yrpo3y  OOLLEeCTBEHHOM
6esonacHoCcTW. B (hyHAAMeHTasIbHbIX Hay4HbIX WCCMef0BaHUAX [ M3Yy4YeHus
CTPYKTYPHbIX B3aMMOCBSA3€M, CBA3aHHbIX C KaHHAOMHOMAHLIMM peLenTopamu, Obu
paspabotaH JWH-018. JWH-073 06bll 0OHapy>eH B HECKOSbKNX PacTUTE/bHbIX
NpodyKTax, TakuxX Kak «Cnaucbl», «K2», «K3» n gpyrux. 3TU HapKOTMYECKME
BeLLeCTBa NPUHUMAKOTCA A5 MONYYEHNA NCUX0aKTUBHOIO 3(pieKTa.

1.5.6 MetuneHgnokcnmetamgpetrammH (MDMA)

MeTunneHanoKe MTamnH - (3KCTasm) [3aitHepcKm
HApKOTUKOM,  Bne c]’te3"oBaHHbIM B bleukoi
(hapmMaLeBTNYECKOA [ wu™ gns  neyveHns o KTO MW LWMMan

VIHCTPYKLMsi MO NpuMeHe: luwenb Ans BblAENEHNA HAPKOTUYECKNX BELLECTB U
«TecT-cuctema DRUG CONTROL PANEL»
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|"KOTMYEeCKOoe BeLLeCTBO, YacTO COOOWAIM O MOGOYHLIX 3fdeKTax, TakMX Kak
TeHue MbILLEYHOIO HanpsKeHns " MOTOOTAENEHMS. XoT4
|||[rraneHgmMokcumeTamgeTaMmnH ABHO He ABNAETCA CTUMYIATOPOM, KaK U amieTamyH
CMoCco6eH MOBbILLATL KPOBAHOE AaB/eHVEe M YacCTOTy CepheYHbIX COKpPaLLEHWIA.
[MeTuneHgmokcMmeTaM(beTaMMH ~ BbI3bIBAET ~ U3MEHEHMst  BOCMPUATUS,  UTO
IABNAETCA B YBE/IMUYEHUN YYBCTBUTENIbHOCTW K CBETY, CMIOKHOCTU (DOKYCMPOBKM Y
CMa3aHHOCTU 3peHUst Y HEKOTOPbIX N0Aer NoTpebnsatowmx BellecTso. CunTaercs,
4yTO MeXaHuW3M [eNCTBMA MeTWIeHAVMOKCMMEeTaM(eTaMmMHa MPOSIB/AETCA  Yepes
BbICBOOOXKAEHNE HeilpomeamaTopa CepoTOHWMHA.  MeTuneHamoKcmeTaMgeTaMnH
TaK >Xe.MOXeT BbICBOOOXKAATL [odhaMnH, 0fHaKo o06Lee MHeHWe, 4TO 3TO
BTOPOCTENEeHHbIN 3dhheKT HapKoTUYecKoro BellectBa (Hukonc n ObepneHaep, 1990).
Hanbonee pacrnpoCTPaHEHHbIA adhdpexT MEeTWUNEHANOKCUMETaM(eTaMMHa,
BO3HMKAMOLLMIA MPaKTUYECKM Y BCEX NIFOMEN, KOTOpPbIe NMPUHUMAIN YMEPEHHYIO 403y

HapPKOTNYECKOI0 BELLIECTBA, 3aK/1H04a/1CA B CXKaT YesIKoCTe.

R 1.5.7 MeTuneHamokcnnmposanepoH (MDPV)
MeTnneHaNOKCUNMPOBA/IEPOH -  3TO  MCMXO0AKTMBHOE  BELLECTBO  CO
p CTUMY/IMPYIOLLMMM  CBOWCTBaMM, [AEWCTBYET KaK WHIMOUTOP HOpajpeHavH-

06paTHOro 3axeata goamunHa. TaxmkKapaus v r’mnepTeHsnst NPOAoMKaeTcs oT 3 A0 4
YacoB, MArkas CTUMynALWs OT 6 10 8 Yacos.

Conun gnsa BaHH, OAVH 13 BULOB AM3aHEPCKNX HAPKOTMKOB, TaKKe N3BECTHbIX
KaK «y[o0peHus ANns pacTeHWUA» WU «BELLECTBa [NA WUCCMeA0BaHUS», SBNAKOTCA
NnaepamMn NPoAaX B MarasuHax, B MHTEPHETE, M B APYrMX TOUKAX pacnpoCcTpaHeHWs
HapKOTMYECKMX BellecTB. [v3ailHEpCKMe HApKOTUKM  ObluM  pa3paboTaHbl B
nocnefHve rofpl, YTobbl 060MTY 3aKOHOAATE/ILCTBO N areHTCTBa Mo TECTMPOBaHUIO
Ha HapKOTMKKN, N PEKNaMUPYIOTCA Kak Jiera/ibHble. TEXHUYECKMM TEPMUHOM «COJN
019 BaHH» 0003HAYatOTCH CUHTETUYECKME KATMHOHbL. CUHTETUYECKME KATWHOHbI -
3TO CUHTETUYECKas, KOHLIEHTPMPOBAHHAs BEPCUA CTUMY/IATOPA, COAepXKallerocs B
Kate. Kat - 310 pacTeHue, KOTOPOe Ky/bTMBUPYETCA U UCMONb3yeTcA B BOCTOUHONA
Adpuke un jHFMN$MSIINBocTOKe, NposBiseT CTUMYNMPYIOLLEe BO3AENCTBME U

ABNSeTCS M. benble Kpuctannbl*MAMBafo”N  BellecTBa
HarnoMuH NS BaHH, u3-3a 3NAMANAAM ANANaGH K e «Conn
Na .ANS BbIABNEHUSA HAPKOTUYECKMX Be L ecM N n” 1 M6onlnos 11p|ju” in vitro'gaaraocTiikn

«TecT-Cucrema DRUG CONTROL *0r
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BaHH». B 2009 u 2010 rogax 3HauMTeNbHO BO3POC/IO 3/10yMnoTPed/eHne
reTM4eCKUMN KaTMHOHaMK, nepBoHavasibHo B CoefuHeHHOM KoponescTse U B
1bHOI YacTy EBponbl, a 3aTeM B CLUA v KaHage.

MeTueHAMOKCUMMPOBA/IEPOH,  YCTAHOB/IEHHbI B KayecTBe OHOIO U3
OCHOBHbIX WHIPEANEHTOB «COMie [/11 BaHH», Cpean ApYruxX CUHTETUYECKUX
CTUMY/IATOPOB, TakMX Kak MegefpoH, METW/IOH, OYTWIOH WU METeApOH, MOSBW/ICA
npumepHo B 2004 rogy, korfa OH Obl1 NOMYNSPU3NPOBaH Kak KNyOHbIA HapKOTUK,
4acTO MCMOJb3YeMbIn B CoYeTaHUM C ankoronem, FTOMK, kaHHabucom u apyrumm
HapKOTUKamK, A1 JOCTUXKEHWUSA >KefaeMblX 3PMEKTOB, TaKMX KakK 3iopus,
MOBbILLEHHOE BHMMaHWe, OOLMTENbHOCT W CeKCyanlbHOe BO30yXxaeHve. B
HacTosllllee BPeMA HeT NpeanucaHuii - And  UCMOMb30BaHUA  CUHTETUYECKUX
CTUMY/IATOPOB.

HecMoTps Ha TO, YTO CUHTETUYECKME CTUMYNATOPbI, BANAKOT Ha NOTpebuTesei
Nofo6HO ameTaMMHaM, 3KCTa3n U KOKanHy, COOBOLLEeHNA 06 arpeccun, Taxmkapauu,
napaHorie M CcamMOyOWUIACTBE MO3BOMAKT MPEANONOXKNUTb, UTO CUHTETUYECKUE
KaTWUHOHbI MOTYT ObITb 60/1€€ TOKCUYHBLIMA. TN HeraTuBHbIE APMEKTLI MPUBENN K
YBE/IMYEHVIO 4MCNa BbI3OBOB CKOPOW MOMOLUM W TFOCMAT/IM3ALMIA, THKENbIX
MCUXOTUYECKUX M HACWU/MBbCTBEHHDBIX 3MW3040B, PaHEHWI, HaHECEHHbIX camoMy cebe,
caMoyouiicTBam M YBE/IMYEHUIO  CNy4yaeB  CMePTH,  CBA3aHHbIX  CO
3noynotpedneHuamn. Cnyxoéa koHTpons CLUA Haf oTpaBneHnaMu 1 HauyoHanbHas
cnyxba no 6opbbe C HapKOTUKaMu BbIMYCTUIN AOKYMEHT, KacatoLMACs Bpeaa
HapKOTUYeCKMX BelecTs, B  KOTOPOM  NpedocTaBfeHa  WHopMauus O
rOCy[apCTBEHHbIX MyHKTax HeoT/IOKHOW nomowy. B oktabpe 2011 ropga
YnpasneHsne no 6opbbe ¢ HapkoTvkamy CLUA  00baBWIO  3ampeT Ha
METUNEHANOKCUNPOBASIEPOH, METU/IOH M MediefpOoH, UYTO CAenano O6Hapy>keHue
3TMX BELLECTB 60/1ee BaXKHbIM, YeM KOrAa-nmoo.

1.5.8 MeTtamgetamnd (MET)

MeTampeTaMUH  ABSETCA CTUMY/IMPYIOLLMM  IEKAPCTBOM,  BbI3bIBAOLLMM
MPUBbIKAHWe, WHTEHCMBHO BO30Y>KAAIOLLMM OMpefe/ieHHble CUCTEMbl TO/I0BHOIO
mMosra. o XuvMWYeckOMy COCTaBy MeTam(eTamvH O4YeHb CWIbHO CXOfeH C
ameTaMMHOMM L, N3eiCTBME, OKa3biBaeMOe MeTaM(ETaMVMHOM Ha LEHTPasbHYHO

eTcA 3HauMTenbHo 60 [“ambeTamuH,

[ranbHbIX nabopaTop.!— B CU/bHYHO

me/b 411 NIbIONIEHUX HAapKOTUYeckux Between
«TecT-cuctema DRUG CONTROL
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3aBMCUMOCTb. [penapaTr NPUHUMAETCA NepopasibHO, MOCPEACTBOM WMHBEKUMA WK
BAbIXaHNA. BbICOKMe [03bl MPUBOAAT K YCUNEHHOMY BO30Y)XXAEHMIO LIEHTPa/IbHOM
HEPBHON CUCTEMbl W  BbI3bIBAOT  COCTOSIHME  3AOPUM M MOBbILLEHHOMN
BHMMATE/IbHOCTW, CHWKAIOT anneTuT U BbI3blBatOT YYBCTBO YCWIEHUA 3HEPTUM Y
cwnbl.  Peakums CepAeyHO-COCYAUCTON CUCTeMbl Ha MeTaMg)eTaMWMH  BK/OYaeT
MOBbIbIEHVE KPOBAHOIO [AaB/IEHNA U CEPAEYHYIO apuTMUIO. Bonee ocTpble peakumn
3aK/10YaOTCA B MOSBMIEHUM TPEBOXHbLIX PACCTPOWCTB, MapaHoWu, ransitoLvHaLIA,
MCMXOTUYECKOTr0 MNoBeAeHUs, Aenpeccumn 1N UCTOLLEHMS.

AhheKT MeTameTammHa AnmMTCA 2-4 4yaca nocne ynoTpebneHus, nepuog
Mo/yBbIBEAEHUA Mnperapara U3 opraHuM3amMa coctasnseT 9-24 yaca. MetameTramuH
BbIBOAMTCA C MOYON KaK ameTramuH, OKCUAMPOBaHHble W [Ae3aMUHUPOBAHHbIE
nponssogHble. OpHako 10-20% MeTamdgeTaMUHa BbIBOAUTCA C  MOYOM B
Hen3MeHeHHoW qopme. TakvMm 06pa3oM, Hamye B MOYe MCXOAHOrO COeANHEHUs
CBUAETENbCTBYET O NPUMEHEHUM MeTampeTammHa. OObIMHO MeTaM(eTaMUH MOXXHO
06HapPY>XMTb B MOYe B TeueHue 3-5 fHeli B 3aBUCMMOCTM OT YPOBHSA pH Moy,

1.5.9 MeTtagoH (MTD)

MeTafloH ABNAETCA HAPKOTUYECKUM aHa/bresvpylowmm cpeacTsoM A
NneyeHns 60/ OT YMEPEHHOIO O CU/bHOTO YPOBHSA TSXKECTU, a Takke [/1 NieveHus
onvoungHon  3aBucumocT . (epoviH, BukoanH,  TMekpocetr,  MoptwmH).
dPapmakoniornyecknii - ath(heKT  MeTafoHa,  MPVMMEHSIEMOTO  MepopasibHO U
BHYTPMBEHHO, OYeHb CWU/ILHO pasnnyaeTca. MNpu nepopasbHOM MPUMEHEHUN YacCTb
MeTafioHa OCTaeTCs B NeYeHW, YTO CNOCo6CTBYeET 6osiee AnmnTelbHOMY adidekTy. Mpu
BHYTPVBEHHOM BBEJEHWN MeTafloHa [E/CTBME MOXOXKe Ha repovH. [ nonyyeHus
MeTafoHa B OO/bLUMHCTBE LUTATOB HEOOXOAMMO 06paTUTLCA B KIMHMKY JIeYeHUs
60 NN B KIMHKKY, KOTOpas CreupasusnpyeTcs Ha 3amMecTUTe/IbHON Tepanuu

MeTafoHOM. MeTafioH - 60/1eyTONSIHOLLEe CPEACTBO AMUTENBLHOIO AeiicTauns (0T 12 A0
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«M0Mb30BaHNM MeTagoHa B GO/MbLUMX [03aX U B TeYeHWe A/INTE/IbHOro BPEMEHU

~NOXeT HabNAaTLCA A/INTENbHBIA CUHAPOM OTMEHbI. HecMOTps Ha TO, UTO CUHAPOM

OTMeHbI, BbI3BaHHbIV NpeKpaLLeHeM ynoTpebneHns MeTagoHa, 6onee AMTENbHbIN U

TPYAHbIIA, MO CPABHEHWIO C FEPOMHOM, 3aMeHa M NO3TanHoe CHUXXEHWe 03 MeTaloHa

ABNAETCA NPMEM/IEMbIM METOAOM [AETOKCUKaLMA 15 NauMeHTOB 1 TepaneBToB.
1.5.100nmnatbl (OPI)

K onuatam oTHOCUTCA N1t060i npenapar, Mosyvaemblii U3 OMUIAHOIO Maka,
BK/IOYaA MNPUPOAHbIE BELUECTBa, MOPHMH U  KOAEMH W  MOMYCUHTETUYECKME
HapKOTMKK, TaKne Kak repovH. Onvouns sBnseTca 6oee 06LLIMM Ha3BaHWEM, KOTOpPOoe
OTHOCUTCA K Nt06OMY npenapary, BO3AENCTBYIOLLEMY Ha OMMOVAHbIE PELLENTOpPbI.

OnvonaHble  aHa/reTUKM  COCTaBNAOT — OO/bLUYKD  TPYMny  BELUECTB,
KOHTPOMMP)4OoLMX 60/b MOCPEACTBOM YIHETEHUSA LIEHTPaSIbHON HEPBHON CUCTEMBI.
Bonblime [03bI'MOPdMA MOryT BbI3BaTb BbICOKWIA YPOBEHb MEPEHOCUMOCTU U
(hM3NYECKO  3aBUCMMOCTM W MNPUBECTU K  HAapKOTUYECKOM 3aBUCUMOCTU U
3noynoTpe6neHnto. MopthnH BbIBOAMUTCA B HEMETab0MM3MPOBAHHOM BUIE W SBNISIETCA
OCHOBHbIM MeTab0oMMyYeCKMM MPOAYKTOM KOAeMHa M repovHa. MOpPMUH MOXHO
06HapY>XMTb B MOYE B TEUEHWE HECKO/IbKUX AHENW NOC/e NpremMa 403kl OrniaTos.

1.5.11®PeHumknuanH (PCP)

®eHUMKMANH, TaK Xe M3BECTHbIi Kak PCP unn AHrenbckast nbib, SBNSETCA
ranNioLUMHOTEHOM, KOTOPbI BrepBble 1cronb3oBanicst B 1950-bIX rofax B KauecTse
aHECTE3NM NMPU XMPYPrmyeckmnx BmeLLaTeNbeTBax. PCP GblL M3bAT 13 UCMO/Mb30BaHNS
M3-3a TOrO, YTO MaUWeHTbl, MPUMEHSIOLLIME BELUECTBO, OGpeannn M WCMbITbLLAIN
ranniouyHauuy.  ®eHUMKIMAMH  UCNonb3yeTca B (popme MOPONLIOB, Kancyn WU
TabneTok. MMOPOLUOK MOXET ObITb YNOTPE6/IEH NYTEM BAbIXaHWA WU BbIKYpPUBaHIS
roc/ie CMeLMBaHMS C MapUXyaHO 1N PacTUTENbHbIMM NPUMecAMM. PeHUMKNMANH
Hanbonee YacTo MPUMEHSIOT MHIANALMOHHO, HO TakXKe MOXET ObITb WCMO/b30BaH
BHYTPMBEHHO, WHTpaHa3afbHO, W nepopanbHO. [locne npuemMa ManbiX 03,
YCKOPSAKOTCA MbIC/INTE/bHbIE M CMOCOGHOCTYW, MPUHUMAIOLLWIA OyMaeT U AeiACTBYET
ObICTPO, a Tak"e=Ll;lWrbiBaeT nepenaabl HaCTPOEHWS OT 3dopun [0 AEMPecCUn.

HaHeceHu OAVH M3 CaMblX OMaCHbLXAMGY ||V \heHLWIKIMayHa.
PeHunny [lb 06HapyxxeH B Mp 4acoB rocne
[Ns BbIAB/IELLN HAPKOTOYECKMX Belll
«Tect-cuctema DRUG CONTROL P.
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'AICNO/b30BaHMS U COXPaHAETCA B TeveHue 7-14 [Held, B 3aBMCMMOCTM OT CKOPOCTU
MeTabonm3ma, Bo3pacTa NPUHUMAIOLLIEro, Beca, aKTUBHOCTU U AueTbl. PeHUMKIMANH
BbIBOAWTCA C MOYOI B HemaMeHHOI (opme (0T 4% po 19%) v B (hopMe KOHBIOratos
(o1 25% fo 30%).

1.5.12MapuxyaHa (THC)

THC (A9 - TerTparnapokaHHabUHOM) SBNSETCA OCHOBHbIM  aKTUBHbIM
KOMMOHEHTOM KaHHabMHOMA0B (MapuxyaHbl).

[py KypeHun Wnu npuemMe nepopasibHO BbI3bIBAET COCTOSHWE 3ndopun. Y
noTpebuTenen HabMoAaeTcs  0OCnabneHHoe  3anoOMWMHaHWME W 3aMef/ieHHOoe
OCMbicNieHne. OHW TakKXe MOTryT WCMbITbIBaTb KPATKOBPEMEHHYHO CryTaHHOCTb
CO3HaHWA W CTpax. [/MTeNbHbIA NpueM OOMbLUMX 03 MOXET MPUBECTU K
MOBEAEHYECKMM  HapylieHusaM. TMKOBbIA  3(PEKT MpU  KYpPeHUM MapuxyaHbl
nposBnsetca 4yepes 20-30 MuHyT U pgautca 90-120 MMHYT Mocne BbIKYpUBaHUA
OAHOW curapetbl. [MOBbMMNEHHBIA YPOBEHb MeTabonM3mMa B Mo4e HabntogaeTcs B
TeyeHVe BPEMEHN BO3AEWCTBMA U MOXET OblTb 0OHapy>keH B TeueHue 3-10 AHel
nocne KypeHus. [aBHbIM MeTabo/MTOM, BbIBOAALLMMCSA C MOYOM, aBnseTca 11-Hop-
A9 - TeTparnapokaHHabuHon - 9- kapboHosast kucnota (A9 - THC-COOH).

1.5.13Mpera6anuH (PGB)

MperabannH, Takke WM3BECTHbIA KaK P-M300yTWN-y-aMUHOMAC/IsSiHasA KWC/OoTa
(6eta-n306yTNN-FAMK), ABNSETCA 1IEKAPCTBOM, WCMOMb3YEMbIM A/t IEYEHMS
anunencuM, HeeponaTtuUyecko 6o0mKn,  uopomMUManTUm N TeHepaI30BaHHOIO
TPEBOXHOro pacctporictea. O6ume nobouHble 3(heKTbl BK/IOYAOT B CebS:
COH/IMBOCTb, CMYTaHHOCTb CO3HaHWA, NPO6IeMbI C NaMATLIO, MI0XYH KOOPAUHALMIO,
CyXOCTb BO PTYy, NpPOo6/eMbl CO 3peHUEeM W YyBe/fnuveHWe Beca. [loTeHUpanbHO
cepbe3Hble  MOOOYHbIE  3((IeKTbl  BK/KOYAKOT  aHTMOHEBPOTUYECKMIA  OTeK,
310ynoTpebsieHe HapKOTUKaMM M MOBbILLEHHBIA PUCK camoybuiicTsa. IMNperabainH
BbIBOAMTCA M3 CUCTEMHOIO  KPOBOOOPALLEHNA  MPEUMYLLECTBEHHO  MOYEYHONA
9KCKpeumen B HAAY}8M3MeHeHHOro npernapara. CpeaHWin nepuog, nosyBbIBeAeHNS
nperabanin1"M»X |*"5”3 vaca.

"NaHenb 191 BbIABEHNS HAPKOTNYECKNX Sei
«Teckuctema DRUG CONTROL
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AnKanona, O6HapyXeHHbIi B Tabake W, KPOMe TOro, SBSAOLLMIACS
MeTabo/IMTOM HMKOTMHA. CrOBO «KOTWMHWH» MPeACTaBnseT coboi aHarpammMy CrioBa
HUKOTUH». ICNonb3yeTcs Kak bruomapkep BO3AenCTBUS TabayHOro ApiMa. MogobHo
HUKOTVMHY (HO B ropasfio MeHblUe Mepe), KOTMHWH CBS3bIBAETCH, aKTUBUPYET U
CHMKAET YyBCTBUTENbHOCTb HUKOTUHOBbIX aLEeTU/IXO/IMHOBBIX PELLENTOPOB HEMPOHa,
06nafaeT HOOTPOMHLIM M aHTUMCMXOTUYECKUM 3hekTamn. In vivo nepuog
MONYBLIBEAEHVS KOTUHMHA NpubamusnTensHo paseH 20 4Yacam, OH  06bIYHO
06HapY)XMBAeTCA B TeYeHWMEe HEeCKONbKMUX AHeil (00 Hefenw) nocne ynoTpebnieHms
Tabaka. YpOBeHb KOTMHMHA B KPOBM MPOMOPLIMOHANIEH CyMMe BO3[ENCTBMA
TabayHOro AbiMa, MO3TOMY OH SB/SETCA LEHHbIM WHAMKATOPOM BO3AENCTBUS
TabayHOro ApiMa Ha opraHMsM (B TOM 4muCie MpU  MACCMBHOM  KypeHuN).
[MonynAaUMOHHbIE XapPaKTePUCTUKN MEYEHOUHbIX (PEPMEHTOB MOTYT TaKXe WUrpatb
PO/b B CKOPOCTW MeTaboM3Ma KOTUHMHA. TeCT Ha KOTUHWH SIB/ISIETCA OOBLEKTUBHOWA
KO/IMYECTBEHHON OLIEHKOW, 60/iee HaAEXHON, YeM WUCTOPUA KYPEeHUs WX NOACYHET
BbIKypMBaeMbIX curapeT 3a feHb. KOTMHMH TakKe NMO3BOJISET OLEHUTL BO3LENCTBUE
TabayHoro AbiMa Nnpwn NacCUBHOM KypeHUN.

1.5.15IMa6baneHTnH (GAB)

JlekapCTBEHHOE  CPeACTBO,  aHTWUKOHBY/ILCAHT  (MPOTUBO3MNUMIENTUYECKNM
npenapar), UCMOo/b3YHOLLWACA’ ANt NIEYEHNA SMUIENCUK, a TakxKe HenponaTuyecKom
6onu. Mo cTpoeHnto cxofeH ¢ FTAMK, oaHaKo MexaHM3M ero AevCTBUS He CBS3aH C
npsMbiM  BO3fdeicTBueM Ha [TAMK-pelenTopbl M BbIICHEH He MOJ/HOCTLHO.
dapmakonorMyeckoe  [elcTeve -  aHasibresvpytoLllee,  MpPOTUBOCYAOPOXKHOE.
MpepynpeXxaaeT BO3HWKHOBEHWE 3NWIENTUYECKUX NPUMNAAKOB MpPU  UHAYKLAM
CYZ0POr MakCUMasIbHbIM 3/IEKTPOLLIOKOM W NMEHTUIEHTETPA30/10M Y MbILLEA U KpbIC, @
TaKKe Ha ApYyrux [LOKIMHUYECKUX Mofensx (Hanpumep, SIMHUA C TeHETUYECKM
006YyC/OBMIEHHOW 3nunencuen 1 ap.). PeneBaHTHOCTb 3TUX MOAENEN NP SNUENCUN y
YesloBeKa He ycTaHOB/EHa. Ha HeKOTopbIX TeppuTopusax MabaneHTUH OTHOCUTCH K
CNUMA"AMARbLUNPYEMBIX  MPENapaToB, YMNOMUHAETCS O Ciydasx YrnoTpebneHms

3eaLMOHHbIX Liensix. TonepaHTac AMNLILLMA®@N™ cumapom

MW TecT-naHenb Ans BLIABNEHUS HAPKOTUYeCKNX B, o
«TecT-cuctema DRUG CONTROt-r"

19
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

0'327013»"



Zhejiang Orient Gene Biotech Co., Ltd

CLCTaBNAOT CO60I 00bIYHOE SBMEHNE KaK Y L, KOTOPbIM rabaneHTnH Has3HaueH
fm TepaneBTUYECKUX UENSX, TaK U Y UL, UCMONb3YHOLIMX €ro B PeKpeaLlnoOHHbIX
oensix. CUMNTOMbI OTMeHbl 00bIMHO MOSIBASKOTCA Ha MPOTSHXXKEHUM nepuoda oT 12

YacoB 10 7 [Heli Noc/e NpeKpaLLeHns NprMéma rabaneHTuHa.

2 MpuHUMN AelicTBUS MeAULMHCKOIO U3aenms

TecT-cucTemMa NS BbISBNEHNS HECKOMIbKMX BUAOB HAPKOTUYECKMX BELLECTB B
MoYe MNpeacTaBNseT CO60 UMMYHOXPOMATOrpatiMuecKnii aHanms3, 6asvpyroLLMnCS
Ha MNPUHUMNE KOHKYPEHTHOrO CBA3bIBaHWS. HapKOTMYecKMe BeLLeCTBa, KOTopble
MOryT OblITb, 06HapPYeHbl B 06pa3Le MOYM, KOHKYPUPYHOT C MX KOHbHOraTamu 3a
30HbI CBA3bLUAHUA Ha CreLMMPUYECKNX aHTUTENax.

Mpn npoBefeHUN TecTa 06pasel, MouM NOAHMMAETCS BBEPX MOf, AEVCTBUEM
KanunnsapHoim cunbl. ECAM KOHUEHTpauusi HapKoTMKa, B 06pasue MouM Hibke
MOPOrOBOr0 3HAYeHMs,, OH He HacCbllL@eT CaiTbl CBA3bIBAHUA CrEUMNUECKOro
aHTuTena. locne aToro aHTUTENI0 pearvpyeT C KOHbIOratoM HapKOTWK-GenoK, v B
30HE TEeCT-/MHUW MOJIOCKM OnNpefeNieHns JaHHOrO HapKOTWKa MOSBNSETCH LBETHas
NMHUA. Hanmume HapKOTMKa B KOHLEHTpauyK, NpeBbrnatoLLeil MOPOroBoe 3HaYeHwme
onpeaeneHns, NPMBOAMT K HACbILLEHMIO BCEX CalTOB CBSA3bIBAHMA aHTUTENa, Mpu
3TOM B 30HE TECT-/IMHUIN He 06pa3yeTCs LBETHOWN SIMHWN.

MoNoXUTENbHbIA K HAPKOTUKY 06paseL, MoUM He hopMUPYET LBETHYHO /INHUKO
B TECTOBOI 30HE MOMOCKN U3-3a KOHKYPEHLMM HApKOTUKOB 3a CaiiTbl CBS3bIBaHUS, B
TO BpeMsi Kak OTpuvUATe/bHbIA K npenapaTty obpasel, Moun opmMupyeT VHUIO B
TeCTOBOV 0611aCTV NO MPUYMHE OTCYTCTBUA KOHKYpeHUuW. LiBeTHas nuHMS Bcerga
OTOOpaXKaeTCss B KOHTPO/IbHOWM 06/1aCTh, WCMOMHASA  (DYHKUMIO  MPOLeLypHOro
KOHTpONA W YykasbliBad Ha [fAobaBfeHVe [0CTaTOMHOro obbeMa o6pasua W

paBHOMEPHOE pacTeKaHNE No MeM6paHe.
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PycyHOK 1- T1puHUMN LeACTBUS TECT-MOOCKN

Kak noka3aHO Ha pucyHke 1, o6pasey (A) MUTPUMPYeT C MOMOLLBHO
KanuinapHbIX CAN BAOMb MeMOpaHbl A1s peakuum C LBETHbIM KOHbtoratom (B).
[Mpenapartbl, NPUCYTCTBYIOLIME B 00pasLe HWDKE KPUTUYECKON KOHLEHTpauuu, He
HacbITAT 06/1aCTU  CBA3bIBAHWS CNELMPUUECKUX aHTUTE/, KOHBLIOTMPOBAaHHbLIX C
30/10TOM, W He CHOPMUPYIOT OKpalLeHHbIA KoMMieke aHTureH-aHtuteno (C).
AHTUTENA, KOHBIOTMPOBaHHbIE € 30/10TOM, 3aTeM  3axBaTblBaOTCA
MMMOOW/I30BaHHBLIM  CMeLM(NYECKUM KOHBIHOraTOM npenapara, a 06pa30BaHHas
BAOVIMAs KpacHas Mojoca yKasblBaeT Ha oTpuuatesibHblid pesynbTtat (D). Ecnm
TecToBad nosnoca He (hOpPMUPYETCA B COOTBETCTBYHOLLEN TECTOBOW 06/1acTv, 310
yKa3blBaeT Ha NOMOXKUTESbHBIA pe3y/bTaT TecTa M Ha TO, YTO YPOBEHb Mpenapara B
CTMbITYEMOM 00pasLie BblILLE MOPora YyBCTBUTE/IbHOCTU TeCTa.

B 0651acT KOHTPO/bHOW NIMHUA MeMOpaHbl MMMOOWUI30BaHHbIE PeareHTbI
3axBaTblBalOT LIBETHOM KOHbIOraT He3aBMCUMO OT MPUCYTCTBUA TECTUPYEMOro
obpasua. MonyyeHHas BuauMMmas KpacHas nonoca (E) noATBepXaaeT, uTo aHanms
MPOXOAMT NPaBU/ILHO.

TecT-nonocka Ana onpegeneHns (hanbCUPUKaLMN COAEPKUT TPU XUMUYECKU
06paboTaHHble 06/1aCTM € MHAMKaTopamu. [py  MOrpy>XeHUW MONOCKA  A/is
YCTaHOBNeHUA (hakTa asbCUnKaumM B MOYY, >XMAKOCTb MOAHUMAETCA MOA
[EVCTBMEM KanuNNAapHbIX cui. B 30HaX HaHeCeHWsi MHAMKATOPOB MpPU KOHTaKTe C
MOYOM MPOUCXOAWUT peakums, Mocne 4Yero LUBeT WHAMKATOpa MeHSETCs.
NHTepnpeTaums pesy/ibTaToB OCYLLECTB/ISETCA MyTeM CPaBHEHWUS LiBETa MOOCKUN B

30HaxX HaHECEHUs! UHAMKATOPOB C LiBETOBOI Tabnnueil. CpaBHeHWe LIBETOB MOMOCKM C

LiBeToBa MO3BO/IIET MPOBECTU  MO/YKONIMYECTBEHHOE  OMNpeaesieHve
. /m . A andS) AT

Kpea piil N YAenbHOM nnom,pcm?‘rl\ﬂkﬁ(""?:f.lI Ka, UTO MOXET

oML OCTb 06pasua Moun.'

eCT-MaHeNb A5 BbIABNEHNS HKOTUYECKSX LU
«TceT-cuctema DRUG CONTROIMNXIEL»
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3 XapaKTepuUCcTUKMU MeguULNHCKOro u3genmsa

31 TexHu4YecKue XxapaKTepnucTUKn MeguULMHCKOro U3aenuns

abapuTHble pa3mepbl TecT-MaHennM C Kpbnnkon: pavHa (92,0£1,0) mwm,
lWmprHa (46,0+1,0) MM, TonwmHa (7,0+0,3) Mm. Macca TecT-naHeIm ¢ KpbILLKOM
(14+£10%) r. TecT-naHeNb BapuaHTa UCNOMHEHNA 1 cofepXXuT 13 TecT-NosocoK 4/1a
BbISIB/IEHVS] HApPKOTUYECKUX BELLUECTB U UX MEeTabo/mMTtoB M 1 TecT-MnosiocKy A/
KOHTpPONA  (pasibCupnKaumMm  mMoun.  Bufbl  TECT-NOMNOCOK A1 BbIAB/IEHNS
HAapPKOTUYECKMX BELLECTB M WX MEeTabo/MTOB, WCMO/Mb3YeMbIX B TeCT-CUCTeMe
BapuaHTa UcrnonHeHms L

- TecT-nosocka a5 o6HapyxeHus AMP;

TeCT-Mnonocka Ans obHapy>keHns BAR;

- TecT-nosiocka ans obHapyxeHuns BZO;

- TecT-nonocka ans obHapy>xkeHms THC;

- TecT-nosnocka anst 0bHapyxeHns MET;

- TecT-nosnocka ans oobHapyxeHus OPI;

- TecT-nonocka ans obHapyxeHms COC;

- TecT-Mnosocka s 0bHapy>keHns MTD;

- TecT-nonocka gna obHapykeHns MDPV;

- TecT-Mnonocka ans obHapy>keHua K2;

- TecT-nosocka ans obHapyxeHus PCP;

- TecT-nonocka ans obHapykeHns MDMA,;

- TecT-rnosnocka ans o06HapyxeHns PGB.

TecT cuctema BapuaHTa WCMOMHEbLIA 2 COAePXMT 13 TecT-MonocoK A

BbIAB/IEHNA HAPKOTUYECKMX BELWECTB N UX meTabonutos n 1 TECT-NONOCKY A/1A

KOHTpO/y aumm  mMoun.  Bwupgbl  TecT-monocpk 4 BbISBNEHUS
HapKO N ux MeTabonnTos TecT-cucTeme
Bajpua]

eMaHesb AN* BbIABNEHWS HAPKOTMYEN.
«TecT-cuctema DRUG
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- TeCT-nonocka ans obHapyxeHnsa AMP;
- TeCT-MosiocKa A1 06Hapy>keHns BAR;
MK - TecT-Mnonocka s obHapyxeHus BZO:;
M TecT-nonocka gns obHapykeHns THC;

- TecT-nosiocka ans obHapyxeHnsa MET;

- TecT-nosnocka ans obHapyxeHus OPI;

- TecT-nonocka ans obHapyxeHns COC;

- TecT-MnosiocKa s obHapyxeHnsa MTD;

- TecT-Mnonocka gns obHapy>keHns MDPV;

- TecT-nosocka ans obHapyxexHus COT,;

- TecT-nosnocka ans obHapyxeHus PCP;

- TecT-nosiocka ans oobHapyxeHus GAB;

- TecT-Mnosiocka s o0bHapy>keHus PGB.

TecT cuctema BapuaHTa ucnosnHeHWs 3 cofepXut 10 TecT-nosocok A
BbISIBNIEHNA HapKOTUYECKMX BELECTB U UX MeTabonmMToB U 1 TEecT-Monocky Ans
KOHTpONA  (hanbCumMKaumm  moun.  Buibl  TeCT-NOMNOCOK  A1A  BbIAB/IEHNS
HapPKOTUYECKMX BELLECTB M WX MEeTabo/IMTOB, MCMO/Mb3YEMbIX B TeCT-CUCTeMe
BapvaHTa UCNoMHeHUs 3:

- TecT-nosiocka ans obHapyxeHns AMP;

- TecT-Mnonocka gns obHapyxeHns BAR;

- TecT-nosocka ans obHapyxeHuns BZO;

- TecT-nosocka ans obHapyxeHus THC,;

- TecT-nosiocka ans obHapyxeHnsa MET;

- TecT-nosocka ans obHapyxeHns OPI;

- TecT-nosocka ans obHapyxeHus COC;

- TeCT-Mnosocka ans obHapykeHns MTD;

toCKa Ans 06Hapy»eHns MDPV;
a ans obHapyxeHus PCR

ecTTlaHenb Ans BblsBneHNs Blkotnyeck11X BelecTBy
«TecT-cuctema DRUG CONTROL PAI&i]
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CTpyKTypa TeCT-MOSIOCKA O15 BbISB/IEHUA HAapKOTUYECKUX BELUECTB U UX
MEeTab0/IMTOB N306paXKeHa Ha PUCYHKe 2:

A - Tloanioxka 30Hbl 06pasLga.

b - lNognoxXka 30Hbl HaHeCEHMS KOHbIOraTa

B - HuTpouenntonosHas MemopaHa.

[ - AGcopompytoLLas niacTuHa.

[ - HwkHag nognoxka. LLnpuHa tecT-nonockn - (3+ 1) Mm

PeareHTbl, NpYMeHsAeMbIE B TECT-CUCTEME NPUBEAEHbI B MPUNOXKeHUN A

| A JWHVA

L, = \’</_|

PucyHOK 2 - CTpyKTypa TeCT-NOMOCKN A/151 BbISIB/IEHWS HAPKOTUYECKMX BELLIECTB U
NX MeTaboIMTOB

3.2 AHanntTun4yeckasa HyBCTBUTENBbHOCTb

[MoporoBble 3HaYeHWs HAPKOTUYECKUX BELLECTB M UX MeTabonmMToB B MOYe
npeAcTaBs/eHbl B Tabnmue L

O6pasubl  MouM  OblIM  pacnpefenieHbl MOPOBHY B 3aBUCMMOCTU  OT
KOHL|EHTpaLMiA: NMoporoBoe 3HayeHune -50%, Noporosoe 3HauveHve -25%, MoporoBoe
3HayeHue, MoporoBoe 3HaveHue +25%, noporoeoe 3HayveHne +50%. O6pasLpbl ObUn
NpoaHa/IN3MPOBaHbl C UCMO/b30BaHNEM TECT-CUCTEM M3 TPeX pasHbIX MapTuin Tpems
crneumanucTamn. Tpy KOHLEHTpauUMn noporosoe 3HadeHve +25% W1 Bbille ObLUM
MoSlyYeHbl MPenMYyLLEeCTBEHHO MOMOXWTE bHbIe pPe3y/bTaTtbl, MNPV KOHLEHTpaumm
MOPOroBoe 3HauyeHve -25% W HKe OblM  MOMYyYeHbl  NPEVMYLLECTBEHHO

oTpuuaten\blB=p83ynbTaTbl And MeTameTaMMHa, aMeTamMnHa, KOKauHa, Onuatos,

METUL1L VN ENRYY VYV beTaMmHa,  GapouTadar(® N CUHTETUYECKUX
KaHHa8 i poB1  efiymoma. MeTue mh MapuxyaHbl,
pyKumMm/[BTa6: aTrlaLu.larHocmm
(o]

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



Zhejiang Orient Gene Biotech Co., Ltd

| nperabannHa,  6GeH30AMA3eNMHOB, KOTWHWHA W rabaneHTaHa.  Pe3ynbTarbl

npeAcTaBNeHb! B NPUIOXeHUn b.

3.3 AHanuTnyeckasa cneynpumyHOCTb
I_Iepel—IeHb KOMINOHEHTOB, KOTOPbLIE 06Hapy)KI/IBaI-OTCFI B MOYE npu nomoLlmn
LI J TecT-cucTteMbl NO UCTeYeHue 5 MWHYT, N KOHUEHTPaUn AaHHbIX KOMIMOHEHTOB, MPU

KOTOPbIX OHN O6Hapy)KI/IBaI-OTCFI npuBeLeHbI B NPUIoXKeHun B.

3.4 TlepeKpecTHaa peaKTUBHOCTb

Llenbto mccnenoBaHns ABNANOCH OMNpefenieHVe NMepeKpecTHOM PeakTUBHOCTY
TeCTa C BeLLeCTBaMM B MOYe, He COfepXKallerl aHa/inT, WM B MOYe, COofepyKalllel
HapKOTUYeCKMe BeLlecTBa: amdeTaMuH, 6apouTypatbl, GeH30AMas3ennH, KOKauH,
CUHTETUYECKME KaHHabuHouap!, METUNEHAVOKCUMETaMDETAMUH,
METUNEHANOKCUNUPOBA/IEPOH, MeTaM(eTaMWH, MeTafoH, Onuathbl, (EHUMKINONH,
MapuxyaHy, npera6ainH, KOTUHWH, rabaneHTUH. B npunoxeHun I yKasaHbl
BELLECTBA, KOTOPble HEe MoKasan MepekpecTHOM PeakTUBHOCTW MPWU MpPoBeAeHUN

CCNeAoBaHUS C MOMOLLIbHO TECT-CUCTEMbI NPY KOHLEHTpaummn 100 MKr/mn.

3.5 TouHoOCTb

80 nonoXxutenbHbIX 06pasuoB Mounm K 20 OTpULATENbHBIX 06pa3LoB MOUM
OblM NpoaHanM3npoBaHbl MeTogoM X-MC u TecT-cucTeMamu ANl BbISIBNEHNS
ameTammHa. Kaxaplil aHanm3 6bln nNpoBedeH Tpems cneupanictamn. O6pasLibl
ObLLM pa3feneHbl Ha 5 rpynn rno KOHUeHTpauusam: 6e3 HapKOTUYECKOro BELLECTBa,
50% OT NoporoBoro 3HayeHus, 75% OT NOPOroBoro 3HavyeHus, 125% o1 Noporoeoro

3HaueHus, 150% OT NOPOroBOro 3HaueHus. Pe3ynbTaTbl MPUBEAEHbI B MPUNIOXKEHUN

NpefoCTOPOXHOCTHN
anu3a npeacrasngeT coboi numposaHus. Mpu
%.
pKMMW  MaTepuanamun (1 aponornyeckoro
no npinraeftETO M u TecT Tlasenb ANA BbIABNEHUA HAPKOTUYECKIO O A CLLL Py moue aw|;%'A?a»1M01
A~ ] «TecT-cuctema DRUG CONTROTpMEL»
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fnpovcxoxaeHns) cnegyeT WCMOMb30BaTb CPeACTBa  WMHAMBUAYa/IbHOW  3aLLATSI,
HarnpyMep, MepPYaTKM 1 OUKM.

. MoTeHUMaNbHbIA PUCK MPUMEHEHUS TECT-MaHEeNM - Knace 2a.

. TecT-naHenb NpeAHa3HaueHa TOMbKO AN1s in Vitro AuarHOCTUKM.

. Bce KOMMOHEHTbl TecT-MaHenM B WCMOMb3YeMbIX KOHLEHTPALWSX
HETOKCWYH!.

. TecT-naHeNb npeAHasHavyeHa A9 OJHOKPATHOrO  MCMO/b30BaHUS.
[MOBTOPHOE MPUMEHEHMNE UCKITHOUEHO.

. [Mepep paboTon C MEAVNLIMHCKAM M3[eIMEM HEOOXOAMMO O3HAKOMUTLCH
C UHCTPYKLMEN N0 NPUMEHEHUIO.

. BCKpbITE  YNaKOBKM  MPOM3BOAWUTL  HEMOCPEACTBEHHO  nepeq
NpYMeHeHMeM. He m1cnonb3oBaTb TeCT-MaHeNb C BUAUMbBIMIA MOBPEXAEHWUSIMA UK

NPV NOBPEXAEHHOM YNaKoBKe.

. Bepeub OT AeTel.
. He ncnonb3oBaTh Moc/e UCTeYeHMst CpoKa rofgHOCTH.
. He wcnonb3oBatb TecT-naHenb, €civ He  CobMfasMch  YCioBuA

TPaHCMOPTMPOBAHUS U XPAHEHWS COFNIACHO MHCTPYKLIMMN,

. Mpy NpodheccoHanbHOM MPUMEHEHUN B KNMHWUYECKMX NabopaTopusix
BCE UCC/eflyeMble 00pasiibl CUMTAOTCA MOTEHLMANIbHO ONacHbIMK, 1 0BpaLLaThCs C
HUMK CrieayeT TaK Xe, Kak 1 ¢ BO3byauTensmm UHgekUmn. OnepaTop, paboTatoLLuii
C TECT-CUCTEMOIA, [O/MKEH 6biTb B 3aLUMTHbIX MepyaTkax (MOryT WCMOMb30BaThCA
MELMLIHCKME AW APYTUe 3alyTHbIE NEPUATKU - B KOMM/IEKT NOCTaBKM He BXOAST),
MPeAOXPaHSOLLMX OT KOHTAKTa C YacTsMM TeCT-NaHe M Ast UCK/HUeHUs nonagaHus
MOUM Ha KOXY PYK 1 BO3MOXHOTO MHAULIMPOBAHWS.

. Mpy NpodheccoHanbHOM NMPUMEHEHUN B KIMHWUYECKMX NabopaTopusix
rnocsie NPOBEAEHUsI aHaNM3a BCE KOMMOHEHTbI TECT-MAHEeNM NOAEXaT YTUIM3ALIMN B
COOTBETCTBMM C [eMCTBYIOLUMM 3aKOHOAATENbCTBOM Poccuiickoin degepauyn Ha

MOMEHT MO/1b30BaHHbIE KO/IJTEKTOP N KOLWLWHOT OTHOCATCA K KaCCy
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- 3MNBAEMMO/IONMYECKN OMacHble OTXOAbl, - U TPeOYOT COOTBETCTBYHOLLUMX Mep
1PeOCTOPOXXHOCTU NPU UX YTUN3ALNN.

. TecT-naHeNb He NOANEXUT TEXHNYECKOMY 0OCTY>XMBAHMIO 1 PEMOHTY.

. [MpOTMBOMOKa3aHWA B paMKax YCTaHOB/IEHHOrO MPOWU3BOAUTENIEM
Ha3Ha4eHNs He UMEET.

TecT-cuCTeMa COAEPXUT MaTepuasibl XXMBOTHOIO MpoucXoxaeHus. [Mpu
N3rOTOB/NEHUN TECT-CUCTEMB! MCNO/b3YHOTCH MaTepuanbl  XKMBOTHOIO
MpOVCXOXKAEHP1S, a UMEHHO KO3bM aHTUTENa, MOHOKIOHA/bHbIE MbILLWHBIE aHTUTENA,
Kponmumini  1gG. Matepranbl He TOKCMYHbI, He $O0BMTbl WU He BXOAST B
HENOCPeACTBEHHbIA KOHTAKT C OpraHvM3MOM 4enioBeka. Matepuasbl He SIBNSHOTCS
(hapMaKo/IorM4ecKoin CcyocTaHUmMen WM NeKapcTBEHHbIM MpenapatoM. [poveccsl
nepepaboTKM, KOHCepBaLMn, TECTUPOBaHMS U 00PabOTKN TKaHEN, KNETOK W BELLECTB
YKMBOTHOIO MPOUCXOX/AEHNA BbIMO/IHEHbI TakMM 00pa3oM, 4TOObl 06GEeCrneYnTb
MaKCUMa/lbHbliA  YPOBEHb  BGMOMIOrMyeckor 6e30nacHOCTU  Ans  MoJb30BaTeslen,
NaLUMeHToB 1 APYruxX nofen. TKaHW, KNETKM U BUONOr1MYecKme BELLLECTBA XXMBOTHOIO
NPOVCXOXAEHUS, NPUMEHSIEMbIE MPU U3FOTOBNEHWN TECT-CUCTEMbI, MOMYyYEHbI OT
YKVMBOTHBIX, MPOLUEALINX BETEPUHAPHbIA  KOHTPO/b M HaXoAMBLUMXCA M0OA

HabMofIEHNEM, C YHETOM NPEANoaraeMoro UCMo/b30BaHPM 3TUX TKaHei

5 O6opyaoBaHve M MaTepuasbl, He MoCTaBNsiEMble B KOMMJEKTaX
TeCT-CUCTEMbI, HO H€06XO,£I.I/IMbIe npu nNpoBegeHNN aHa/in3a

- CeKyHOOMEp Unn Tanmep;
- KoHTeiHep ans céopa Mouu;
- [MepyaTKn MeauLMHCKME OAHOPA30BbIE;

LleHTpudyra nabopatopHas;
- XonoaunbHWK ¢ TeMnepatypou ot 2 ao 4°C;

IKc Temnepatypoin o1 mmHyc 20°C fo muHyc 30°C;

~enmnyeClalacaneTkm (Npy HeoGXoaMMocTn)-". .
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6 AHanusupyemblie Npobbl

TecT-cucTema paspaboTaHa A/1s UCMosb30BaHMA C 06pasLaMmn MOYN.

O6pa3seL, MouM O0MKEH ObITb COOpPaH B UMCTYHO U CyXytH) eMKOCTb. MOoxeT
ObITb 1CMO/b30BaHA MOYa, COBpPaHHast B 11060 Bpems CyTOK.

O6pasupbl MOYM C BUAUMBIMIA 0CafKaMK LEeHTPUGYrMpytoT B TeueHre 10 MUH.
npn yckopeHun 1500 g (060poTOB B MWHYTY), (OUNILTPYHOT WM OTCTamBatoT [0
MONy4YeHMs MPO3PaYHO HaL0CALOUHOMN XUAKOCTH.

CBeXyH MOYY MOXXHO XpaHWUTb MpU KOMHATHOMW Temnepatype ot 18 go 25°C
[0 4 YacoB UM XPaHUTb B XONoAuIbHNUKe oT 2 Ao 8“C fo 48 yacoB [0 NpoBeAeHNs
Tecta. [Ans ANUTENbHOIO XpaHeHNs 06pasLbl MOryT ObITb 3aMOPOXKEHbI Y XPaHWUTLCA
npy Temnepatype oT MuHyc 20 ao muHyc 30°C go 30 aHein.

Mepes nMpoBefeHMEM aHaiM3a Wccnefyemble 06paslbl  MOYM, KOTOpbIE
XpaHunMcL npu Temnepatype oT 2 fo 8°C, cnefyet BbiaepXkaTb MPU KOMHATHOM
Temnepatype ot 18 fo 25°C He meHee 30 MUH.

3aMOpOoXKeHHble Uccrefyemble 00pasubl MoYM  CrefyeT BblaepXxatb Mpu

KOMHaTHo TemnepaType oT 18 10 25°C He MeHee 60 MUH.

7 MeTogukKa NpoBeAeHNA aHann3a

[na nonyyeHns 4OCTOBEPHbIX Pe3y/bTaToB HEOOXOAMMO CTPOroe Cob/oaeHe
MHCTPYKUMM NO NPUMEHEHMIO TECT-CUCTEMBI.

Mepen npuMeHeHMEM YOeauTbCs B LIENIOCTHOCTU YMaKOBKW TECT-CUCTEMbI
nyTeM BU3ya/lbHOro OCMOTa.

He ncnonb3oBaTh U3Aenve, ecnv ynakoBka NnoBpexxaeHa 1n rnaoxo 3anasHa.

TecT-cucTema, B Ciyyae XpaHeHWs npu Temnepatype ot 2 go 8°C, nepeq
NPOBefeHNEM aHanm3a [0/MKHA ObITb BbLUEPXKAHa NPy KOMHATHOW Temnepartype OT
18 po 25°C B TeueHue He MeHee 10 MUHYT. TecCT-cucTeMa, B Cydae XpaHeHUs npu
Temnepatype oT 8 o 18°C, nepep NpoBefeHEM aHa/n3a [0/MKHa ObITb BblaepXKaHa

npn KQlLlE aTtype ot 18 fo 25°C B TeyeHMe He MeHee 5 MUHYT. B cnyyae
'V
"I/ItprKu, NenmeHe]
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LLUEHMA TecT-cucTembl Npu Temnepatype oT 25 o 30°C nposedeHMe aHam3a
NIOXXHO Ha4YMHaTL Cpasy.
BCKpbITb MHAMBUAYA/TbHYHO YMAaKOBKY TeCT-CUCTEMbI HEMOCPEACTBEHHO Mepeq
MpoBefeHVeM UCCe0BaHNA.

1 13BnekuTe TecT-cuctemy u3 FGpMETI/I‘—IHOI7I YMaKOBKA U MCﬂOﬂb3yVITe ero

KakK MOXXHO CKOpee.
Mocne BCKPbITUS WMHAVBWAYaNbHOW TepMETUYHOA YMaKOBKU TeCT-CUCTEMbI

aHanM3 [0/KeH ObITb MPOBeAeH He Mo3fgHee YeM 4yepe3 5 MWHYT Mpu YCroBUK
COO/MOAEHNA KOMHATHOIN TemnepaTypbl T 18 go 25°C.

2. [MpoMapKupynTe TECT-CUCTEMY WMEHEM NauueHTa WM UHbIM
KOHTPO/bHBIM UAEHTUDNKATOPOM. CHUMMKTE KPbIMMCY C TECT-CUCTEMDI.

3. Morpy3ute abcopbupyHoLLy0 MOBEPXHOCTb TECT-NOMOCOK B 06pasel,
moun Ha 10-15 cekyHp (pucyHok 3). Ob6pasel, MOYM He [LO/DKEH compuKacaTbCs C
M1aCTMKOBOW MOBEPXHOCTHIO TECT-CUCTEMB.

4. HafeHbTe KpbIWKY W MOMOXWUTE TECT-CUCTEMY Ha POBHYHO YMUCTYHO
HEBMUTbLIBAOLLLYHO NMOBEPXHOCTb.

5. [MpoBoauTe NPOBEPKY  pe3y/bTaToB  aHaiM3a Ha  MOL/IMHHOCTb
OMO06BLEKTA Yepe3 2 MUHYTBI MOC/e Hayana MccnefoBaHus. [a 31oro cpasHWTE
LBETa Ha MOJIOCKE AN1S OnpefenieHns MOLMHHOCTA C MpunaraemMor LBETOBOWA
Tabnmuen (pUCyHOK 4) Ans, yCTaHOBMEHUS (akTa hanbcudmkaumm. Ecnm no
pe3ynbTaTaM YCTaHOBNeH (akT (hanbCUMKaLUMM WM MIOPYK,  AasibHelLuee
1ccrnefoBaHWe creayeT NpekpaTuTb, MPOBECTU YCTaHOB/IEHWE MOLIMHHOCTA eLLe pas3
UM 0TOBpaTh HOBLIN 0BpaseL, MoYW.

6.  lpoBoauTe WHTEPNpeTaUMIo pPe3ynibTaToB TeCTa Ha HapKOTUYECKWe
BellecTBa Yepes S5 MWHYT TMOC/Me Hayana aHamsa. HE MPOBOANTE
MHTEMPETALMIO PE3YJIbTATOB MNO3AHEE 5 MUHYT MOCJIE HAUAJIA
AHAJI3A
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Mokas3aTesnb

pH

YpenobHas

MNAOTHOCTb

KpeaTUHUH

)

PucyHok 3 - NpoBeeHne aHanmsa

Hopma
4.0 6.0 7.0
1.005 1.016

20 mr/an

8.0

1.025

100 mr/an

2.0

OTK/IOHEHWE OT HOPMb

1.000

O mr/gn

8.0

9.0 12.0

k1.03S

10 mr/an

PucyHOK 4- LiBeToBas Tabnmua Ans MHTeprnpeTaummn pesynbTaToB TecTa Ha

(hasibCnKaLIMIO

8  VHTepnpeTauus pe3ynbTaToB

8.1

[MonoxutenbHbIA: OfHa KpacHas nosioca B KOHTPO/bHOM 30He (C) (prcyHoK
5). JlnHua B TecToBoW 30He oTcyTCTBYET (T). MONOXMTENbHBIA Pe3ynbTar TecTa

CBNAETENILCTBYET O TOM, 4TO KOHUEHTPauua HaAPKOTUYECKOro BELLECTBa BbILLE

Pe3ynbTaTtbl TECTOB AN15 BbISIB/IEHUA HAPKOTUYECKMX BELLLECTB

npeaena obHapy>XXeHus.

OTpuuatensHbii: [Be nonocbl. OfHa KpacHas /IMHUA B KOHTPO/IbHOW 30HE
po30Bad /IMHWUA pacrofioxXeHa B TecToBOi 30He (T)
(prcawNWY. OTPL1 A KbHbIA  pe3ynbTaT TecTa CBUL EeLe ?5*e3 0 TOM, 4TO

(©), apyra&”™cwum

KOHMeaT”31A bTOKOTLULLXOrO BeLLeCTBa HVXKe npesae
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BHVMAHWE: OTTeHOK KpaCHOW fMHMK B TecToBOin 30He (T) BapbupyeTcs,
00, pesy/nbTaT CUMTAeTCA OTpULATENIbHbIM [ae ecM B TeCTOBOW 30He
nsetca 6/1eHO-p0o30Bas Mosoca.
HegencTBUTeNbHBIN: JINHNA B KOHTPO/IbHOW 30HE He MPOSABNSAETCA (PUCYHOK
Pe3ynbTaTbl 11060r0 TeCTa, KOTOPbIA HE Aas KOHTPO/IbHOW MO/OCkl B YKa3aHHOe
BPeEMSA CUMTLIBAHUA, LO/MKHbI OblTb OTOPOLLUEHbI. Hanbonee yacTbiMM MPUYMHAMM
MOSIB/IEHNS TaKOro pe3y nbTaTa ABNATCA He[0CTaTO4HbIA 06beM 06pasua Moun uin
HapyLleHVe METOAMKW MpoBeAeHUA aHanm3a. [poBeguTe MCCNefoBaHWE eLle pas,
NCNoMb3ys APYryt TecT-CUCTeMy, Creflyd WHCTpyKumu. Ecnm  npobrnema  He
yCTpaHeHa, HeMe//1IeHHO NPeKpaTuTe UCMO/b30BaHNE TECT-CUCTEMbI U 06paTUTECH K

YMO/IHOMOYEHHOMY MPeCTaBUTENO NPOM3BOaAUTENs B PO,

H  H R

PUCYHOK 5 - PUCYHOK 6 - P\I/’IcyHOK 7- }
[oN0XUTENbHbIN OTpuLaTeNbHbIN HeaencTBUTeNbHbLIN
pes3ynbTat pe3ynbTar pesynbTar
NMPUMEYAHNE:

NHTeHCMBHOCTL LBeTa B TecToBoW o06nacT (T) MOXET BapbMpOBaTbLCA B
3aBMCUMOCTM OT KOHLIEHTPaLMM aHa/IMTOB, MPUCYTCTBYIOWMX B 06pasue. Moatomy
Nto60I OTTEHOK LBeTa B TeCTOBOW 00/1aCTV CreflyeT CuMTaTb OTPULATESTbHBIM.
ObpaTnTe BHUMaHMe, UYTO 3TO TOMbKO KayeCTBEHHbIA TECT, M OH He MOXeT
MCMO/Mb30BaTLCS A5 KOSIMYECTBEHHOMO OMNpPeaeeHNs.

BHuMaHwue: LIBET nnwm LWnprHa nonoc He HeCeT ANarHOCTUYECKOr0 3HaUEHUS.

MoNoXUTENbHBIA Pe3ynbTaT, MOMYYEeHHbIA MpU aHanm3e npeaBapuTebHbIM
METOAOM WCCNeAoBaHUA He BCerda CBWUAETENbCTBYET O TOM, YTO MaUMEHT

3/10ynoTpe €ECKMMN BellecTBaMil, a OTpI/ILI,aTeJ'IbeII‘fl pes3ynbTar He

[aHenb fns BbIABNEHUS HApKOTUYeCKnX Belle|[*1ny|0~eTabonuT(«B1
«TecT-cuctema DRUG CONTROL
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[ia CBMAETeNbCTBYeT 06 obpaTtHOM. CyLLeCTBYeT psj (DaKTOPOB, BNSAIOLMX Ha
[©XHOCTb TECTOB Ha HAPKOTUYECKME BELLECTBA.

BaxkHo: Pe3ynbTaTbl, MOMyYeHHble MpW  WUCCMef0BaHUN  JaHHbIMA - TecT-
scuCTeMaMV, SIBNAKOTCA MpeaBapuTenbHbIMA. [locne npoBeAeHNs aHam3a, obpasel
AOYM  [Jo/MmKeH OblTb HampasneH B /labopaTopuio And  MPOBeAeHWst  aHanimsa
NnoATBEPXAatoLLMM MeToAoM. [Ma3oBasd Xpomatorpagms € MacC CreKTpOMeTpUei
(MX/MC) sBnseTcs NpeanoyTUTEIbHBIM MOATBEPXKAAOLWMM MeTOA0M. Bee 06pasuipl,
MOKa3aBrile MOMOXUTE/bHbIE  Pe3ynbTaTbl  JO/DKHbI  ObITb  Hanpae/ieHbl B
nabopaTtoputo 45151 AasibHENLLEro UCCNeA0BaHNS.

YT0 Takoe I0XKHOMOMOXUTENIbHbINA pe3ynbTaT?

JIOKHOMOMOXKNTENbHBIA  pe3ynbTaT — C/yyail, B KOTOPOM  BeLLecTBO
OnpefeneHo HeBepHO TeCT-CUCTEMOW N1 BbISIBNIEHUS  HECKONbKMX  BWOB
HapKOTMYECKMX BellecTB B Modve. Hanmbonee pacnpocTpaHeHHOW MPUYMHON
MOAB/IEHNS  JIOKHOMOMOXUTE/NbHBLIX — PesynbTaToB  fABNSAETCH  MEpeKpecTHoe
pearvposaHus. OnpefeneHHbIe NPOAYKTbI NUTaHUA, IEKapCTBa M MLULEBbIE L06aBKM
MOTYT ObITb MPUYMHOIN NOSB/IEHNA NTOXXHOMOIOXKMTENIBHOIO Pe3y bTara.

YT0 Takoe NOXXHOOTpULLaTe/IbHbIA pe3ynbTar?

JIoKHOOTpULATENbHbIV Pe3y/bTaT 03HAYaeT, YTO B 06pasLLe MOUN COAEPXKMTCA
HapKOTUYeCKOe BeLLECTBO, OAHAKO, OHO He Obl10 AETEKTMPOBAHO TECT-CUCTEMOM A1
BbISIBIEHNA HECKO/SIbKMX BMOOB HapKOTUYECKMX BELLEeCTB B Moue. Pa3BefieHus wm
(panbCcumkaums  obpasya  MOYM  MOXET  MPUMBECTM K MOSIB/IEHUIO

JTOXXHOOTPULUATENBHOIO PE3Y/IbTATA.

8.2 PesynbTartbl TecTa N5 yCTaHOBNEHMA (haKTa hafbCugmkalmm

TecT-nonockn AN BbISB/IEHMA akTa (hanibenmkaumm obpasia MoUm coaepar
XVMWUYECKN 06paboTaHHble MOBEPXHOCTU C peareHTOM. VI3MeHeHVe uBeTa Ha
MOMOCKe roBpLUrrO*41/\1yKOINYeCTBEHHOM OMNpeaeneHnn yaensHoW NAoTHOCTK, pH,

ANNBeKa, YTO MO3BOMSAET YCTAHOBLTbIOANMHHOCTL 06pasua

: =Yy A

enaBenb M BbMBAEHNX HAPKOTUYECKUX BelecM% nrHen6o01nToB
<4 Y «TecTt-cuctema DRUG CONTROL
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MNPV CpaBHEHUW C LBETOBON Tabnmuein. N4 vHTepnpetaumm pesy/bTatoB

YWTeCh LiBETOBOI TabmMLEN (PUCYHOK 4), BXOLALLEN B COCTaB TECT-CUCTEMBI.

MPUMEYAHWME. TecT-nonocks [ANa BbIABNEHUS akKTa  (asbCumKaLmm
Apasya Mouu npefHasHayeHbl A4S UAeHTUUKauumM 06pasLoB C OTK/IOHEHUSMU OT
HOPMbI MO OCHOBHBIM MapameTpam: KpeaTuHWH, pH, yaenbHas nioTHOCTb.

YpenoHas nnotHocTb (SG): onpeaeneHve aHHOMO napameTpa NpoBoAMUTCA A/1A
yCTaHOB/MleHUs (PakTa passefeHvs obpasua. Hopma ypaensHoil nnotHoctv 1,003-
1,030. 3HaueHust ygenbHOM nNNOTHOCTM MeHee 1,003 u 6onee 1,030 moryt
CBUAETENbCTBOBATb O  (ha/lbCUDMKAUMM  WAM  pasBefieHnn  obpasua  MouMm.
[MOBLMMNEHHbIN YPOBEHb Gefika B MOYe MOXET MPMBECTU K aHOMaslbHO BbICOKUM
3HaYeHNAM yie/IbHOro Beca.

pH: BbIFBNEHVE KUC/bIX WA LENOYHbIX (hasibCUULMPYIOLLMX BeLLEeCTB B
mode. HopmanbHble 3HaveHust pH ot 4,0 go 9,0. 3HayeHus meHee 4,0 n 6onee 9,0
MOryT CBUAETE/IbCTBOBATHL O TOM, YTO 06paseL, Moum Obli UICMOPYEH UK pa3BeseH.

KpeatuHuH (CRE): onpepeneHve ypoBHS KpeaTMHWHA NO3BOJIAET YCTaHOBUTb
(bakT pasBefieHNss Moun. HW3KMIA ypoBEHb KpeaTWMHWMHA CBWAETE/bCTBYET O
pasBefeHuy obpasua moun. HopmasibHbIM YPOBEHb KpeaTUHUHA cocTasnseT 4,4-17,7
MMOSIB/CYT. B pefKux Ciydasx npu HEKOTOPbIX 3a00/1eBaHUAX MOYEK MOYa MOXKET

ObITb pa3baB/ieHHOMN.

9 KOHTpO/b KayecTBa

AHann3 BKNOYaET B cebst npouesypy BHYTPEHHEro KOHTPOA. LiBeTHasd MHUS,
KoTopasi NOSIBNSETCS B KOHTPOSbHON 06nact (C), ABNSETCA MNOMOXKUTENNbHbIM
BHYTPEHHUM KOHTPO/IEM MpPOLEeAypbl, MOATBEPXAAIOLWMM [0CTAaTOYHbIA 00bEM
MPO6bI M NPaBUNBbHOCTb METOAMKI BbINOMHEHUS.

BO3MOXHO  MCMOMb30BaTb  BHELUHWE  KOHTPO/IbHbIE — MaTepuanbl A1

obecrieveBaa=*»af’MKallei paboTbl TeCcT-cUCTEMbI. KambpoBOUYHbIE KOHTPO/IbHbIE

00pas. TCA C AaHHbIM KOMM/IEKTOM; OfHAKO”™OraacHo CTaHgapTy
. AN
«Go ctice» (Hagnexatas ans
3
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epXaeHUs NpoLiefypbl aHanM3a U NPOBEPKX NPaBUIbHOCTU Pe3ynbTaToB TecTa

MeHAYETCA NMPOBECTU aHa/IN3 MOMOXKUTENBHOIO N OTPULLATENTBHOIO KOHTpOﬂEVI.

10  OrpaHW4YyeHns UCMoNb30BaHUS TECT-CUCTEMBI
I? TecT-cucTeMa npefHas3HayeHa A5 1abopaTOpPHOW AMarHOCTUKM in Vitro u
A I0/MKHA UCMO/b30BaTLCA TO/bKO AJ151 KAYECTBEHHOMO OnpeAeneHns HapKOTUKOB.
I TecT-cucTemMa npefHasHavyeHa 419  MPOBEAEHUA  aHaM3a  TOMbKO C
MCMO/b30BaHEM MOUM YerloBeKa.

TecT-cucTema npefHasHaveHa ToMbKO A1 OAHOKPATHOIO NMPYMEHEHNS.

[MoNOXUTENbHBIN Pe3ynbTaT N00ro M3 TECTOB YKasblBaeT TO/IbKO Ha Hamume
NeKapCTBEHHOro cpeactea /  MeTabosmMTa W He  YCTaHaB/IMBAaeT — CTeneHb
MNHTOKCUKaLWK.

CyLLecTBYeT BEPOATHOCTb TOr0, YTO TEXHMYECKas UK MpoLeaypHas oLmnbKa,
COMYTCTBYHOLLME BELLECTBA, a TakkKe (haKTopbl, He MepeyncieHHble B CMIUCKe, MOryT
MoMeLLaTb NPOBeAeHNIO TeCTa U NPUBECTU K JIOKHbIM Pe3y/ibTaTam.

Ecnn B 06pasue Moun 06Hapy>XeH HapKOTUK/METabo/INT, aHa/In3 He MOKadKeT
4yacToTy YnoTpe6sieHNs HapKOTUKOB W BMSIHWUSA MPOAYKTOB MWTaHMA U npuema

NEKAPCTBEHHbLIX CPEACTB Ha PE3Y/ibTaT aHa/1M13a.

11 OueHKa BepOATHbIX COObITUIA

OugeHKa BEpPOATHbIX COObITWI, B pe3y/ibTaTe HACTYM/EHUsI KOTOPbIX MOryT
NPOM30MNTM OTpUUATENbHbIE  MOCNEACTBUA A1  OpraHu3Ma 4enoBeka; Mpw
MCMOMb30BaHMN MO  Ha3HAYeHUO W COOMKOAEHMN  BbILLENEPEUMCNEHHBIX  Mep
NPeAOCTOPOXKHOCTM TECT-CUCTEMbI 6e30MacHbI.

OugeHKa BEPOSATHBLIX COObITWA, B pe3ynbTaTe HaCTYMNEHUS KOTOPbIX MOryT
MNPOM30MTN OTpULATENbHbIE  MOCNEACTBUA AN OKPY)KAKOLLEeA  cpefdbl:  Mpu
MCNOMb30BaHUM, « A« a3HAYeHNIO U COOMIOAEHMN  BbILLENEPEUNCNIEHHBIX  MeEP

npegocTopo™Maowr*Ps*mctembl  6e30MacHbl, W He SABASKOTCA  UCTOYHUKOM

WHOT}7XuM nonpumeHenmio €/b [1/151 BbISIBNEHNS HAKOTUYECKNX BELLeCTB U m Mn
» " «Tecmuctema DRUG CONTROL PANEI»>>i? ~

N u 34
@ 000 LIMPMI [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU " "



Zhejiang Orient Gene Biotech Co., Ltd

Martepuanbl, K3 KOTOPbIX W3rOTOBMEHbl TeCT-CUCTEMbI, He 06nagaroT
CMOCOBHOCTBIO  06Pa30BbIBaTh TOKCWMYHbIE COEAMHEHWS B BO3AYLUHOW Ccpede W
CTOYHbIX BOfAX B MPUCYTCTBAM APYrMX BELLECTB MpW TemrepaType OKpY>KatoLLel
cpeap!.

MoTeHUWabHas BO3MOXHOCTb BO3rOpPaHWst UK B3pbiBa MPX UCMOMb30BAHNM
MO Ha3HAYEHUO W COBMHOAEHWM BbILLEMEPEUMC/IEHHBIX Mep MNPefoCTOPOXXHOCTU

OTCYTCTBYET.
12 YcnoBus akcnayaTauun, XpaHeHUst 1 TpaHCNopPTMPOBaHUS

12.1 ¥YcnoBud akcnayartayunm

TecT-naHenb [O/MKHA HaxXOAWTLCA B 3aneyaTtaHHOM YMakoBKE BJ/IOTb [0
MOMeHTa 1ccnefoBaHms. He 1ncnonb30Bath Mo UCTeYeHre CpoKa rogHOCTU.

[Mocne BCKPbITUA YMakoBKW TecT-CUCTeMa A0/KHA OblTb MCMOMb30BaHa B
TeyeHune 5 MUHYT Npu KOMHATHOM Temnepatype ot 18 g0 25°C.

TecT-cucTema, B Cnydae XpaHeHUA npu Temnepatype oT 2 Ao 8°C, nepeq,
NPOBeAEHNEM aHan3a [0/MKHA ObITb BbLUepXKaHa Mpyv KOMHATHOW TeMmrepatype OT
18 po 25°C B TeyeHne He mMeHee 10 MMHYT. TecT-cuUCTeMa, B C/lyyae XpaHeHpbl Npw
Temnepatype oT 8 o 18°C, nepep NpoBeAeHMEM aHaM3a JO/MKHA ObITb BblaepXKaHa
Npy KOMHATHOW Temnepatype oT 18 o 25°C B TeUeHNe He MeHee 5 MUHYT. B cryuae
XpaHeHna TecT-cucTeMbl Mpu Temnepatype oT 25 go 30°C nposefeHWe aHam3a
MOXXHO HauMHaTb cpasy.

[na nonyyeHns HafeXHbIX pe3ybTaToB HEOOXOAMMO CTPOroe CoO6/HofeHMe

NHCTPYKLMM MO NPUMEHEHUIO.

12.2 YcnoBusA XpaHeHus
AYaTaHHOW YMakoBKe MNPV KOMHATHOW TemrnepaTtype WM B
)e oT 2 go 30°C. TecT-naHesb.CTabLLbHA Ha NPOTSHKEHUM

[pPaHHOI 0 Ha yrnakoOBKe. B

T-naHeNb ANA BbIABNEHUS HAPKOTUYECKUX B A e c meTa6onuii s/iLLHe gns inMtro
«TecT-cuctema DRUG CONTROL
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HOWA YMakKoOBKE Br/j0Tb A0 MOMEHTa MNPOBEAEHNA aHa/1M3a. 36eratb
NPAMbIX COMHEYHbIX ]'Iy‘-lel‘fl, Bnaru, BOBAGVICTBI/IFI BbICOKUX TEMMNEPaTYP.

3SAMOPAXUMBATDb. He ncnonb3oBaTs Mo UCTeYEHNE CPOKa roHOCTMU.

12.3 YcnoBusa TpaHCNOPTUPOBAHUA

TpaHcnopTMpoBaTb BCEMW BWAAMW KPbITOrO TpaHCMopTa B COOTBETCTBUM C
npaBuiamMyM MepeBO3KW, [EVCTBYHOLLUMMM Ha KOHKPETHOM BWE TpaHcropTa.
TpaHcnopTupoBatb  Npu  Temnepatype o1 2°C po  30°C.  Wspenws,
TPaHCMOPTMPOBaHHbIE C HapyLLEHWEeM TeMmnepaTypHOro PeXxuma, NMpPUMEHEHUHO He
MOA/IeXar.

O6paLlarbca 6epexXHo 1 n3beratb CUMBLHOMO AaB/EHNA Ha YNakoBKY BO BPeMS

TPaHCNOPTUNPOBaHUA N XPaHEHWA.

13 TopsAAoK YTUANZALMN U YHUYTOXEHNUS TECT-CUCTEMbI

TecT-cucTema, HeWcronb3oBaHHast MOCNe BCKPbITUS WAM B CBA3U C
HapyLLUEHNEeM LIENOCTHOCTU MHp,MBMp,yanEHon YNaKoBKW, Mp1 NPoeccUoHaIbHOM
MPPLIEHEHMM B K/MHUYECKMX NabopaTopusix  MOANEXWT  YTUAM3aLMM  Kak
MeauUMHCKME oTxoabl Knacca A. [Mpyv  NpodeccroHanbHOM  MPUMEHEHUN B
KNMHUYECKMX NTabopaTopusix Mocnie MPOBEAEHUS aHain3a BCE KOMIMOHEHTbI TecTa
noaneXxar YTUAM3aLUMM B COOTBETCTBUW C [AEACTBYHOLUMM 3aKOHOAATE/IbCTBOM
Poccuiickoin  ®depgpau  Ha  MOMEHT  yTwamsaumn.  TecT-cucTemy,
HeVCrOXEb30BaHHYH0 MOC/e BCKPbITUS MKW B CBA3M C HapyLUEHMEM LIeNOCTHOCTU
VHAVBWAYa/IbHOM YNaKOBKM 1 YMaKoBKY BbIOPOCUTL B MyCOPOCOOPHUK. YTunm3aums
MPOU3BOAMTCS B COOTBETCTBUM C NPaBUIaMu, AeACTBYHOLLIMMU B CTPaHEe NPUMEHEHNS

Ha MOMEHT yTUAn3aLunn.

14 CBegeHus 0 paspaboTumke U NpousBoauTene MeAULIMHCKOro
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Zhejiang Orienf Gene Biotech Co., Ltd
Web: www.orientgene.com/asp-en/home/index.aspx
Phone: +86-572-5226222 / Fax: +86-572-5226222
E-mail: Sales@oﬁmtgené.com
(bxomsan Opurent I'en Buorex Ko., Jitn,
Be6-caifT: www.orientgene.com/asp-en/home/index.aspx
Texr: +86-572-5226222 / axc: +86-572-5226222

E-mail: Sales@orientgene.com)

1S  VYnoanomouenunili DpeACTABHTSAL NPOR3BOAETEAS B PO

OfbmecT80 ¢ OrpaHM4eHHOH oOTBeTcTBeHHOCTHIO «Memuatpeliny (000
«Memuatpeiiny)

129515, Mocksa r, Axagemuxa Koponesa yi, som Ne 13, crpoensne 1, srax 8,
nsuemenne I, x(;unara 33

HHH: 7717602107, OI'PH: 1077761631529

Caiit: http://c~d-t.ro/

InexTpoHnas mouTa: tender@c-d-t.ru

Tenedon: +7 (495) 601-18-01

16 TIapaRTHH OPONIBOANTE/N H CBeACHESA O PEKIAMAINAX

IIpon3poauTeNs TrapaHTHPYET COOTBETCTBHE TECT-CHCTEME YCTAHOBJICHHRIM
TpeGOBaHHAM CTAHAAPTOB H AOKYMEHTAUMH npom3Bomurens. Ilpm cobmoxcemm
yCNOBHif TPAHCTIIOPTHPOBAHWA, XPAHEHHA M SKCIUTYATAIVAH, TECT-CHCTeMa cTabmabua
Ha NPOTAXCHHHA BCETO CPOKA FOTHOCTH.

lapantuiinnii cpox roAHOCTH TecT-CHCTEMM — 24 Mecana € Rarsl
MPOH3BOACTBA.

[Iperensun, NOKEIAHMA IO BOIPOCAM KAY6CTBA TCCT-CHCTSMEL CIOCAYeT
Banparixats B O6mecTso ¢ orpasnucHBol oTseTcTRCHHOCTLIO «Memmarpelim (000

«Mepmaay - 7717602107, OI'PH: 1077761631529, noIroBuili MHACKC:
12951 mna Axanemuxa Kopot " poenue 1, srax
«Tecr-cacrens DRUG -
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fa«rileHve |, komHata 33, TeneoH: +7 (495) 601-18-01, 3neKTpOHHaA noyra:

@c-d-t.ru. canT; http://c-d-t.ru/.
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1 KOMMOHEHT
>n
f2TecT-nonocKM
.fl

KOHTpO/bHas
30Ha
(KOMMOHeHTb!
BHYTPEHHEr0
KOHTPONA)

TecTOBas 30Ha
(KOMMOHEHTB!
OCHOBHOW

peawyumm)

Mopnoxka ¢
KOHBLIOraTom

KOHTpObHas
30Ha
(KOMMOHeHTb!
BHYTPEHHEr0

KOHTpONA)

(KoMnoH||Tbl

Nuc

PeareHT

KonunyecT-

1ecT-nonocka (BAR300/MDMAS500/MTD200)

Co3bW aHTUTeNa K
[(honnusemy
[IMMYHOT 106y IMHY
ECmu aHTUTENA K
bINLLIHOMY
VIMMYHOT100Y/IMHY

AHTUreH:
BAR-BSA
MDMA-BSA
MTD-BSA

MOHOKNOHa/IbHbIE
MbIMLUHbIE aHTUTENa

BAR
MOHOK/TOHa/IbHbIE

MbIMLUHbIE aHTUTENA

MDMA
MOHOK/TOHa/IbHbIE

MbILLNHbIE aHTUTENA
MTD

Tect-nonocka (THC25/COCHOO/PCP25)

Ko3bu aHTUTENA K
Kponunybemy
VMMYHOT100Y/IHY
Ko3bu aHTUTENA K
MbILLMHOMY
1IMPATNOBYNNHY

Aw''NAN

NMpownsso-
Kon-Bo BeHHbIe quTens
nokKasaTesin
£05 mkr 3YdepHbIin gnrko Bio
3aCTBOp: et (Cypko
(1>octharHbii1 avo Tex)
50.5 mkr 3ydep pH 5,5-9,3
KOHCEpPBaHT:
Asnp HaTpus
meHee 0,1%
ay(hepHbIi Surko Bio
=0.3 MKr 3aCTBOp: Tech (Cypko
—0.3 mkr POCHhaTHbIV ano Tex)
=0.3 mkr 0Oyep pH 55-9,3
KOHCEPBaHT:
A3np HaTpus
meHee 0,1%
= 0.4 mkr bythepHblit Surko Bio
pacTBop: Tech (Cypko
docaTHbIN Buo Tex)
= 0.4 mkr Oydep pH 5,5-9,3
KOHCepBaHT:
A3ung HaTpus
meHee 0,1%
= 0.4 MKr
= 0.5 vki' BydhepHblii Surko Bio
pacTsop: Tech (Cypko
docharHbIN Bro Tex)
= 0.5 w10 NOychep pH 5,5-9,3
KoHcepBaHT:
A3ng HaTpus
MeHee 0,1%
Surko Bio

A
0.3 Jech (Cypko

ML
"""" 1% | ra.menl6onlfp*."oue gun
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ea?B:VIO)M COC-BSA =0.3 MKT ' dochathbii B1o Tex)
peak} PCP-BSA =0.3 MKr Gydep pH 5,5-9,3
KoHcepBaHT,

As3ung HaTpua
meHee 0,1%

'rloﬂ.ﬂO)KKa ¢ MOHOK/IOH&/IbHbIE = 0.4 MKr BydepHblii Surko Bio
KOHBIOraToM MbILUWHbIE aHTUTeNa pacTBop: Tech (Cypko

THC dochaTHbIN 3110 Tex)

MOHOK/TOHa/IbHble S 0.4 mKr 6ydep pH 5,5-9,3

MbILUMHbIE aHTUTE 1A KOHCQpBaHT:

COoC A3 HaTpus

MOHOK/IOH&/TbHbIE = 0.4 mkr MeHee 0,1%

MbILWWNHbIE aHTUTE1a

PCP
KoHTpOsbHas Ko3bun aHTUTENA K [=0.5 MOrByhepHbIii Surko Bio
30Ha- NONnybemy pacTBop: Tech (Cypko
(KOMMOHeHTb! UMMYHOT 106y INHY dochaTHbIN Bro Tex)
BHYTPEHHETO Ko3bu aHTUTENA K Ll .5 MKL Gychep pH 5,5-9,3
KOHTPO/11) MbILLMHOMY KOHCepBaHT:

VIMM)/TIHOrN06Y NNHY " A3nf HaTpua

meHee 0,1%
TEcToBaA 30Ha  AHTUMreH: BychepHbIi Surko Bio
(KOMI'IOHUeHTbl AMP-BSA L .3 mKr pacTBop: Tech (Cypko
OCHOBHOM BZO-BSA - L .3MKr dochaTHbIV Bro Tex)
eaxLmy
peakL) 6ytep pH 5,5-9,3
KOHCEpBAHT:

A3ng HaTpus
meHee 0,1%

Mopoxka c MOHOK/TOHa/IbHbIE U 0.4 MKI 6yhepHbiii Surko Bio
KOHBIOTaTOM MbILLUHbIE aHTUTENa 3aCTBOp: Tech (Cypko
AMP docdaTHbIN 0Tex)
MOHOK/MOHa/bHble L Q4 MKF oythep pH 5,5-9,3
bblwvHble aHTUTENA KOHCEPBAHT;
320 V30 HaTpUA
JneHee 0,1%
m X =05M Bio
e R et
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Tech (Cypxo

ornobymmy ®ocharusii Bro Tex)
Kossu aprrenax =05 pH 5,593

MEIIHHOMY HCCPBAHT:

ZheE‘ iang Orient Gene Biotech Co., Ltd

®ocdarantii
) ) ybep pH 5,5-9,3
OHCCpBAHT:
HRTpHL
ee 0,1%
1= 0.5 yepuniit {Surko Bio
; Tech (Cypxo
Qocharani Bro Tex)
lz 0.5 mxr|Gydep pH 5,5-9,3

i
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Zhejiang Orient Gene Biotech Co., Ltd

KoHcepBaHT:
A3ung HaTpus
mMeHee 0,1%

Tect-nonocka (MDPV500)

!r_eCTOBaFI 30Ha  AHTUreH: BydhepHbIit Surko Bio
(KOMMOHEHTHI MDPV-BSA =0.3 MKr PacTBop: Tech (Cypko
OCHOBHOM docharHbIin Bro Tex)
peakuum) oyep pH 5,5-9,3

KoHcepBaHT:

A3ng HaTpus

meHee 0,1%
KOHTpObHas Ko3bu aHTUTENa K = 0.5 mMKkr bydepHblii Surko Bio
30Ha KpO/nybemy pacTBop: Tech (Cypko
(KOMMOHEHTbI  VIMMYHOT100y/IMHY docatHbIi Bro Tex)
BHYTPEHHEr0 Kosbu aHTUTENA K = 0.5 mkr 6ydep pH 5,5-9,3
KOHTPO/A) MbIMLLUHOMY KoHcepBaHT:

VMMYHOT 106y IMHY A3ng Hatpus

meHee 0,1%
Moanoxka c MOHOK/IOHa/IbHble = 0.4 mKr bydepHblii Surko Bio
KOHBLIOraToMm MbIMLLUHbIE aHTUTENa pacTBop: Tech (Cypko

MDPV docaTtHbliA Bro Tex)

oyep pH 5,5-9,3

KoHcepBaHT:

A3ng HaTpus

meHee 0,1%

TecT-nonocka (K2 50)

TecToBasi 30Ha  AHTUrEH: BydhepHbIin Surko Bio
(KoMMoHeHTb! K2-BSA =0.3 MKr pacTBop: Tech (Cypko
OCHOBHOW dochaTHbIN Bro Tex)
peakLmn) oyep pH 5,5-9,3

KoHcepBaHT:

A3ng HaTpus

meHee 0,1%
KOHTposbHas Ko3bW aHTUTENA K = 0.5 MKr ByepHbli Surko Bio
30Ha Kpo/inyubeMy pacTBeop: Tech (Cypko
(KOMMOHeHTb! UMMYHOT /TI06YINHY dochaTHbIN buo Tex)
BHYTPEHHErO = 0.5 mkr 6ydep pH 5,5-9,3
KOHTPO/1A)

» AMmyuchnotrapy
"'ih

%ma DRUG CONTROL PAN EIii'. n
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1neHee 0,1%

Kanoxka ¢ | YT OHOK/TOHa/TbHbIE - 0.4 MKr ,0y(hepHbIiA {5urko Bio
SCOHBLIOraToOM bINWHbIE aHTUTENA K2 [3aCTBOp: ["ecb (Cypko
<d>octharHbIn 1510 Tex)
ayguep pH 5,5-9,3
KOHCEpBaHT:
A3ng Hatpusa

neHee 0,1%
TecT-nonocka (BAR300/MTD200)

KOHTpO/bHas <03bY aHTUTENA K - 0.5 MKr ByhepHblii Surko Bio
30Ha Kponmybemy 3acTBop: Tech (Cypko
(KOMMOHEHTBI UMMYHOT /I06YIHY dochaTHbIN buo Tex)
BHYTPEHHEro A03bY aHTUTENA K _ 0.5 mkr 6ydep pH 5,5-9,3
KOHTPO/151) MbILLMHOMY KOHCEpPBAHT:
MMYHOT 106y IMHY A3ng HaTpus
mMeHee 0,1%
TecToBas 30Ha  AHTUreH: ByepHbIit Surko Bio
(KomnoHeHTbl  BAR-BSA 0.3 MKr 3acTBop: Tech (Cypko
OCHOBHOW MTD-BSA =0.3 mkr PoctaTHbIn buo Tex)
peakLm) oycep pH 5,5-9,3
h KoHcepBaHT:
A3ung HaTpus
meHee 0,1%
MognoXKKa ¢ IMOHOK/I0Ha/bHbIE - 0.4 mkr BythepHbii Surko Bio
KOHBHOraToM MbILLUVHbIE aHTUTENA pacTBop: Tech (Cypko
BAR docdarHbIi Buro Tex)
MOHOK/IOHA/TbHbIE ~ 0.4 mkr Oydep pH 5,5-9,3
MbILLIVHbIE aHTUTENA KoHcepBaHT:
MTD A3ng HaTpus

mMeHee 0,1%

Tect-nonocka (THC25/COC100)

KOHTpOsIbHasA Ko3by aHTUTENA K s 05w« BythepHbii Surko Bio
30Ha KpO/nybemy pacTBop: Tech (Cypko
(KomnounALLl  1*mM~ornobynmHy dochaTHbIi Bro Tex)
BHyipeirfAn . AL HTITENa K ~ 05 MK1;>°/00beF/)-p|f_| 55-9,3
KOHTpAa) VvV IMb/ WMy -KoucepaHT:A

ae '

ICA)MaLm T DR
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f A MMyHOr106yInHy iI\,31, HaTpuS

I Ikienee 0,1%
TecToBasi 30Ha  AHTUrEH; JoydepHbii 5vrko Bio
(KOMMOHEHTB! rac-BSA 203 mkr PacTBop: ecb (Cypko
OCHOBHOW COC-BSA =03 MKI 1>0CthaTHbli1 Bro Tex)
peakuumn) aytep pH 5,5-9,3
KOHCepBaHT:
A3ng HaTpus
MeHee 0,1%
Mogn0XKKa C IMOHOK/OHa/IbHbIE S 0.4 Mxr BythepHbiid Surko Bio
KOHbIOraTom MbIMLUHbIE aHTUTENA pacTBop: Tech (Cypko
THC docatHbli Bro Tex)
MOHOK/OHa/bHbIE S 0.4 mkr 6ydep pH 5,5-9,3
MbILUMHbIEe aHTUTENa KoHcepBaHT:
coc A3ng HaTpus

meHee 0,1%
TecT-nonocka (MET1000)

KoHTponbHas ~ KO03bM aHTUTENa K S 0.5 MKr bythepHblii Surko Bio
30Ha Kponuybemy pacTBop: Tech (Cypko
(KOMMOHEHTBI UMMYHOT /TI06YNINHY dochaTHbIN Buo Tex)
BHYTPEHHETO Ko3bW aHTUTeNa K = 0.5 mkr Oydep pH 5,5-9,3
KOHTPO/1A) MbILLIMHOMY KoHcepBaHT:
VIMMYHOT /TI00Y/IMHY Asng Hatpus

meHee 0,1%
TecToBas 30Ha  AHTUreH: BythepHbIi Surko Bio
(KomnoHeHTsl  MET-BSA =0.3 MKr PacTBop: Tech (Cypko
OCHOBHOVA dochaTHbIn Buro Tex)
peakLyn) bycep pH 5,5-9,3

KoHcepBaHT:

A3ng HaTpus
mMeHee 0,1%

Moanoxka c IMOHOK/OHa/TbHbIE = 0.4 mki BYythepHbiid Surko Bio
KOHBIOFaTOM MbILLVHbIE aHTUTENA pacTeop: Tech (Cypko
o dochaTHbIl brio Tex)
6yq)ep pH 55-9,3
KoHcepBaHT:
A3ng Hatpus
. 1. MeHeB4b+%-"
fs u>- 571 Tect-nojocka - !
e cevmeua DPIG CONTROL P A N K 24 lo
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KOHTPO/IbHaA KosbK aHTUTENA K = 0.5 MKr ByepHbiii Surko Bio

|30Ha Kpo/inyubeMy = 0.5 MKr pacTeop: Tech (Cypko
(KOMMOHEHTbI VMMYHOT100Y/IMHY docharHbIN Bro Tex)
BHYTPEHHEro Ko3bK aHTUTENA K oydep pH 5,5-9,3
KOHTPO/S) MbIMLLIHOMY KoHcepBaHT:
VMMYHOT 106YIMHY A3ung HaTpus
mMeHee 0,1%
TecToBasi 30Ha  AHTUrEH: ByhepHbIi Surko Bio
(KomrioHeHTbl  OPI-BSA sO.3 MKr pacTsop: Tech (Cypko
OCHOBHO docatHblit Bro Tex)
peakLmn) oyep pH 5,5-9,3
KoHcepBaHT:

A3ung HaTpus
meHee 0,1%

MoanoXka c MOHOK/OHa/IbHbIe = 0.4 MKr bypepHbli1 Surko Bio
KOHbHOraTom MbIMLUHbIE aHTUTENA pacTBsop: Tech (Cypko
OPI docaTtHblit Bro Tex)
oyep pH 5,5-9,3
KOHcepBaHT:

A3ng HaTpus
mMeHee 0,1%

Tect-nonocka (PCP25)

KoHTposnbHas Ko3bu aHTUTENA K = 0.5 mKr bythepHbIi Surko Bio
30Ha Kpo/imybemy = 0.5 MKr pacTeop: Tech (Cypko
(KOMMOHeHTb! NMMYHOT /I06YINHY dochaTHbIN Buo Tex)
BHYTPEHHEro Ko3bu aHTUTENA K oyep pH 5,5-9,3
KOHTPO/1S1) MbILLHOMY KoHcepBaHT:
VMMYHOT100Y/IMHY Asung HaTpus

meHee 0,1%
TecToBad 30Ha ~ AHTUreH: BythepHbIin Surko Bio
(KOMMOHeHTb! PCP-BSA =0.3 MKr pacTBop: Tech (Cypko
OCHOBHOI docaTHbliA Bro Tex)
peakLmn) oyep pH 5,5-9,3

KoHcepBaHT:

A3ng HaTpus
mMeHee 0,1%

[Moanoxka c Mo~ paanbHble = 0.4 mkr ByhepHbIit Surko Bio
KOHbmraTO%A MW AMANHTUTENA A Tech (Cypko
R, [ 1 hal 3','{"'0 Tex)
«TecT-cucTema DRUG CONTROL PANJAMH
45 cl
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Zhejiang Orient Gene Biotech Co,, Ltd

oydep pH 5,5-9,3
KoHcepBaHT:
A3ung HaTpus
meHee 0,1%
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MpunoxeHune B. CBOAHbIN 0630p aHA/TMTUUYECKOI YyBCTBUTE/IbHOCTY

MaTepuan - TecT-nosoCKu:

naptual: AMP1303004; naptua2: AMP1303005; naptua3d: AMP1303006;
naptnal: BAR!3040!7; naptna!: BAR!3040!8; naptna3d: BAR!3040!9; naptumal:
BZ0!304029; naptual: BZO!'304030; naptmald: BZO!30403!; napTtuna!:
THC!3030!5; naptual:  THC!3030!6; naptmad: THCI3030!7; napTtual:
MET!09007; naptmal: MET!09008; naptna3d: MET!I09009; naptusal:
OP11111007; napTtual: OPI1!11008; naptnald: OPI111009; naptual: COC!HIO07;
naptual: COC!!008; naptmad: COC!!I009; naptual: MTD!3030!3; naptua!:
MTD!3030!4; naptna3: MTD!3030!5; naptual: MDPV!3030!4; naptuma!:
MDPV!3030!5; naptna3: MDPV!3030!16; naptmal: K!11404007; naptual:
K!11404008; naptnad: K!1404009; naptual: PCP!II007; naptmnal: PCPIIOO0S;
naptaa3: PCP!111009; naptmal: MDMAT!Q!007; naptual: MDMAT!0!008;
naptmad: MDMATI!I0!009; naptmnal: PGB!70700!; naptmnal: PGB!707002;
naptma3d: PGB!707003; naptma ! (COT): YFDI!50!'046, naptma ! (COT):
YFD!50!047, naptna 3 (COT): YFDI501048; naptua ! (GAB): YFD!50!1046,
naptua ! (GAB): YFD!50!047, naptna 3 (GAB): YFDI!501048.

[na nposefieHNA MCCNefoBaHMA OblM MOMYYeHbl Crefyrolme pasBeeHns
pacTBOPOB MyTeM A00aB/IEHNSA B MOYY, He COAepXKaLlyto HAPKOTUYECKOrO BELLECTBa,
onpefeneHEONX KOHLEHTpaumMm CTaHZapTHOrO BeLlecTBa: MO4a, He COoAepxallas
HapKOTNYeCcKoe BellecTBo, -50% OT NOoporoBoro 3HavyeHus, -25% OT MOPOroBoro
3Ha4yeHus, +25% OT Noporosoro 3HayeHus, +50% OT NOPOroBoro 3HayeHns. [JdaHHble
NpeAcTaB/eHbl B CieayoLLen Tabnnue:

BusyanbHasa oueHKa

[MpoueHT oT
KoHueHTpauyus pesynbTara
aHanuta (Hr/mn) rloporoBoro Kon-8o OTpuua [MonoXxwu
3HayeHunsN UL . o
Te/lbHbIN Te/IbHbI

TecT-nosiocka Ansa obHapy>xeHus ampetamuHa (AMP)

90 90 0

'/C ¢Il
lSO(&I : 0 /
1

1
A rs Y M

n . (“ecTu:mctemaHAPK(
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/ 225 -25% 90 85 5

Moporosoe
/ 300 3HayeHune X 44 46
/ 375 +25% 90 3 87
450 +50% .90 0 90

TecT-nonocka ana obHapy>keHns 6apbutypatos (BAR)

0 0% 90 90 0
1000 -50% 90 90 0
1500 -25% 90 85 5
2000 Moporosoe 90 45

3Ha4yeHne
2500 +25% 90 5 85
3000 +50% 90 0 90
0 0% .90 90 0

TecT-nosnocka Ans o6Hapy»eHns 6eH3oanasennHos (BZO)

0 0% 90 90 0
50 -50% 90 90 0
75 -25% 90 85 S
100 [Noporosoe 9 45 45

3HaueHwue
125 +25% 90 4 86
150 +50% 90 0 90

TecT-nosnocka ans 06HapyxeHns mapmxyaHbl (THC)
90 90 0
nJs A 90

[cer-cuctema DRUG CONTROL PANE1<»"4
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Zhejiang Orient Gene Biotech Co., Ltd

/ 18,75 -25% 90 87 3
MoporoBsoe
/ 3HaueHue X 46 44
/ 31,25 +25% 90 4 86
37,5 +50% 90 0 90
TecT-nonocka ans obHapyxeHus metamgetammta (MET)
0 0% 90 90 0
500 -50% 90 90 0
750 -25% 90 90 0
MoporoBsoe
1000 aHAYCHYE 90 43 47
1250 +25% 90 0 90
1500 +50% 90 0 90
TecT-nosnocka anst 06HapyxxeHns onnatos (OPI)
0 0% 90 90 0
1000 -50% 90 90 0
1500 -25% 90 90 0
MoporoBsoe
2000 aHAYEHME 90 43 47
2500 +25% 90 0 90
3000 +50% 90 0 90
TecT-nosnocka ans o6Hapy»xeHns KokanHa (COC)
0 0% 90 90 0
~T
90 O
-------------------- 442 . -, KB, 0
90 5
—ﬁele tA —
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f 150

100

150
200

250

300

TecT-nonocka gns 0bHapyXXeHns meTuneHgmokcunuposanepoHa (MDPV)

0

250

375

500

625

750

TecT-nosocKa Ans 06Hapy>XXeHUst CUHTETUYECKUX KaHHabuHonaos (K2) (JWH073

Moporosoe
3HaYeHue

+25%

+50%

TecT-nonocka ans obHapy>keHns metagoHa (MTD)

0%
-50%

-25%

MoporoBsoe
3HaYeHue

+25%

+50%

0%
-50%

-25%

MoporoBsoe
3HaYeHue

+25%

+50%

90

90

90

90

90

90

90

90

90

90

90

90

90

90

90

44

4

0

90

90

85

46

4

0

90

90

85

46

3

0

46

86

90

86

90

0

0

5

44

87

90

0 0% 30 30 0
25 -50% 30 30 0
30 0
1 pa3bsoe
. >N 31357 30|/3Lu__
ATIPHVEHEHIOO M
Tecr-cvereva DRUG CONTROL R,
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Zhejiang Orient Gere Biotech Co., Ltd

r
| 625 +25% 30 0 30
75 +50% 30 0 30
y
| TecT-nonocka Ans 06HapY>KEHNS CUHTETUYECKMX KaHHabuHOMAoB (K2) (JWH-018)
: 0 0% 30 30 0
25 50% 30 30 0
375 -25% 30 30 0
n
50 OPOTOBOE 30 15 15
3HayeHne
62.5 +25% 30 0 30
75 +50% 30 0 30

TecT-nonocka ans obHapyxeHnsa geHunknmnanHa (PCP)

0 0% 90 90 0
125 50% <90 90 0
18.75 25% 90 90 0

M ros
25 OPOrosoe 90 30 60
3Ha4yeHne
31.75 +25% 90 0 90
375 +50% 90 0 90

TecT-nonocka ans 06Hapy>xeHUst MeTuneHgnokcnmetTampetammHa (MDMA)

0 0% 90 90 0
250 -50% 90 90 0
375 -25% 90 90 0
N*®H(TOrosoe
( 90 M, 48
625 90 /
- e e
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W 750 +50% 90 0
J TecT-nonocka ana obHapyxeHus nperadanmHa (PGB)
w 0 0 30 30
f 250 -50% 30 30
325 -25% 30 29
w T n
625 +25% 30 1
750 +50% 30 0

TecT-nosnocka ans o6HapyxeHust KoTuHMHa (COT)

0 0 50
50 -50% 50
75 -25% 50
100 MoporoBsoe 50

3HaYeHue
125 +25% 50
150 +50% 50

50

50

50

24

0

0

TecT-nonocka ana obHapyxeHus rabaneHTnHa (GAB)

0 0 50
1875 -50% 50
2812 -25% 50

Moporosoe

3750 A...—-DKaueHuve >0

50
5625 50 1

___________ — w
WHCTPYKLMSA no npuMbG6LWio M n TecT-naHens i | HapKOTUYeCKMX BewecTs |
XMIIDRUG CONTROL PANEflk
H“?167T«, 52
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50

50

22

1invitro |

LU

90

29

30

26

50

50

28

50



MpunoxeHue B. AHannTnyeckas crnednruyHoCcTb

ANLeCTBO KoHueHTpauma (Hr/mn)
P eTAM®ETAMWH (MET)

p;-MeTamgeTamuH 1,000
'(+/-)3,4-MeTnneHanoKCK-N-3TnnaMmpeTaMmH 20,000
(MDEA)

MpokanH (HoBoKavH) 60,000
TprmeTo6eH3amMnA 20,000
MeTtamdeTamuH 1,000
PaHUTUAWH (3aHTaK) 50,000
(+/)3™-MeTuneHaMoKcMmeTampeTaMnH 2,500
(MDMA)

X/OPOXMH 50,000
SheprH 100,000
PeHpnypamuH 50,000
p-I'mapokcumeTamgpeTammH 10,000

KOKAVIH (COC)

MpoKanHa rmapoXIopuz, 5,000
BEH30MN3KMOHH 100
KokasTuneH 100
KokauHa ruapoxnopug, 100
SKrOHWH 50,000
MAPVIXYAHA (THC)
[JenbTa-9-TeTparnapokaHHabyHOs 25,000
11-Hop-aenbTa-9-THC-Kap6bokeurntokypoHng — 37.5
(-)-11-Hop-9-Kap6okcu-aensTad-THC 37.5
1110 o - A -TeTparnapoKaHHaOUHON 25

11-rngpokcn-""e' M NokaHHabUHON

11-Hop-A*-T ar*po|caHHab1HON .

PykoBogcTBO MO 3KCLW1)% Ha | 10XpOM
(«Tect-cuctema HAPKOAB-\

53 mi
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ANNATUAMOP G UH 2,500

AMEaenH 1,000
AKnmopduH 250
BepounH 5,000
AWM ApoOMOpPOH 2,500
["'BOPOKOAOH 5,000
OkcprcoaoH 75,000
TebanH 13,000

CUMHTETUWYECKMNE KAHHABUHOWAbI

(K2)

MeTa6omTt JWH-018 5-neHTaHoBasA kucnota 50
MeTabonut JWH-018 5-rugpokcuneHTun 500
MeTabonut JWH-018 4-rngpoKcuneHTus 400
MeTabonut JWH-019 5-rugpokcurekcun <10,000
MeTabonut JWH-019 6- rugpokcurekcumn 5,000
MeTtabonmt JWH-073 4-6yTaHoBas Kuc/noTa 50
Metabonut JWH-073 4-rnapokcmoyTu 500
PacTBop MeTabonuta JWH-210 5- <10,000
MMAPOKCUMNEHTUN

PacTBop MeTabonuta JWH-122 5- <10,000
FMAPOKCUMNEHTUN

PactBop,  coctoawmin  mM3 3 Bugos <10,000
KaHHabnHonoB (cnaiic)
PacTBop mMeTabonmTa JWH-122 4- <10,000
TMAPOKCUMEHTUN
PacTBop aeitTepupoBaHHoro (D5) metabonuta <10,000
JWH-122 4-rvgpokcuneHTun

MeTabonmt JWH-019 5- rugpokcuneHtn - <10,000
PactBop  metabonmta JWH-018  N-(4- <10,000
FMAPOKCUMNEHTN)
PactBop  MeTAMMAMAWH-073  N-(3- <10,000
rMAapoKcuneHaa)

LyitrO gus
v «@ect-cuctema DRUG CONTROL PANEL»" L’

0 -
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Zhejiang Orient Gene:Biotech Co., Ltd
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300
100
2500
80
300
200
Xnopmuassnoxcua HCL 80
80
Jesanxundaypasenam 200
100
1000
RS- JIopasenaM rmoKypOHHN 100
HopxgopAnasonoKCH 150
Hopamasenam 3000
Temasemam 150
IIPETABAJIHH (PGB)
IIperabamin 500
N-GestsumusonponKIaMuH 8000
KOTHHHH (COT)
(-)-Korunnn 100
Huxorun 20000
FABAHEHTHH (GAB)
TafanesTun 3750
bt .
{ Oxcabenbyrason 75000
11-gop-A9-Tetparnnpoxanrabunon 40000
Pracnepuaor 75000
57




Zhejiang Orient Gene Biotech Co., Ltd

MpunoxeHue [1. CBOAHbIN 0630p NePEKPECTHOM peaKTUBHOCTY

[ AuetodeHTUANH

N-AueTunnpokanHamug

ALETUNCANMLNIOBas KC/OTa

AMHONNPUH

AMOKCULMNINH

AvnuumMnivH

L-AckopbuHoBas Kucnota

AnomopguH
Acnaptam

ATponuH
BeH3nnoBas kucnota
BeH301MHas KucnoTa

Bunnpy6uH
0,b-bpomdeHnpammH
KodpenH
KaHHabuavon
Xnopanrnapat
XnopampeHnKon
XnopTtuasmg
B,b-XnopeHnpamuH
XnopnpomasuvH

Xonecteporn

il

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

L-KOTUHWH

KpeaTuHuH
L[e30KCMKOPTUKOCTEPOH
[JekctpomeTopdaH
JnknogeHak
OndnyHnsan
JunrokcmH
AneHrnapammH

ATNNOBbIA 3hMpP M-aMUHOOEH30MHOM
KWUCNOTbI

p-3CcTpagmon
SCTPOH-CyNbar
SPUTPOMULIH
deHonpogeH
dypocemus
["eHTN3MHOBas K1cIoTa
["emMornobuH
['mapanasvH
['mapoxnoptmasng
['MOpPOKOPTU30H
o-I'mppokcurunnyposas K1cnorta
3-I'MapoKcUTUpaMuH
0,b-N3onpoTepeHon
3okcynpuy
/ pp ncéspoapeB//Y.



Zhejiang Orient Gene Biotech Co., Ltd

Keronpoder + XuHHppER
JlaGeranon XunpH
Jlonepamun Canunmionag KHCIOTS
MenpoGamar Ceporonun
MeroxcudenaMun Cymdamerasnn
Memandennpar Cynuupax
HamazpxcoBas KACHOTS Terpanmms
Hanpoxcen TerparsxpoxopTR3oH
HnaupHaMun 3-anerar
Hudemmman TerparuapoxopTH3IOH
Hopoeraaapon Terparapo3onuy
Hocxamug TraMun
d,l-oxronamMue Cuopnzasue
Illasenepas KHCAOTE D,L-muposun
OxCOMMHOBAY KHCIOTS TonGyrammg
OxcuMeTas0HH Tpuamrepen
Ilanaseprn Tpuguyonepasuu
Hemmpuan-G TpumeTonpuM
ITepdenasun . D,L-rpunrodan
PDenensun MoueBas KHCIOTA
IIpenamson Bepanamun
d,l-nponanonoxn 3oMenupax

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




MpunoxeHne E. CBOAHbIN 0630p TOUHOCTK

MaTepuan - TecT-nosIoCKN:

naptual: AMP1303004; naptna2: AMP1303005; naptua3: AMP1303006;
naptual: BAR!3040!7; naptua2: BAR!3040!8; naptna3: BAR!3040!9;
naptual: BZ0O1304029; naptua2: BZ0O!304030; naptnald: BZ0O!130403!; naptua!:
THC!3030!5; naptna2: THC!3030!'6;  naptmald: THCI3030!7;  napTtuma!:
MET!09007; naptna2: MET!109008; naptwa3: MET!109009; naptual:
OP1!1112007; naptna2: OP1!1112008; naptnad: OPUN112009; napTua!:
COC!2007; naptna2: COCI2008;  naptnad: COCI!N2009; naptumal:
MTDI!3030!3; naptna2: MTD!3030!4; naptna3: MTD!3030!5; naptual:
MDPV1303024; naptna2: MDPV1303025; naptna3: MDPV!1303026; napTtual:
K21404007; naptna2: K2!404008; naptnald: K21404009; naptua!l: PCP!!1007;
naptna2: PCPIN008; naptmad: PCPI!I009; naptual: MDMA!20!007;
naptna2: MDMAT!20!008; naptua3: MDMA!20!009; naptua!: PGB!70700!;
naptna2: PGB!707002; naptna3: PGB!707003; naptua ! (COT): YFD!502046,
naptua 2 (COT): YFD!502047, naptua 3 (COT): YFD!502048; naptusa ! (GAB):
YFD!502046, naptuna 2 (GAB): YFD!502047, naptna 3 (GAB): YFD!502048.

KoHueHTpauuns Pe3ynbTaThl,
aHaNnTa, NnoJslyyYeHHble MpoueHT
% oT Kon-Bo
6043 nosy4vyeHHas HecrneynannucTom npaBU/IbHbIX
MoporoBoro 0 -
P P npw aHannse Kon-Bo Kon-Bo pe3ynbTaToB
3Ha4yYeHus LL0B
MeTOA0M nosoXun-  oTpuua- (%)

FX/MC (Hr/mn) TeNbHbIX  TeNbHbIX

TecT-nonocka ansa obHapyxeHns ampetrammHa (AMP)

0 20 0 0 20 100%
-50% 20 150 0 20 100%
-25% 20 225 2 18 90%
+25% 20 375 19 1 95%
+50% > Y, 450 20 100%

/"TecT-nonocka [ia obHapyxeHns 6ap6I/lTypaTOB;(B|L|JI I I

O B > T 0 1_01‘ """"

«TecT-cuctema DRUG CONTROL A
60 6
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F50%
-25%
+25%
+50%

-50%
-25%
+25%
+50%

-50%
*-25%
+25%
+50%

-50%
-25%
+25%
+50%

-50%
-25%
+25%
+50%

-50%
-25%

WHcTpyKuus

20
20
20
20

TecT-nonocka ana obHapyxeHus 6eH3oanasennHos (BZO)

20
20
20
20
20

TecT-nonocka gns 06HapyxeHns mapmxyaHbl (THC)

20
20
20
20
20

TecT-nonocka gnsa obHapyxeHns metamperammHa (MET)

20
20
20

20
20

1000
1500
2500
3000

50
75
125
150

12,5
18,75
31,75

37,5

500
750
1250
1500

20
18
18
20
20
20
18
18
20

20
20
18
18
20

20
20
18
19
20

TecT-nosnocka ans o6Hapy»xeHuns onnatos (OPI)

20
20
20
20

20

20

X %
X .

"
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1000
1500
2500
3000

20
20
18

18

20 0

anst 06Hapy»eHns KokanHa (COC)

.afg 75

“u(

9l

<
[NA BbISIB/IEHNS HAPKOTUYECKMX BELLECTB U 1K MeTaISOFIVIT‘-In

S ' W ‘Ate(r>cnctema DRUG CONTROL PANEL»4 ,Jy X ~ n

61

100w

90%
90%

1005

100%
100%

90%
90%

1009

100%

100%

90%
90%
100%

100%

1009

90%
95%

10006

10006
100%

90%
90%
100%



L +25% 20 125 19 1 95%

W +50% 20 150 20 0 100%

r TecT-nonocka gns obHapy>xeHus metagoHa (MTD)

' 0 20 0 0 20 100%
-50% 20 100 0 20 100%
-25% 20 150 1 19 95%
+25% 20 250 18 2 90%
+50% 20 300 20 0 100%

TecT-nonocka gns 06HapyXXeHns metuneHgnokcunuposanepoHa (MDPV)

0 20 0 0 20 100%
-50% o 20 250 0 20 100%
-25% 20 375 1 19 95%
+25% 20 625 19 1 95%
+50% 20 750 20 0 100%

TecT-nonocka Ansi 06Hapy>eHMs CUHTETUYECKNX KaHHabuHougos (K2)

0 20 0 0 20 100%
-50% 20 25 0 20 100%
-25% 20 37,5 2 18 90%
+25% 20 62,5 19 1 95%
+50% 20 75 20 0 100%

TecT-nonocka g4na o6HapyxeHuns gpeHunknngnHa (PCP)

0 20 0 0 20 100%
-50% 20 12,5 0 20 100%
-25% 20 18,75 2 18 90%
+25% 20 31,75 18 2 90%
+50% 20 37,5 20 0 100%

TecT-nosocka Ans 06Hapy>XXeHns MetTuneHanokcnumeTampetammHa (MDMA)

0 20 0 0 20 100%
-50% 20 250 0 20 100%
-25% Mg~ 375 1 19 95%
+25% nr-nn625 Lol

+50% M 20 K

MHCprKLlVIﬂ 1 neHna HﬁpKOTVI‘—IeCKVIX Beuiee
uctema DRUG CONTROL 7A
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Zhejiang Orient Gene Biotech Co., Ltd
Ipanoxenne XK. CEMBOJILI, HCIOXL3YeMbIE IPH MAPKAPOBKE

Hcnonssosats ao

Koa naprvm

_ He crepumsno

He ncnoms3sopars
OPH NOBPEAACHHR
YNIAKOBKK
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Wummmmmmﬂmm ,

CEPTH®UKAT

CCPIT

~  (Knraifcxnii coBeT no coneficTenio Me;xaynapoanoi Toprosie)

Knraftcxum COBETOM 110 CONCHCTBNIO MCRAYRAPOZIROH TOprosiic snanercs KuTallckas MUIaTa MCKAYHAPOSHOH TODIOBAN
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>:A5KnTanckmnin CoBeT Mo COAeNCTBUIO MEXAYHAPOAHON TOProse

KuTalickas ManaTta MeXayHapo/aHOW TOProBau

CEPTUOUKAT

Ne 203300B0O/009370

HACTOAW MMM MOATBEPX AAETCHA, UTO neyatb kKoMmnaHunm YXXIU3IAH OPUMEHT IMEH
BMOTEX KO., NTh. (ZHEJIANG ORIENT GENE BIOTECH CO., LTD.) Ha npunaraemom
MCCNELAOBAHWNN YCKOPEHHOMN CTABU/TIBHOCTW, CTABN/TIBHOCTMU NP
TPAHCMNOPTMPOBKE U CPOKA TOAOHOCTW saBndAeTca NogNuHHOW. Mpunaraemblii TeKCT
ykaszaHHoro MCCJ/IEAOBAHWMSA Ha pycCKOM fA3blKe AB/IAeTCA BEPHbLIM MNepeBOAOM TEKCTa Ha

aHrNUiickom A3bMce.

KuTtaickunii coBeT Mo COAENCTBUI0O MEX/JYHapOoAHOW TOproee
MeyaTb; KnTaiicknii COBeT N0 COAECTBUIO MeXAYHAapPOAHON Toprosne
CEPTU®UKALNSA (12)

Moanuncb ynonHoMo4YeHHoOro nuua: NOAMNCAHO (IMao KOHbM3IH)
Jata: 17.09.2020 ropa

Be6cai T gna npoBepigii ceptudukara: httD://www.rzccDitxom/valiflatft htrn|

,ﬂ, AueHko EBreHns 7MKonaeBHa, nepesena AaHHbIA TEKCT C aHMTMACKOrO U KN TaCKOro s13bIKOB
HapyCCKUA  ANK.
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PoCCUUCKI

ropog
TPpUALATOro cCeHTA6pA

A, lNoHuaposa 3nna MpuropbesHa, HoTapuyc ropoga Moc
nognucy nepesojunka AueHko EsreHnn H1KonaesHel.

Moanuck caenaHa B MOeM MpUCY TCTBUN.

JINYHOCTb MOAMMUCABLUETO JOKYMEHT YCTaHOB/eHa.

3aperucTpuposaHo BpeecTpe: No 77/
B3biCKaHO rocyaapCcTBeHHOM MOoLK
YnnayeHo 3a oKaszaHue ycnyr npasosor

3.l ToHyaposa

Bcero npoluHypoBaHc!,

NPOHYMBPOHYHO 1 CKpenneH
nevyarbio

Hornpuyc

Bcero npou*
NpoHyMepoBE
neyarblto.

Poccuinckasa defepayns
Nopog MockBa
MaToro HoA6pA ABe ThiCAYMN ABAfLATOro0 roja

A, T'oH4yapoBa Onna MpuropbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH BEPHOCTb KOMWUWU C

NpeACTaB/EHHOr0 MHe AOKYMEHTA.
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