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1. Onucanne MEIHLHHCKOro H3ieTHs
1.1. HarmenoBaHRe MeAHUNHCKOTO H3XEIHS

TecT-koHTelHep Ui BBIABNEHHA INCHXOAKTUBHBIX BCIIECTB M HX
MeTabOMHTOB B MOYe MMMYHOXpOMAaTOrpaQMYecKMM METOZOM A in vitro

auarHocTukH («Tect-cucrema HAPKOJIAB»), B BapHaHTaX HCTIOMHEHHA:

BapuaHT ucnonsHeHus 1.

Tect-konTeiinep ma onpenenenus 10 BUAOB NCUXOAKTHBHHIX BELIECTB H HX
MeTaboNuTOB ¢ monockoli KOHTponss ¢anccupUKalMH MOYH IO NapaMeTpam
KpeaTuHuH, pH, yZAenbHas MUIOTHOCTE M TEPMONONOCKOH JJIA  KOHTPOJA
TEMNEpaTypsl obpasiia

B cocrage:

— OnHopazoBag €MKOCTh € KIIOYOM H TECT-IAHeJNbI0 s onpeeneHus 10
BHJOB NNCHXOAKTHBHBIX BEILECTB M MX MeTabommToB: aMperaMuHa, 6apOUTYypaToB,
OeH30/Ha3eNTHHOB, KOKaHHa, MeTam¢eTaMHHa, METaNO0Ha, OMHATOB,
GEHUMKINAMHEA, CHHTETHYECKUX KATHHOHOB, MapHXyaHbl ¢ NOJOCKOH KOHTPOJIA
¢anpcupMKaLME MOYHM IO fapaMeTpaM KpeaTHHHH, pH, yaensHas mioTHOCTH M
TEPMONOIOCKOM /Ui KOHTPOJIA TeMIIepaTyphl obpasia — 25 IT.

— JleHTa KOHTPONS BCKPRITHA — 25 IIT.

— IlpetoBas Tabnuna mua ycraHOBIeHUS (pakTa panscudukaumn — 1 urr.

— HHCTpYKUHA N0 NpHMeHeHHIo — 1T,

BapuaHT HCNONHERUA 2.

TecT-KoHTElHEp ;s onpeaeneHus 10 BUAOB MCUXOAKTUBHBIX BEIIECTB M HX
MeTaboMUTOB ¢ MOJNOCKOH KOHTpoJiA (anbCHPHUKALME MOYH NO IapaMeTpaMm
KpeaTHHHH, pH, OKCHIAHTRI H TEpPMONONOCKOH AJIA KOHTPONSA TeMIleparypsl
obpasua

B cocrase:

— QOnHopazoBas €MKOCTh € KIIOYOM M TECT-MaHENbIo JIa onpeaenceus 10

BHJIOB TICUXOAKTHBHEIX BEIIECTB M UX MeTabonuToB: amperamura, 6apOuTyparos,
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OeH30AMa3eMHHOB, KOKauHa, MeTaM(peTaMHHa, METaioHa, OITMAaTOB, OKCHKOAOHA,
cUHTeTHUecKuX KaHHabuHouzos (K3), MapuHxyaHsl ¢ NOJNOCKOH KOHTpoONs
danscudpuKaMM MOYM MO nNapaMerpaM KkpeaTWHWH, pH, OKCHAaHTH H
TEPMOIIONOCKOH [l KOHTPOJIS TeMIlepaTyphl obpasna — 25 wT.

— JleHTa KOHTPONA BCKPRITHA — 25 WIT.

— 1IBeroBas Tabmuua Jyia ycTaHoBeHHA ¢axra panbcupukamy — 1 mr.

— HHcrpykuus no npuMeHeHHIo — 11T,

Bapuanr ucnonsenus 3.

Tecr-koHTeliHED AN onpeencHrA 12 BUAOB NCHXOAKTHBHEIX BEIIECTB U HX
MeTaboONMMTOB ¢ MONOCKOH KOHTpoNA (anbCHQHKALMM MOYH MO MNapaMeTpaM
KpeaTMHUH, pH, yZennHas IUIOTHOCTE X TepMOMONOCKOH [/ KOHTPOJs
TeMIepaTrypH odpasua

B cocrase:

— OpHopa3oBas €MKOCTh ¢ KIIOYOM H TeCT-MaHenbio AN onpeacieHus 12
BHAOB NCHXOAKTUBHBIX BELIECTB M MX MeTaboMHTOB: amdeTaMuHa, 6apOUTYpaToB,
GeH30A1Ha3eIHHOB, KOKaHHa, MetamderaMuHa, METaJ0Ha, OTIMAaTOB,
(eHIHKIMMHA, CHHTETHYECKMX KATHHOHOB, MapuXyaHbl, 3THAITIOKYpOHHAA,
MeTUIEHAHOKCHMeTaM(beTaMIHHA ¢ MONOCKOH KOHTPOoNA danbcHpuKallii MOUH 110
napamMeTpaM KpeaTHHUH, pH, yAenbHas IIOTHOCT M TEPMONONOCKOH Ui KOHTPOJIA
TeMnepaTyps! obpasua — 25 mr.

— JlenTa KOHTPOJIA BCKPBITHA — 25 IIT.

-~ liBeropas Tabnuua Jis ycraHOBNIeHHA ¢akTa panscuduxaimy — 1 o,

— WHCTpyKxuHs 10 NpHMEHEHHIO — 110T.

1.2. Haznauense MEARIHHCKOr0 HINEAHS
TecT-koHTEHHEep [NA BBIABIEHHA IICUXOaKTHBHBIX BELIECTB H HX
MeTabOHTOB B MOYE€ HMMYHOXpoMmarorpaguyecKHM METOAOM Mg in vitro

muarHocTHKH («Tecr-cucrema HAPKOJIAB»), B BapuaHTax HCIONHEHHA (aanee
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II0 TEKCTy— TeCT-CHCTeMa) MpeAHasHaueH Jnand cOopa OuoMarepmana w
Ka49e€CTBEHHOTO OQHOBPEMEHHOIO ONpefiefeHN NCHXOAKTHBHBIX BEIECTB H HX

MeTaboJIMTOB B MOYE YEeJIOBEKa, a TAKKe A KOHTPoNs (anbcrpHKam MOYH.

PyHKUHOHANBHOS HAa3HAYeHHE — CKPUHUHI TCHXOAKTHBHBIX BEILECTB.
CKpHHHHIOBBIH aHATH3 Pa3IMYHEIX ICHXOAKTHBHEIX BEIIECTB B MOYe BapbHPYETCH
OT MPOCTBIX HMMYHOXPOMATOrpaHYECKNX TECTOB A0 CIOKHBIX AHATHTHYECKHX
npoueayp. CkopocTh H YyBCTBHTENBHOCTh UMMYHOXPOMATOrpa(pMIecKuX TECTOB
ofecneyvBalOT MX UIMPOKOE HMCMONB3OBAHHE NpPH aHANM3E€ MOYM Ha HalM9He
Pa3NMYHBIX TICHXOAKTHBHBIX BelEeCTB. TeCT-CHCTEMa MNpeACTaBifeT coboil
npucrocobneHne AnA NPOBEeAEHHS HMMYHOXpOMAaTOrpadM4ecKkoro aHanksa Jyis
KadecTBeHHOro OOGHapyXeHHA BemecTB, 0e3 HeoOXOJMMOCTH HCIIONB30BAHHS
JOTIOJIHUTEJIBHBIX  YCTPOHCTB. ITOpOroBeIE KOHLEHTpALHM M aHAIMTH JJIA

ONpeACIIACMBIX TICHXOAKTHBHBIX BCILCCTB YKa3aHbl B Tabnuuax 1, 2H3.

Tabnuua 1. [Toporoesie KOHUEHTPALMH H KalKOpaTOp [s BapHaHTa

HCnoaHeHHn 1

Iloporosoe IIpeaen
Mapamerp Hazeanme Kann6patop 3HAYeHHe* | obnapywenun™

napaMerpa (ar/ma) (ar/m)
AMP AMmderamun D-amderamun 300 375
BAR bapburypatsl Cekobapburan 300 375
BZO beHn3oanazenuHbl Oxcazenam 100 125
COC Kokaun BeH30HMIKIrOHHH 100 125
MET Meramderamun Meramderammun 300 375
MTD Mertaaon Mertanon 300 375

OPI Onuatsi Mopoun 1000 1250
THC Mapuxyana 11 Hop-A9-THC-9- 25 31
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COOH

PCP DOeHUNKITHAUH OeHUUKTHANH 25 31
MDPV CuHreTHyecke | MeTUIEHIHOKCUITHPO 500 625
KaTHHOHBI BaJIepOH

Tabnuua 2. [Noporoebie KOHIIEHTPALIMU H KanuOpaTop A1 BapHaHTa

HUCIIOJIHEHHUSA 2

IMoporosoe Ilpenea
IMapamer HazBanue Kammb6partop 3uatenue® | obHapyxenus®

p napamMertpa (ur/mna) (nr/)
AMP AMbeTtamuH D-amperamux 500 625
BAR bapbutypaTtst CexobapbOuran 300 375
BZO benzoanazenuHsl Okcazenam 300 375
COC Kokaun beH30u13KroHHH 150 188
OXY OxcuKoIoH OKCHKOAOH 100 125
MET MeramperamuH Meramperamux 500 625
MTD Mertanon Mertanox 300 375
OPI Onuartel Mopdux 300 375
K3 CuHTeTHUYECKHE AB- PINACA 20 25

KaHHaOHUHOHUBI
THC Mapuxyana 11 Hop-A9-THC-9- 20 25
COOH

Tabnuua 3. [Toporosbie KOHLEHTPALMK H KaTMOpaTop A1 BapHaHTa

UCIIOJIHEHHUSA 3

IlapameTtp

Ha3zsanue

napamerpa

Kaaun6parop

Iloporosoe

IHayeHue*

(ur/mon)

IIpenen
obHapyxeHus

* (ar/mu)
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AMP AMbeTamMuH D-amperamun 300 375
BAR bapburyparsi Cekobap6uran 300 375
BZO beH3oauasenuHbl Oxkcazenam 100 125
COC Kokaun beH30UIIKrOHHH 100 125
MET Mertamperamux MeTtamdperaMux 300 375
MTD MeranoH Meranox 300 375
OPI Onwuarel Mopdun 1000 1250
THC MapuxyaHa 11 Hop-A9-THC-9- 25 31
COOH
PCP QOeHUUKITUIUH OeHUUKITUIUH 25 31
MDPV CuHrerHueckde | MeTHIEHIHOKCHITUPOB 500 625
KaTHHOHBI aJIepoH
ETG OTUNTTIOKYPOHH DTUNTMIOKY POHU I 500 625
MDMA | MeTHleHIHOKCUM 3,4- 500 625
eTampeTraMuH MeTtunesauokcumera
MbeTaMUH

*[loporosoe 3Ha4yeHHe (Hr/MJI) — KOHLIEHTpaLMs aHaNIMTa, MPH KOTOpOH
TECT-CUCTEMa MOXET OMNpeAeNiaTh pe3yJbTaT KakK IMOJOXHTEIbHBIH, TaK H
OTPHLATENBHBIMN.

Ilpenen obnapyxenns (Hr/MJa) — KOHUECHTpaUusl aHalUTa, NPH KOTOPOMH
TECT-CHUCTEMA ONpeeNseT pe3yIbTaT KaK MOJOXHTENbHBIA C BEpOATHOCTHIO 95% 1

BBIIIIEC.

TecT-cucTeMa npeacraBnseT coboit MIMMyHOXpoMaTtorpagHuueckuit akcnpecc
aHaIM3 [JI KaYeCTBEHHOTO NpeABapUTEIbHOro OOHApy)KEHHUS HNCHXOAKTHBHBIX
BELECTB, HX MeTaboNIMTOB U KOMOHWHAUWH, yka3aHHbIx B Tabnuuax 1, 2 u 3, B
obpasue Mouu yenoseka. [Ipu kaxaoM aHanu3e MUCMONb3YIOTCS MOHOK/IOHAJIbHbIE

AHTHTCIIA JIA  CCJIEKTHUBHOTO 06Hapy)KCHH}I IMOBBILICHHOTO  COAECPXAaHHA

npenapatoB B Moue. Ilpu koHILEHTpalL Uy paBHO# npeneny o6HapyXeHHs M Bbille

(noporoBoe 3HaueHHe +25%) TecT-cUcTeMa oOIpelensieT pe3ylbTaT Kak

8
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MOJOKHTENbHBI B Gonee ueM 95% cnyuaeB. JlaHHBIH aHamM3 pEeKOMEHAOBAH
YnpaeneaueM ciayxObl jeuyeHHs HAPKOTHYECKOH 3aBHCHMOCTH M NCHXUYECKHX
pacctpoiicts CIIIA (SAMHSA).

Crneuu¢nyeckas naTonorus, COCToAHUE WiK GaKTop pycka:

Tecr-cucTemMa Hcnonb3yeTcs AN MEAHMIHHCKOTO OCBHACTENLCTBOBAHKS JTHL{
NPH MOAO3PEHHH B YNOTpeOJeHHH NCHXOAKTHMBHBIX BELLUECTB, MPEAPECHCOBBIX H
nocaepelcoBbIX OCMOTpax, MPH MOCTYIUICHUH JIHLl B CTALIHOHAP H UHBIX CITy4asX,
CBA34HHBIX C NOBBHILICHHON ONaCHOCTHIO.

Tun ananuzupyemMoro obpasia:

— CBeXXecoOpaHHas MOYa, XpaHMBLIaACA NpH TeMneparype ot 18 no 25°C no
4 4acoB;

— MOYa, XpaHHBIUA’ICA B XOJNOAWIbHUKE MPH TeMnepaType oT 2 ao 8°C no 48
Y4acoB;

— 3aMOpO’KeHHasA MOva, XpaHMBIIASCS NPH TeMmneparype or MuHyc 20 mo
MuHyc 30°C mo 30 aHeii.

Ha pe3yneraTsl aHajn3a He BIHAIOT NONYJSLHOHHBIE H AeMorpaduieckue
acreKThl MPHMEHEHHA TECT-CUCTEMBL.

Tecr-koHTeliHEp OCHallleH TECT-TIONIOCKOH pil)i | OIIPEACICHHUA
¢danscupukayn o6pa3na u TEPMOIIONOCKOH A1 KOHTPONA TeMIIepaTyph obpasua.

Qanscupukanms — 3TO noazeNka oOpasua MOYH C LETBIO H3MEHeHHA
pe3yabTaToB TecTa. Mcmonp3oBaHHe NpHMEce  MOXET MPHBECTH K
JIOXHOOTPHLIATENIbHBIM pe3yNbTaTaM B TeCTaX Ha HaNH4YMe NCUXOAKTUBHBIX
BellleCTB, NHOO Memars CKPUHMHI-TECTY, W/MINM YHHYTOXKATh NCHXOAKTHBHEIE
BelIeCTBa, IIPHCYTCTBYIOIIHE B Mo4e. Pa3BeicHHEe MOXKET TakKe HCMONB30BaThCH
Vi1 NOMyYeHHs JIOKHOOTPHLATENBHLIX pe3ylbTaTOB TeCcTa Ha Hajluiue
NCHXOAKTUBHBIX BEILIECTB.

OaHuM W3 JyqlmMX Ccnoco0OB NpPOBEPKM Ha GanbCHOHUKALMIO HWIH
pasbaBlieHHe ABIACTCA ONMPEACICHHE HEKOTOPBIX XapaKTEPUCTHK MOYH, TAKHX KaK
KpeaTHHHH, pH, OKCHAAHTEI, yAensHas INIOTHOCTE H TeMIepaTypa obpasua.

Kpeatunus (CRE): Tect Ha pazbabnenue obpasua. KpeaTuHuH aBaserca
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MeTaboNHuecKHM MMPOAYKTOM KpeaTHHA B BUle aMHHOKHCIOTH. OH coaepXuTCcs B
MEILIeYHOM TKaHH, & TakKe NMPUCYTCTBYeT B Modue. IIpTasch NOmydMTs JIOXKHEIE
pe3yNbTaTHl TeCTa Ha HANMYHE 3aNpelleHHbIX MpenapaToB, CYyOBEKT TeCTa MOXKeT
BBITHBATH IPE3MEPHOE KOJTHYECTBO BOAEI HITM MCIIOIB30BATH MOYETOHHBIE CPEICTBA
(ZHypeTHKH), HapUMED, TPABAHOM Yuail, A1 BEIBEACHUS TIpeNapaTa U3 OpraHu3Ma.

OnpeneneHne coaepXaHHsA KpeaTMHWHA M 3HAYEHHMA YACNBHOH IUIOTHOCTH
ABJIAIOTCSA METOAAMH MpPOBEPKH Ha Haiuuue pa3baBieHHs W NONBITKY BLIBEACHHA
HApKOTHKA W3 OpraHu3Ma — JBYX Hamuboiee 4acTO BCTPEYAIOMIUXCA METOJOB,
HCIONMB3YEMBIX U TONYyUeHHWA JIOKHBIX pe3yJbTATOB TECTOB Ha HalHuue
3afNpeleHHEIX npenaparoB. Hu3koe copepkaHue KpeaTHHMHA M HU3Kas yAesTbHasd
IUIOTHOCTh MOTYT CBHJETENBCTBOBaTE © pazbapnenuMd Modud. OTcyTcTBHE
KpeaTHHHHa (<5 Mr/man) ykaseiBaeT Ha TO, 4To ofpasel] He ABIAETCA MO4YOMH
YyeJIoBeKa, HITH CHIIBHO pasbapJieH.

Yneasnans maotHoets (SG): TecT Ha pasbasnenne obpazua. HopmannHoe
3HaYeHHe NOJDKHO HaxoauThes B amanaszorme or 1,003 mo 1,030. 3navenus 3a
npeAeNaMH 3TOr0 AMAaNa30HA MOTYT OHITE pe3ynsTaToM pa30aBieHHs HIH
danscubukaunu obpasua.

pH: TecT Ha HanNWYNe KUCOTHHIX WIM HIETIOYHBIX BEIIECTB, R00aBIAEMBIX B
MO4y ¢ uensio panscupukanun. HopManbHe ypoBeHb kucnorHoctd pH nomkes
HaXxOAMTHCA B AHana3zone ot 4,0 xo 9,0. 3HayeHuA 3a npejenaMu 3TOro AHanasoHa
MOTYT CBUAETENBCTBOBATH O anbcupuxanuu obpasna.

Oxcunpanrsl (OXI): TecT Ha NPHCYTCTBYE OKMCIAIOIMMX PEareHTOB, TAKKX
KaK XJIOpPHAs W3BECTH, MEPEKHCh BOAOPOAA, XJIOPXpoMaT MUpHAHHUA. OKCHAAHTH
ARIAIOTCA IIHPOKO MCMOMB3YEMBIMH BELecTBaMH 1A danbcHUKauuH obpas3Los
MouH. OKCHAAHTBI He SOMKHB COAEPXAThCs B HOPMaNbHOH desoBedeckol Moue.
Onpepenenne TecT-MoNOCKO# OKCHAAHTOB B KOHIIEHTPALHN:

- ranoxnopur narpus > 100 ppm;
- XJIOpXpOMAT NUpHAHHUA > 10 Mr/nr;
~ mepokcua Bogopoaa > 20 ppm;
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He ABAAETCA HOPMOH M paccMaTpuBaercs Kak (axt danseupukannn.

TemnepaTypa obpasua

Ha xoHTeiiHepe HMeeTcs HHAMKATOpHAs TEPMOINOJOCKA JUIA ONpeJeNeHus
TeMIiepaTypsi oOpasna. IlosBneHre METKH 3€N€HOIO LBETa IO/ ONpelesIcHHOH
undpoit (ot 32 go 38) ykassipaeT Ha TeMnepaTypy obpasua mMouu. Hapesxammmit
AMana3oH TeMnepaTyp a4 obpasua cocrasmser 32°C -38°C.

1.3. O6nacTs npAMeHeHHA H NOTEHNUAJIbHDIE 10J1b30BATEIH

ObnacTe NpHMeHEeHMA: KIHHMYECKas naboparopHas AMarHOCTHKa. Tecrt-
KOHTeliHep mpeAHa3sHa4YeH JUIS WCMNONB30BaHMA B YCIOBUAX Jiaboparopuu
ne4eGHOro YYpeXOSHHA U1 NPOBEACHHA 3JKCNpecc-aHaM3a AA BBIABICHHA
TICHXQAKTHBHEIX BEIIECTB H HX MeTa00JMTOB B MOYE YeJIOBeKa.

IMoreHumaneHpii MONB30BATENb: NAOOPATOPHEIH CHELMANHCT ¢ BRICIIMM
MEAHLMHCKHUM 00pa3zoBaHHeM, a Takxke JabopaHT CO CpEeAHHMM CHelNHAIbHbIM
MEAMLIMHCKUM 00pa3oBaHueM.

Tonpko A9 AMArHOCTHKH in vitro.

TecT-KOHTEHHEp NpeHa3HAYUEH 111 OXHOPA30BOrO HCIIOMB30BAHHA.

1.4. lloka3anua H NPOTHBONOKA3AHHA K NPHMEHEHHIO MEAHIHHCKOrO
H3AeaHs

ITokazanus: BrisiBiieHHe ICHXOAKTHBHBIX BEIECTB H MX METaOONHTOB B MOYe
YyelloBeKa.

Bapuant wucnonHeuus 1| npeaHasHaueH Juin BeisBneHHsa 10 BHjoB
MICHXOAaKTHBHBIX BeLIECTB H HX MerabonuroB: amderamuna, OGapOuUTyparToB,
6GeH30/1Ha3eHHOB, KOKaHHa, MeTamdeTaMiHa, MeTaJIOHa, ONUATOB,
(EHIMKIAANHA, CHHTETHYECKHX KaTHHOHOB, MApHXYaHBl, a TaKke M8 KOHTpPOJIA
¢anbcupHKaLMKE MOYH N0 OCHOBHBIM TAapaMeTpaM: TeMIeparypa obpa3ua, pH,
KpeaTHHHH, yJeNbHad MIOTHOCTb.

Bapuantr ucnonHeHHs 2 ImpedHasHadyeH A BhBICHHS 10 BHjOB
MCHXOAKTHBHEIX BeilleCTB M HX MeTaboauroB: amderamMHHa, O0apOHTYpaTOB,
OCH30AMAa3CMMHOB, KOKauHa, MeTaM(peTaMHHa, METafOHa, ONTHATOB, OKCHKOAOHA,
cHHTeTHYeCKHX KaHHaOuHouaoB (K3), MapnxyaHsl, a Takxke wis ¢anbcupuKanmu
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MOYH IO OCHOBHBIM TlapaMeTpaM: TeMnepatypa o0pasua, pH, kpeaTuHHH
OKCH/AAHTBI.

BapuanT wucrionsenms 3 mnpeaHa3’HadeH AnA  BelABiaeHHs 12 BHIOB
NCHXOAKTHBHBEIX BEHIECTB W HMX MeTabomuroB: amdeTamMuHa, GapOuTyparToB,
GeH3oaMAa3eIHHOB, KOKauHa, MeTaM(peTaMHHAa, MET4fl0HA, ONHATOB, MapHUXyaHBI,
dbeHmUKNuAUHA, CHHTETHYECKHX KaTHHOHOB, 3THINTIOKYPOHMAA,
MeTUNEeHAHOKCHMeTaMeTaMIHa, a TAKXKe LIS KOHTpoNA QpanbcupUKalME MOYH IO
OCHOBHBIM [IapaMeTpaM: TeMmInepatypa oOpazua, pH, kpeaTHHWH, YyJAenbHas
TUIOTHOCTb.

IIpotuBonokazanua: IIpoTHBONOKa3aHH B paMKaX YCTaHOBJIGHHOTO
IIPOMU3BOAMTENIEM HA3HAYCHHS HE HMEET.

1.5. inarnocruvueckas 3HATHMOCTh

Tect-xoHTeliHEp NpHUMeHsETCA I 0OHAPYKEeHHS TICUXOAKTHBHBIX BELLECTB
¥ HX METabOIMTOB B MOYE U MOXET OHITH HCIIONB30BAH NIPH HCCIIEAOBAHHSIX BO BCEX
clIy4asx, rjje HeoOXo UM pe3yNsTAT AAHHOTO TECTA.

JTOT aHaN¥3 AACT TONBKO NpPEABAPHTCAbHBI aHATUTHYECKHH pe3ybTar. Jina
NOATBEPXKAEHHA aHAIMTHYECKOTO pe3yJibTaTa HeoOXOAMMO HCIOJB30BaTh Oonee
TOYHbIH ANLTEPHATHBHBIN XHMHUecKHi MeTox. ['azoBas xpomatorpadus ¢ macc-
cnektpomerpoM (I'X/MC) wunM XuMAKOCTHaA Xpomarorpadus ¢ Macc-
cnextpoMeTpoM (BIXKX) gBnsioTcs NpeAnoYTUTENBHBEIMH MOATBEPKAAIOLIAMHA
MeTOJJaMH.

Tect-monocku Ja  onpeeneHHd (QanbCHPUKAUMHM MOYH —  3TO
NOJYKOJINYECTBEHHBIH TECT, OCHOBaHHBIN Ha CPaBHEHHU LIBETOB JUIA OTpeLe/ieHAA
KpeaTUHHHA, OKCHAAHTOB, pH H yAenbHOM ILIOTHOCTH MOYH YelOBEKA. JTOT TECT
NpeIOCTABIAET TOJNBKO  NpeABapuTeNbHBIE  JaHHele. s momydeHus
HOATBEPXKACHHOTO aHATUTHYECKOTO pe3yJibTaTa He0OXOOUMO HCIOIL30BaTh Gonee
TOYHBIH aJbTepHATHBHHIA XUMHUYECKHH MeTold. Pe3syasTaTthl MOKHBL OBITH

OTIIPABJICHE] B na60pa'ropmo A4 NOATBEPXKIACHNA.
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1.6. OnHcanne He/leBbIX AHAJHTOB
1.6.1. Amderamnn (AMP)

AmderaMHHBI NpHHAANEXaT K  KaTeropMd  CHIBHOACHCTBYIOLINAX
aJIpeHOMHUMETHYECKHX CPEICTB, MPHMEHMIOMMXCA B TepaneBTHYecKuXx uemx. [lo
XMMHYECKOMY COCTaBy ameraMiHbl OTHOCATCS K YEJIOBEYSCKHM HATYpalbHLIM
KaTeXo/laMHHAM: afpeHANWHY H HoponuHedpuHY. Bbicokme Ho3bl amgeramMuHa
NPUBOAAT K YCWICHHOMY BO30YXACHHIO LCHTpalNbHON HEPBHOM CHCTEMB! H
BBI3BEIBAIOT COCTOAHME 3HUQOPHM M TIOBBIICHHOH BHHUMATENBHOCTH, CHHXXAIOT
aNneTHT U BHI3BIBAIOT YyBCTBO YCHIEHHS SHEpruu M CHiel. Peakuus cepmeuso-
COCYAMCTOM CHCTEME! Ha aM(p)eTaMHHBI BK/IIOYAeT MOBBILISHHE KPOBSHOIO JaBJIeHHUA
U CceplicyHyl0 apuTmui0. Bonee ocTpble peaklMH 3aKIOYalOTCA B INOABICHHH
TPEBOXHBIX pacCTpOMCTB, mNapaHOHH, TIaNOUMHAUMA H [ICHXOTHYECKOro
noseaeHud. Jddekt ampeTaMHHOB IINTCA 2-4 Yaca rmocle ynoTpebaeHus, nepuon
IOJYBBIBEICHHS Mpenapara u3 opraHusMa cocraBmser 4-24 vgaca. Okono 30%
amMpeTaMHHOB BLIBOJWTCA C MOUOt B HEeH3MeHeHHOH ¢opMe C oOcCTaTkaMH
IPOAYKTOB THAPOKCHIHPOBAaHHA U Je3aMHIHPOBAHHBIX NPOH3BOHEIX.

1.6.2. BapGuTypaTel (BAR)

Bapbutypatsl 0cnabagioT AESTENLHOCTD LCHTPAIBHON HepBHOM cHCTEME!L. B
TEpaNneBTUMECKHX LIeNAX OHH HCNONB3YIOTCA KAK CEJaTHBHBIC, CHOTBOPHBIE H
NpPOTHBOCYAOPOXKHBIE cpecTBa. OObIMHO 6apOUTYpaThl IPHHHMAIOT IEPOPAIILHO B
BHJE Kancyn Wik TabaeTok. J¢P¢eKT HATOMHHAET COCTOAHHE NPH MHTOKCHUKALIUH
ankoroneM. JlnurensHoe  mpuMeHeHHe — GapOMTYpaTOB  MPUBOAMT K
MMMYHOJIOTHUECKO! TOREpaHTHOCTH H (Pu3HYECcKOH 3aBMCHMOCTH. bapbutypats!
OricTporo neiicTua, npuHuMaemsie no 400 Mr/aeHp Ha MPOTSDKEHHH 2-3 MecsLEB,
GOopMHPYIOT KIMHMYECKH 3HAYMMYIO CTENEeHb (U3MMecKOd 3aBHCHMOCTH.
CuMnToMBl aOCTHHEHIMH MOTYT ORITH JOCTATOYHO TOKENBIMH M IPHBECTH K
netaspHOMY HMcxony. OdeHp He3HadyMTeNIbHOE KoaumyecTBo (MeHee 5 %)
OapOuTypaToB BEIBOAATCA ¢ MOUOH B HeH3MeHeHHOH Qopme. [lepuoa o6HapykeHus

6apOurypaToB B MOue cocTaBiser 4-7 mHEH.
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1.6.3. Ben3zoauasenunni (BZO)

BeH301Ha3¢NHHEl ABNAIOTCA JIEKapCTBCHHLIMM IpENapaTaMH, 3a9acTyio
Ha3HA4YaeMBIMH IIPH CHMITTOMATHYECCKOH TEpaluM TPEBOXHEBIX PACCTPOMCTE
HapymieHM#i cHa. OHH OKa3BIBAIOT BO3JICHCTBHE uepe3 ocobble pPELENTOpE,
HCNONb3ys raMMa-aMHHOMacnaHylo kucinory (GABA). JSenasce Gonee
GesomacHeIMM M 3QdexTHBHEIMY, GeH3OAMA3ENMHBI 3aMeHHNN GapbHTypaTel B
NCU€HAN TPEBOXHBIX PACCTPOHMCTB M HapylICHHH CHa. BeH3oamazenmuubl Takke
HCOONB3YIOTCA KAaK CeAATHBHBIE CPeACTBA Iepe] XHUPYPIHYeCKHMH M
MEIHIMHCKHMH MNpoLEeaypaMH H I8 JIeMEHHMA SIHIENCHM W aJKOMOJBHON
abcTUHEHIHY.

Ilpun perynapHom npueMe GeH30AHAa3eNMUHOB (HANPHUMED, €KEAHEBHO) B
TEMEHUE HECKONBKHX MECSLEB YBEIHYMBACTCA PHUCK (PH3HYECKOH 3aBHCHMOCTH,
ocoGeHHO Npu npueMme Oonmbumx no3. Peskoe npekpameHue mpueMa MOXeET
OpPHBECTH K TAKHM CHMITTOMAaM, Kak Ipof1eMBl CO CHOM, pacCTPOUCTBO XKeyIOYHO-
KHIICYHOTO TPaKTa, yXy/AllleHHe CaMOIYBCTBHS, NIOTEPS aNMETHUTA, IOTOOTEEHHE,
APOXKb, cnabocTh, TPEBOXKHBIE PACCTPOHCTBA W M3MEHEHMe BOCTPHATHA. Tonbko
HUYTOXHOE KONMIeCTBO GonbmmHCTBa 6eH30MMazenuHoB (MeHee 1%) BRIBOOATCA C
MOYOH B HEH3MEHEHHOH (opMe; KOHLEHTpaUMIO B Moue O0pasyloT crnapeHHEBIE
nipenapatsl. Ilepuos o6napyxenus OeH30Ma3eNUHOB B MOYE COCTABIsAeT 3-7 AHEH.
1.6.4. Koxaun (COC)

Kokann sBnserca cunabHOAeHCTBYIOIMM BO3GYAMTENEM LEHTPaNbHOM
HEpBHOH CHCTEMBl H QHECTE3UPYIOMIMM CPEICTBOM MECTHOro AeHCTBHA.
H3na4yanbHO OH BRI3BIBAET HPE3MEPHYIO 3HEPIHIO H BO30YKACHHOCTD, TOCTENECHHO
NPHBOAA K TPEMOpPY, MOBHIIICHHOH YYBCTBUTEJIBHOCTH M clia3MaM. B Gonpwumx
KOJIMIECTBAX KOKAHWH BBI3BIBAET JIHXOPAAOYHOE COCTOAHUE, HEBOCIIPHUMYHBOCTD,
3aTpyAHEHHE ABIXaHHA U [TOTEPIO CO3HAHMA.

3a4acTyl0 KOKaHH MPUHHUMAETCA CAMOCTOSTENBHO TIOCPEACTBOM BIBLIXAHHS
depe3 HOC, BHYTPHBEHHBIX HHBCKIMH H KypeHMA YMCTOIO KOKaWHa. BhicTpo

BBIBOAHTCA C MOUOH KaK OeH30UWA3KIrOHMH. BeH30MIDKIOHUH, IMaBHEI MeTa0oIHuT
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KOoKkauHa, HMeeT GoJiee JUMTeNbHEBIH OHoNornueckuit nepuoy nomyssiBeeHMs (5-8
yacoB), yeM kokauH (0,5-1,5 yaca), U MOXeT OBITH OOHapyXeH B TeucHHe 24-48
YacoB M0CJie BO3ACHCTBHA KOKaUHa.

1.6.5. Oxcukopon (OXY)

OKCHKOAOH — MONyCHHTETHYECKHH OIMOHA, NONydaeMbli u3 TeGamua.
Anderca MomHEIM obesbompatouM cpeactBoM. [lpemapaT oOKa3eiBaeT
paspyIMTEbHOE BO3JEHCTBHE Ha OpPraHM3M. 3aBHCHMOCTB OT OKCHKOAOHA
pa3BHBaeTCA cTpeMHTeNbHO. O4eHpP 4YacTO €ro MCHOJNL3YIOT TIe€POHHOBHIE
HapKOMaHBl, HaXOAACh B MIUIIO3HM, YTO, MPHMEHAA ITO BelIECTBO, OHH CMOTYT
H30aBHTBECS OT OCHOBHOM 3aBUCHMOCTH, HO BMECTO OGJErYeHHS OHHM NONYdaloT
HOBYIO 3aBUCHMOCTH 110 CHJIE H TAKECTH HHYEM He YCTYTIAIOLIyIO CTApOf.

ITonanas B opraHAu3M OKCHKOZOH BO3JCHCTBYET HA OIMHOMAHBIE PELIENITOPH,
KOTOpBI€ HAXOSITCA KaK B FOJIOBHOM, TaK M B CIIMHHOM MO3re. 3aTeM HauMHAIOTCS
PeakLHH, KOTOpEle MOTYT HE TOJBKO YTONMTh GONib, HO M BEI3BIBAIOT YYBCTBO
sitpopun. Ilpy  HexkoHTpONApyeMOoM ynoTpeGneHuM OKCUKOJOHA BO3MOMKHB
NepelO3HPOBKH, BEIIECTBO OKA3BIBACT YIHETAIOLIEE RBIUAHHE HA ABIXATeNBHEIH
LEHTP, MO3TOMY IPH HE OKa3aHHOH BOBpeMs IIOMOLIM YHOTpeOJIeHHE MOXeT
32KOHYHTCA JIETATbHBIM HCXOAOM.

1.6.6. Metam¢peramun (MET)

MeraMderamuH sABIAETCA CTUMYJIMPYIOIIMM JICKAPCTBOM, BHI3BIBAIOIIMM
NPHBLIKAHHE, HHTEHCHBHO BO30YXJAIOWIMM OMNpeAesieHHbIe CHCTEMBI TOJIOBHOTO
Moara. Ilo xumudeckoMy cocTaBy MeTaM(eTaMMH O4YEHB CHIBHO CXOHEH ¢
aMpeTaMHHOM, HO BO3JeiiCTBHE, oOKa3biBaeMoe MeTaM(eTaMHHOM  Ha
LEHTPANTbHYIO HEpPBHYIO CHCTEMY, ABIACTCS 3HAYATENBHO OGonee CHIBHEIM,
MetamperaMuH, NpPOM3BOAAINMICA B HENEraNbHBIX NabopaToOpHsX, BEI3BIBAET
OY€HBb CHIBHYIO 3aBUCHMOCTS. IIpenapat npuHMMaeTCs NepopanbHo, MOCPEACTBOM
HUHBEKIMHA MIH BABIXAHHWA. Beicokye J03bl MNPUBOAAT K YCHJICHHOMY
BO30YKAEHHIO LICHTPANBHOM HEPBHOM CHCTEMBI H BBISHIBAIOT COCTOSHHE diidopun
¥ IOBBHINICHHOH BHHMATENBHOCTH, CHMDKAIOT ANNETHT M BBI3BIBAIOT YYBCTBO

YCHICHHS OJHEpPr¥H M Cwibl. Peakua CcepAevHO-COCYAUCTOM CHCTEMBl Ha
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MeTaMpeTaMHH BKMIOYaeT NOBLIIIEHHE KPOBAHOTO HABJIEHHA M CEpACHHYIO
apuTMHIO. bosiee OCTpele peakiiM 3aKMOYAOTCS B IOABIEHHHM TPEBOXHBIX
paccTpoicTB, NapaHOHH, raJLTIOUMHAIMI, ICHXOTHYECKOI'0 NOBEACHHS, ACHPECCHH
M HCTOMICHUA.

Apdexr Merambperamuna anuTcs 2-4 yaca mocue ynotTpeGaeHds, nepuos
MOy BHBEEHHA TIPETIapaTa H3 OPTaHH3Ma COCTaBiser 9-24 uaca. MeraMgeramMuH
BLIBOAUTCA ¢ MOYOH KaKk aM(peTaMHH, OKCHIHPOBAHHbIE H Je3aMHUHHUpPOBaHHEIC
npoussopnbie. Onpnako 10-20% MerampeTaMHHAa BEIBOAMTCS ¢ MO4YOH B
HEeH3MeHeHHOH dopMe. Takum oOpa3oM, HATHMUKE B MOYE HCXOAHOIO COSIHHEHUA
CBUAETEJILCTBYET O MPHMEHEHHH MeTaMbpeTaMuHa. OGBIIHO MeTaM(peTaAMHH MOXHO
0OHapyXHTE B MOU¢ B Tedenue 3-5 AHell B 3aBHCHMOCTH OT yposus pH Moun.
1.6.7. Meragorn (MTD)

Metagon sBnsercs GOneyTONAIOMMM  JIEKAPCTBEHHBIM  CPEACTBOM
JIMTENBHOrO AeHCTBHA, 3(PQHEeKT KOTOpOro MIMTCS OT ABEHAALIATH AO COPOKa
BOCEMH 4acoB. MeTanoH ocBoboxicaaer motpedureneii OT HaNpMKeRus, CBA3aHHOIO
C TIOHCKOM He3aKOHHOI'0 NepOHHA, OTIACHOCTH HHBEKIMH M NepenajoB HaCTPOSHHs,
BHI3BIBAEMBIX GONBIIHMHCTBOM ONKATOB. JUIMTENBHBIN NpHEM METAA0HA B GOMBIIMX
A103aX MOXET NPHUBECTH K OYCHb IUINTENbHON abGcrusenuym. ITo cpaBHeHHMIO C
ApYTHMH OIHATAMHY, [IPH MPHEME KOTOPBIX NTepHOA aGCTUHEHLIMH JUIHTCS OT HeenH
A0 ReCATH JAHEH, nepron aGcTHHEHUHM y moTpeOuTeneif METafioHa MOXET
COCTABIATD 5-6 Henenn,

1.6.8. Onuarm (OPI)

K ormmaram otHocHTca mo6oii npenapaT, Mody4acMblif U3 ONMHEHOIO Makxa,
BKIIOYasd IIPUPOJHBIE BEHIECTBA, MOPOHH H KOJAEHH H TIONYCHHTETHYECKHE
HapKOTHKH, TakHe Kak repoMH. OnHoupn aBngerca Oosiee OOMIMM Ha3BaHHEM,
KOTOpOe OTHOCHTCS K moboMy npenapaTy, BO3ACHCTBYIOMIEMY Ha OTHOHIHLIE
peLienTopel.

Ommonyubie aHANTeTHKH COCTAaBJIAIOT OGONBIIYIO TpPYyNNy BeIecTs,

KOHTPOJMPYIOIHX 6OIb I JICTROM YTHETEHHSA LIECHTPaNbHON HEPBHOM CHCTEMEL.
Py ocpe. y P P
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Bonswue n0360 MOpdHs MOTYT BLI3BATE BHICOKHIl ypOBEHb IEPEHOCHMOCTH H
¢usudeckoif 3aBHCHMOCTH W NPUBECTH K HAPKOTHYECKOH 3aBUCHMMOCTH H
anoynotpebiaenuio. MopduH BLIBOAUTCA B HEMeTaOONH3IMPOBAHHOM BHIE M
ABJIAETCS OCHOBHBIM MeTaboNH4YeCKUM TIPOAYKTOM KOIZEHHAa M reponHa. Mopdun
MOXHO OOHapYXUTh B MOY€ B TEHUEHHE HECKOJBKHMX MHEH Mocie NmpHeMa HO3bl
OIIHATOB.

1.6.9. CaaTreTnueckne xannabunonam (K3)

CuHTeTHYECKHE KAHHAOHMHOMABI— 3TO KYPHTEJbHBIE CMECH, NTOCTABIISIEMBIE
B NIpOAaXy B BUJIE TpaBbl ¢ HAHECEHHEIM XUMHYecKHM BemlecTBoM AB- PINACA.
O6sagaloT TNICHX0aKTUBHBIM JieliCTBHEM, B HEKOTOPOHl CTEeHH CXOXHM C
JeHCTBHEM MapHXyaHBl, HO BBI3bIBAlONMM Gosiee TsDkEble NCHXONATOIOTHIECKHE
cumrroMel. Kak u mapuxyana, K3 posgeiicTByer Ha kaHHaOHHOMIOHbIE PELIENTOPHL.
[Ipy ocTpoit MHTOKCHKAIMM KaHHaOHWHOMJAMH MOTYT BO3HMKATh pacCTpoOiicTBa
BOCMIPUATHA NPOCTPAaHCTBA, HapylieHHsA ABMXEHHA. MHp BOCIpHHHMAaeTCA Kak
HE3HAKOMBIN, OTYYXACHHBIH, BO3HUKaeT IICUXOMOTOpPHOE  B030yXIeHue,
COMpPOBOXKJaeMoe YyBCTBOM TpeBord M crpaxa. Hapsxy ¢ JWH-073 n JWH-018,
AB- PINACA sBnsercd OHHUM M3 CaMbIX PaclpOCTPAHEHHBIX CUHTETHMECKHX
KaHHaOHHOWAOB CPE/IH HOBBIX ICMXOAKTHBHAIX BELIECTB.

1.6.10. Mapmaxyana (THC)

THC (A9 - TerparuapokaHHaOHHON) ABNAETCS OCHOBHBIM AKTHBHEIM
KOMIIOHEHTOM KaHHaOHMHOMAOB (MapHXyaHH).

IIpn KypeHuH WIH MpHEMeE TEPOPANLHO BHI3BIBaET COCTOSAHME 3fidopun. V
notpebureneit HaOmopaerca ociableHHOe 3aMOMMHAHME U 3aMEJICHHOE
ocMeicieHne. OHH TakkKe MOIYT MCNBITHIBATH KPAaTKOBPEMEHHYIQ CITYTaHHOCTh
CO3HaHMA H cTpax. JnuTenbHbid mpueM OONBIIMX 103 MOXKET MNPHBECTH K
NOBEACHIECKAM HapymieHHsM. [IuxoBeiit 3ddekr npH KypeHMH MapHXyaHbI
npossigercs depes 20-30 MuHyT M aautcs 90-120 MHHYT mociie BBHIKypHBaHHS
onHO# curapetsl. [ToBhleHHRIA ypoBeHb MeTabonu3Ma B Moue HaGmopaercsa B
Te4YeHHe BpPEeMEHH BO3ACHCTBHA M MOXeT ObrTh OOHapyxeH B TedeHue 3-10 aneit

nocne KypeHus. ['naBHeIM MeTabonMTOM, BBIBOJAINUMCH ¢ MO4Oi, apngercd 11-
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HOp- A9 — TeTparuapokanHabHHON — 9- kap6oHopas xucnora (A9 - THC-COOH).
1.6.11. CunreTH4eckne kaTHHOHK (MeTHIeHAROKCHNHpOoBaAepon — MDPYV)

MeTHNeHINOKCUTTHPOBAIEPOH— 3TO INICHXOCTUMYJIATOP KAaTHHOHOBOIO
KJlacca, ASHCTBYET Kak HHTHOHTOp HOpaapeHaTHH-00paTHOro 3axpata Ao¢aMuHa.
MJIIIB He ucnone3yercs B MEAHOMHCKAX NEIX, 0OAHaKo npoaaércs ¢ 2007 ropa,
KaK JerajbHelii mcuxocTUMyiiATop. MiMeer cxoxue cBolicTBa ¢ aMpETaMHHOM M
KOKauHOM. Bbi3niBaeT Takue >¢dexTh, kak: yvamEHHoe cepaueOHeHue,
NOBLIILICHHE apTEPUAIBHOIO JaBICHHA, CYXXEHME COCYAOB, MOTOOTAENEHHE,
GecriokoiicTBO, KaKyIeeca yMEeHbLICHHE IOTPeGHOCTH B nuMile H cHe. Taxuxapaus
H THIEPTEH3HS MPOAOIDKAIOTCA OT 3 10 4 4acoB, MATKasA CTHMYJIALMA — OT 6 10 8
4acoB. Beicokue 10351 MOryT BBI3BIBATH MPOAOJDKUTENBHBIE MIPUCTYIH IAHUKH, Y
mojiel, He MNCPeHOCAIIMX CTUMYJNATOpPH —— TICHXO3Bl, OTCYTCTBHE CHA,
ramonuHauuu. Iepuoxn oGHapyxenus MDPV B Moue coctarmser 2-3 aua.
1.6.12. ®enunxnugun (PCP)

INpenapat ana nposenenus obieit anecTesuu. B uendax obesbonusanns on

Hayal MPUMEHACTCS ¢ CepefiMHbI MPOILLJIOTO BeKa, H Ha TOT MOMEHT HCIIONB30BaJICA
HCKIIOYHTENBHO B MEOULMHCKMX uensx. Ha paHHbIi MOMEHT (eHUHKIHAMH
BKIIOYEH B CIIHCOK [CHXOAKTUBHBIX BCIICCTB M OTHOCHTCA K Tpynne
AUCCOLIHATHBHBEIX AHECTETHYECKHX TaLTOLHHOTeHOB. JleHCTBHe HapKOTHKA NpH
KypeHHH HaGJIoRaeTca Yepes noiyaca-yac, MpH BHYTPHBEHHOM BBECHHH — Yepes3
napy MHHYT. OCHOBHOe BJIIMAHHE HApKOTHKA Ha MCHXMKY HApPKOMaHAa CBOJHUTCS K
PAa3sBHTHIO COCTOSHMA IO THOY CHABHOIO AIKOTOJNBHOTO ONBAHEHHMA BKYINE C
slidopueit. Ho takoit s>dpdexr Habmopaercs Tonpko mpu HeGOMBIIMX J03aX,
HHAHBHAYQIBHBIX JUIS KaXXA0ro opraHusMa. IIpu nossillieHUH KO3UPOBKH YeOBEK
OLIYILIaeT HETATHBHBIE SMOLHY, OTPEIICHHOCTh OT MMpa, YYBCTBO PasOHTOCTH,
COHJIHBOCTD, anatuio. B cpeaneM, aciicTBue peHIMIIMANHA NPOAOIKAETCE A0 6-
10 gacos, HO GoJsblliie JO3BI MOFYT NPHBOAKTH K NpolieMaM ¢ CAaMOYYBCTBHEM B
TE€YEHHE HECKOJNBKHUX HEeJelb.
1.6.13. draarmoxypouna (ETG)

Imunrmokypouus, (ETG) sBnfercs BTOPOCTENIEHHEIM HEOKHC/IAEMBIM
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MeTaboNMHTOM 3THNOBOrO ChMpra, ofpasylolMMCA in Vvivo B pesy’nsrare
KOHBIOTPOBaHHSA 3TaHoNa c IIIOKYPOHOBO#H KHCJIOTOM YAD-
rmoKyponosunTpascepasoif. ETG, xotopslif sBisierca npoayxrom MetaGonuszma
GbIcTpo MeTaGomusMpylOlerocs B OpraHH3Me COHpTa (TaHONa), BRIBOAMTCH C
KPOBBiO, BONIOCAMH H MOYOli. C NOMOILBIO 3KCIPECC TECT-NAHENH AT BhIABICHUS
ETG B Mo4e MOXHO OOHapYXHTb ITHJINIIOKYPOHUA, YTO MOATBEPAHUT NoTpebeHne
aniorosa. MertaGonnt ETG ponbille ocTaercs B OpraHu3Meé M, CIEAOBATENHHO,
uMeeT Gonee JHTeNbHBIA neproa o6Hapyxenus (o1 8 mo 80 wacos). ETG-ananus
moxcer ObITh HCNONB30BAaH B MpPOrpaMMax MO OTKa3sy OT QIKOTONA WIH
peabHIHTaIHH .
1.6.14. MeTnenanoxcameTamperaman (MDMA)
MeruneHamokcuMeTaMperaMHH  (3KCTasH)  ABNsieTcs  Au3alHEpCKUM
HapKOTHKOM, BIEpPBbI€ CHHTE3HpOBaHHRIM B 1914 roay B Hemeuxoit
dapmaueBTHYECKO# KOMNAHHM IS JedeHHA OXupeHus. Te, KTo mpuMHUMAan
HapKOTHIECKOE BEILUECTBO, YacTO coodwand 0 NoGOYHHIX 3dexTax, TaKUX Kak
YBEIIHYEHHE  MBILUEYHOr0  HANPMKEHHA W [IOTOOTHAENEHHs.  XoTd
METHNCHIHOKCHMETaMpETaMHH ABHO He SBIACTCA CTHMYJIATOPOM, KaK M
ampeTaMHH OH CTIOCOOEH TOBHILIATH KPOBAHOE JABICHHE M YACTOTY CepACYHBIX
COKpameHui. MeTHNeHANOKCHMETaM(peTaMHH BHI3KIBACT U3MEHEHUS BOCTIDHATHA,
4TO MNpOABNACTCA B YBENMYCHHH WYYBCTBHTEJBHOCTH K CBETY, CIOXHOCTH
GoxycHpOBKH H CMa3saHHOCTH 3peHHS Yy HEKOTOpbIX MOAeH, NMOTpebAommX
BemecTBo. CUNTAeTCA, YTO MeXaHH3M JeHCTBHS MeTHIeHAHOKCHMeTaMpeTaMiHa
nposBideTcs  4depe3  BeicBoOoXneHWe — HelipomeauaTopa — CepoToHHHa.
MerunenauokcuMeTaMbeTaMHH TaK e MOXeT BhICBOGokaaTh JIodbaMiH, ofHaKO
ofuiee MHEHME, YTO 3TO BTOPOCTENEHHBIH )EKT HApKOTHYECKOro BemecTBa
(Huxonc u OG6epnenaep, 1990). HamGonee pacnpoctpanenHnlli 3ddext
METHIICHIMOKCUMeTaM(eTaMHHa, BO3HHKAIOIIMN NpPakTHYECKH y BCeX Ioaei,
KOTOpBbI¢ IPHHHUMANH YMEPEHHYIO 103y HapKOTHYECKOTO BEHIECTBa, 3aKTIOYaiCs B

CXKaTHUM YeNMIOCTEH .
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2. Ilpurnun Metoaa

Tecr-xoHTeliHEp A3 BBIABIEHUA HAPKOTHYECKHX BEIIECTB H HX MeTaGoNMTOB
B MOYe MMMYHOXpOMaTorpapuyeckHM MeTofioM paboTaer 0O NPHHUHITY
OAHOCTAJUHHOrO HMMYHOXHMHYECKOTO aHa/lH3a, GasMpYIOIErocs Ha TNPHHLMIE
KOHKYPEHTHOTO CBfisbiBaHUA. HapkoTHdeckue BelllecTBa, KOTOpPBIE MOTYT OBITH
oGHapyXeHbl B ofpaslle MOYH, KOHKYPHPYIOT ¢ MEYEHbIMH HApKOTHYECKHMH
BeLECTBAMH (KOHBIOTAaT HAPKOTHK-0EJIOK), MpeNBapHTENLHO HAHECEHHBIMH Ha
MeMOpaHEB! TECT-MONIOCOK B 30HE KaXAOH TECTOBOMN MOJIOCH, 32 30HB! CBA3LIBAHHA
Ha cieHpUIECKUX aHTHTENAX.

ITpn nposenenun tecra obpasen MOYM MOAHMMAETCA BBEPX MOA NeHcTBHEM
KamUIpHOM CHIIBL. ECIH KOHUEHTpAaUHA NCHXOAKTHBHOTO BelllecTBa B oGpasle
MOYH HMDKE [OPOroBOro 3HaYeHHsA, OH HE HachillaeT CalTBl CBA3BIBAHHA
cnienuduyeckoro anrurena. ITocie 3TOro aHTHTENO PEaTHPYET ¢ KOHBIOraToM
HapKOTHK-6esiok, H B TecToBolf obmactu (T) nonocku onpejeneHus AAHHOTO
TICHX0aKTHBHOT'O BEIIECTBA NOABNACTCA UBeTHaA NUHNA. Hanwuwe ncuxoakTuBHOro
BELIECTBA B KOHLEHTPALWW, PaBHOH HIM IpeBHILAIONCH [TOPOroBOE 3HAYCHHE
ONpeJEeACHHs, TPHBOANT K HACBHILICHHIO BCEX CaHTOB CBA3BIBAHMA AHTHTENA, MPH
3TOM B TECTOBOH 001acTH He 00pa3yeTcs UBETHOH JIMHHM.

[TonoxuTenbHBIH K INCHXOAKTUBHOMY BEIUECTBY oOpa3zell MOYHM He
¢dopMHpyeT LIBETHYIO JIMHHIO B TECTOBOM OGJNAacTH MOJIOCKH M3-33 KOHKYPEHLHH
NCHXOAKTHBHEIX BEILIECTB 32 CANTEI CBA3bIBAHMA, B TO BpeMa KaK OTPHLATEIBHEIN K
npenapary o0pa3sel] MO4YH (GOpMHpYET JHHHIO B TECTOBOH o6nacTH mo npHUMHE
OTCYTCTBHS KOHKYpeHIuH. L{peTHas nHHUA Beeraa otoGpaxaeTcs B KOHTPOJIBHOM
06nacTi, HCMONHAA PYHKIHIO BHYTPEHHEro (NpOLeAYPHOro) KOHTPOJIA N yKa3bIBas
Ha fo6aBlicHHE JOCTATOMHOrO 0fbheMa o0paslia 1 PABHOMEPHOE PacTeKaHHE MOYM
no membpase.

Tecr-xoHTeliHep oOcHamleH TaKKe TONOCKAMH AN ONpefefeHHs
banscuduxanuu obpasna. Tect Ha dambcudpuxauuio obpasua npeaHasHAYeH A5

BBIABJICHHUS NOAMEHE HJIM JIOGBIX APYTHX MAHHUNYJISOHHA ¢ 06pasiuoM Mouu ¢
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UKD M3MCHCHHA PE3YJIBTATOB TeCTa. HUcnonk3zosanue NOCTOPOHHHUX BCHICCTB
A d)a.ﬂbcmlmxauun MOXET IMIPABOAUTE K JIOKHBIM OTPHUATC/IBHBIM PC3YyJIbTaTaM
TECTOB Ha HAIMYHE NCHXOAKTHBHARIX BEIIECTB M HX MeTabOJHTOB B MOYE myTCM

BO3JCHCTBHA Ha NPOLECC TECTUHPOBAHKMSA M/HAY Yepe3 pazbaBieHHe ICHXOaKTHBHBIX

BEILECTB, MPHCYTCTBYIOLIMX B MOYeE.

3. XapakTepHCTHKR MEAHIHHCKOTO H3ACAHSA
3.1. Texnuveckue XapaKTepHCTHKH MEAHIHHCKOro H3XCIUA
Tect-cucrema npeacrapnser coboii KoHTeiliHep, UMEIOILMIA:

- €MKOCTb JYIsi UCCTIeAyeMOro MaTepuaia HOMHHAIBHBIM 00BEMOM 8518
ML ['abapuTHEie pasmeps! koHTeliHepa: BECOTa (84,2+1) MM, anuHa (65+0,5) MM,
mupuHa (62,6+0,5) MM. Ha 3THKeTKy CTeHKH KOHTeifHepa HaHeCeHE! AeleHud B 40
Mn 4 60 M, MeTka MHUHHMAaBHOTO YPOBHA 3allOJIHEHMA KOHTeliHepa (TOYHOCTB
nosupoBanud cocrapager £ 10% ot ykaszaHHoro ob6beMa), a TaKKe MIKaIa C
TeMIepaTypHoO#i uaauKauuei ot 32 no 38°C;

- HHWIHHAD C EMKOCTBIO HOMHHAIBHBIM 00BeMoM 2+0,2 Mi;

- MaHenb, BCTPOCHHAA B KOHTeHHEp, B BapHAaHTE HCIONHEHHA 1
COACPXHUT 6 TECT-MONOCOK: 5 A onpejeNieHHA NCHXOAKTHBHBIX BELUECTB H HX
MeTtabonuroB H 1 jns ompezeneHus ¢anbcHpukauuu Moud. B BapmanTe
HenonHeHHa 2 M 3 maHeNb COAEPXHUT 7 TeCcT-IOJIOCOK: 6 Ans onpeneneHHs
TICHXOAKTUBHBIX BEILECTB U Mx MeTabonuroB | 1 ;s onpeaeneHus dpanbcHbHKauu
mMo4H. [aGapuTHEIE pa3Mepnl NaHeNM JUIA TeCT-NOJOCOK: BhicoTa (54+0,5) MM,
mHpHHa (48+0,5) Mm;

- KMO0Y TOBOPOTHOTO MEXAHW3MA, O0CCIIEYHBAIOIIMA MOCTYIUICHHE
HCHBITYyeMOro o0paslia M3 HaKOMUTENbHOH €MKOCTH B pe3epByap. I'aGapurtHbie

pasMepsl Kmova: BeicoTa (32+0,5) MM, wupuna (16+0,5) MM, aauna (27+0,5) MM,

Bunel TecT-nonocok A 06HapyKeHUA ICHXOAKTHBHAIX BEILIECTB B BAPHAHTE
HCnoaHeHns 1:
— Tecr-nonocka ans o6Hapyxenus BAR/MDPV/MTD;
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Tecr-nonocka ana o6napyxenus THC/COC/PCP;

Tecr-nonocka ans obuapyxenns AMP/BZO;
Tect-nonocka ans o6Hapyxeuns MET;

Tecr-nosntocka ana o6Hapyxexus OPI.

Buax! TecT-nonocok ais o6HapykKeHUs ICHXOaKTHBHLIX BELIIECTB B BAPHAHTE

HCIIOJIHEHHS 2;

Tect-nonocka ans obHapyxxenuss BZO/AMP/MOR(OPI);
Tect-nonocka ang obxapyxerus BAR/MTD;
Tect-nonocka mwia o6uapyxenaus THC/COC;
Tecr-nonocka ana o6HapyxeHna K3;

Tecr-nonocka gns o6napyxenns OXY;

Tect-nonocka gns o6Hapyxenua MET.

Buasl rect-nonocox i oGHapykeHHs NCHXOAKTHBHEIX BELLIECTB B BAPHAHTE

MCIIOJTHEHHUA 3;

Tect-nonocka mna o6Hapyxenus BAR/MDMA/MTD;
Tect-nonocka ps obHapyxenus BZO/AMP/OPI,;
Tecr-nonocka ana o6uapyxenus COC/MET/THC;
Tecr-nonocka ang obHapyxenns PCP;

Tect-nonocka ans o6Hapyxeuna MDPV;

Tect-nonmocka ans oGHapysxenus ETG.

CTpyKTypa TECT-IONOCKH AN BBIABIEHHA TICHXOAKTHBHBIX BEIIECTB W HX

MeTaboNuTOB M300paxeHa Ha pucyHke 1:

A —TIlomnoxka 30HK 06pa3ua;
b —INoanoxka 30HBI HAHECEHHA KOHBIOTATA,
B — Hutpouenmonosnas MmeMOpaHa;

I' — AGcopbupytowmas niacTuHa;
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TnvHua C  NnHMA

N AN B N

ol

[ - HmKHAA nognoxka.

PucyHok 1—CTpyKTypa TeCT-M0NOCKY N5 BbISBNEHMS NCUX0AKTUBHbIX
BELLLECTB 1 UX MeTabonmMToB

O6Lan macca usfenns B BapraHTax UCMosiHeHNa 11 2 6e3 ynakoBKu
cocTaBnseT 66+0,5 I, Macca TeCT-KOHTeHepa B BapuaHTe UCNOMHEHUS 3

coctaBngeTr 67+0,5 .

3.2. AnarHocTmnyeckas 4yBCTBMTE/IbHOCTb M CMELUNUYHOCTb

ConocTasneHve 06pasLoB 6b1710 NPoBeAeHO Ha 06pasuax moun. Bee obpasubl
OblIM MOATBEPXKAEHbI MOCPEACTBOM MeTofa rasoBoM Xpomatorpagumn-mMaccoBoi
cnektpomeTpun (FX/MC) nnm BbICOKO3(h(HEKTUBHOM YXXMAKOCTHOM XpoMaTorpadum
(BOXKX). O6pasubl BbloMpaMcb Cy4vaiHbIM 06pa3oM U aHaM3MpPOBaINCL C
MOMOLLbIO TECT-CUCTEMBI. Pe3ynbTaTbl KNacCUULMPOBATIUCL KaK NOMOXUTENbHbIE
WA OTPULLATESNIbHbIE MO UCTEYEHUN 5 MUHYT.

Mpouenypa TecTMpoBaHUs Oblna BbIMOSHEHA TOYHO B COOTBETCTBMM C
WHCTPYKUMERN, npefocTaBfieHHoOW Assure Tech (npowssoguTenem [aHHOro
nsgenus). CobpaHHble KIUMHWYECKMe 06pasubl ObiM UCMbITAHbl Ha 3KCMpecc-
TecTax, a 3aTteM noATeepXkaeHbl ¢ nomowpto MX / MC (Agilent 7890-5975) wnu
B3>XXX-MC (ABI/ APl 3200 Q TRAP LC/ MS / MS). [laHHbIin BUA TecTa SiBNSIETCA
YL0OHbIM B UCMO/Ib30BAHUN 1 AOCTYMHBIM.

Pe3ynbTatbl NpeacTaBneHbl B Tabnuue 4.

Ta6nuua 4. marHocTnyeckas YyBCTBUTENbHOCTb U CNELMHNYHOCTb

BapuaHT ucnonHexumsa 1
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AMP300:

I'’XMC
+ -
Tecr-cucTema + 125 0
«HAPKOJIAB» - 5 130

HAuarHocTHyeckas YyBCTBHTENBHOCTD: 125/(125+5) =96.1%
Huarnoctuueckas cnenuduutocts: 130/(130+0) = 100 %
JlHarHocTudeckas sSHAIUMOCTh MeToza: (125+130)/(125+5+0+130)=98.1 %

BAR300:
I'’X/MC
+ -
Tect-cucTeMa + 132 3
«HAPKOJIAB» - 3 162

JAuarHocTHYeckas 9yBCTBHTENBHOCTE: 132/(132+3) = 97.8%
Huardoctageckasn cneuuduiHocts: 162/(162+3) = 98.1 %
Juarnoctayeckas 3HagrMocts Metoga: (132+162)/(132+3+3+162) =98 %

BZ0100:
I'X'MC
+ -
Tect-cuctema + 47 1
«HAPKOJIAB» - 2 50

JuarHocTHYecKas IyBCTBUTENBHOCTE: 47/(47+2) =95.9%
HuarHoctuueckas cneuududHocts: 50/(50+1) =98 %
JunarnocTuyeckas 3Ha9MMOCTE MeToza: (47+50)/(47+2+1+50) =97 %
COC100:

I'Xx/mc

TecT-cucreMa + 165 5
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«HAPKOJIAB» - 3 260

JluarHocTudeckas 4yBCTBHUTENbHOCTE: 165/(165+3) =98.2 %
Junarsoctuyeckas cneunduuHocts: 260/(260+5) = 98.1 % ‘
Juarnoctuyeckas 3HauMMocTh Metoaa: (165+260)/(165+3+5+260) = 98.2 %

MDPV 500:

I'X/MC
+ -
TecTt-cucreMa + 85 0
«HAPKOJIAB» - 0 151

JunarsHoctuyeckas 4yBCTBHTENLHOCTE: 85/(85+0) = 100 %
Junarnoctuyeckas cneunpuysocts: 151/(151+0) = 100 %
JluarHocTuyeckas 3Ha4uMocTh MeToza: (85+151)/(85+0+0+151) =100 %

MET300:

I'X/MC
+ -
Tect-cucrema + 61 0
«HAPKOJIAB» - 2 64

JuarsocTuyeckas 4yBCTBUTENBHOCTE: 61/(61+2) = 96.8 %
JnarHoctuueckas cnenupuyHocTh: 64/(64+0) = 100 %
JlnarsocTHyeckas 3Ha4MMOCTb MeToga: (61+64)/(61+2+0+64) = 98.4 %

MTD300:

I'X/MC
+ -
Tect-cucrema + 99 0
«HAPKOJIAB» - 4 110

Juarnoctuyeckasi 4yBCTBUTENBHOCTD: 99/(99+4) = 96.1 %
HuarHoctuyeckas cneuuduarocts: 110/(110+0) =100 %

Juardoctuyeckast 3HauuMocTh MeToza: (99+110)/(99+4+0+110) = 98.1 %
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JAHarHocTU4ecKan 4YyBCTBUTENBHOCTE: 55/(55+2) = 96.5 %
JluarHocTHYeCKas cnielupUIHOCTh: 48/(48+2) =96 %
Auarnoctiudeckas 3HaYUMOCTb MeToza; (55+48)/(55+2+2+48) = 96.3 %

PCP 25;
B3XX
+ -
Tect-cucTrema + 55 0
«HAPKOJIAB» - 0 168

JMarHocTiudeckas MyBCTBUTENBHOCTE: 55/(55+0) = 100%
JnarHoctudeckan cnenmpuaHocts: 168/(168+0) = 100 %
JMarHocTHYeckas 3SHa4MMOCTh Metoja: (55+168)/(55+0+0+168) = 100 %

THC2S:
I'X/MC
+ -
Tect-cuctema + 60 1
«HAPKOJIAB» - 2 59

JuarnocTiHdeckas YyBCTBHTENBHOCTD: 60/(6042) = 96.8 %
HAuarHocTugeckas cnenupuaHOCTs: 59/(59+1) =98.3 %
JuarHocTH4eckas 3HaYMMOCTh Metoaa: (60+59)/(60+2+1+59) =97.5 %

BapuaHT ucnonHeHus 2:
AMP500:

I'XMC
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Tect-cucremMa

«HAPKOJIAB»

+

116

5

150

JlnarHoctudeckas 4yBCTBHTENBbHOCTD: 116/(116+5) = 95.9%
JuarHoctudeckas crneuuduanocts: 150/(150+0) = 100 %

JuarHoctuyeckas 3HauUMocTh Metona: (116+150)/(116+5+0+150) =98.1 %

BAR300:
I'X'MC
+ -
Tect-cucrema + 132 3
«HAPKOJIAB» - 3 162

JluarHocTHyeckas 4YyBCTBUTENBHOCTD: 132/(13243) = 97.8%

HuarHoctiyeckas cneuupuyHocts: 162/(162+3) = 98.1 %

JuarHoctHyeckas 3Ha4uMocTb Metoza: (132+162)/(132+3+3+162) = 98 %

BZ0300:
I'X/mMC
+ -
Tect-cuctema + 41 4
«HAPKOJIAB» - 2 52

JuarHocTuyeckast 4YyBCTBHTENBHOCTE: 41/(41+2) = 95.3%

Huarnoctuyeckas cneuupHYHOCTh: 52/(52+4) = 92.9 %

JMarHocTuyeckas 3Ha4UMOCTb Metoza: (41+52)/(41+2+4+52) =93.9 %

COC150:
I'X/MC
+ -
Tect-cucteMa + 53 2
«HAPKOJIAB» - 2 57

JlmarHocTuyeckas 4yBCTBUTENBHOCTD: 53/(53+2) = 96.4 %
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Huarnoctuyeckasn cneeuaHoCTs: 57/(57+2) = 96.6 %
AHarsocTudeckas 3Ha4YMMOCTb MeToza: (53+57)/(53+2+2+57)=96.5 %

0OXY1600:
I'X/MC
+ -
Tect-ccTema + 49 0
«HAPKOJIAB» - 2 54

HHarHocTHYeCcKas HyBCTBHTENBHOCTD: 49/(49+2) = 96.1 %
Huardoctideckas cneunduuHocts: 54/(54+H0) = 100 %
HuarsocTHyeckas 3HAUUMOCTE MeToaa: (49+54)/(49+2+0+54) =98.1 %

MET500:
r'XMcC
+ -
TecT-cucrema + 63 0
«HAPKOJIAB» - 2 54

AHarsocTudeckas q9yBCTBHTENBHOCTB: 63/(63+2) = 96.8 %
Huarsoctiueckan cneunduaHocts: 54/(54+0) = 100 %
HuarsocTHyeckas 3Ha9UMOCTb MeToga: (64+54)/(63+2+0+54) = 98.3 %

MTD300:
I'XMcC
+ -
Tecr-cucreMa + 99 0
«HAPKOJIAB» - 4 110

JAuarnocTudeckas 9yBCTBHTENBHOCTE: 99/(99+4) ='96.1 %

Auarnoctiyeckas cnemupuyaocTs: 110/(110+0) = 100 %

HuarHocTHyeckas 3Ha9MMOCTh MeToga: (99+110)/(99+4+0+110) =98.1 %

OPI 300:

I'X/MC

+
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TecT-cucTeMa

«HAPKOJIAB»

+

61

2

47

JlMarHocTuyeckas 4yBCTBHTENBLHOCTE: 61/(61+2) = 96.8 %

Junardoctuyeckas cneunpuuHocts: 47/(47+1) =979 %

JluarsoctTuueckas 3Ha4uMocTh Metoa: (61+47)/(61+2+1+47)=97.3 %

K3 20:

I'X/MC

TecT-cucTeMa
«HAPKOJIAB»

+

+

46

1

59

JlnarHocTHyeckas 4yBCTBUTENbHOCTE: 46/(46+1) =97.9 %

JuarHoctudeckas cnequdpuyHocTs: 59/(59+1) =98.3 %

Jluarsoctuuyeckas 3HaYMMOCTb MeToza: (46+59)/(46+1+1+59) = 98.1 %

THC20:
I'X'MC
+ -
Tecr-cucrema + 60 1
«HAPKOJIAB» - 2 59

JMarsocTuyeckas 4yBCTBHTENBHOCTD: 60/(60+2) = 96.8 %
Jlmarsoctuyeckas cieuupuyHocTs: 59/(59+1) =98.3 %

JluarHoctryeckas 3Ha4UMOCTh MeToja: (60+59)/(60+2+1+59) =97.5 %

BapuaHT ucnonHeHus 3:

AMP300:
I'X/MC
+ -
Tect-cucrema + 125 0
«HAPKOJIAB» - 5 130

Juarsoctuyeckas 4yBCTBUTENBHOCTE: 125/(125+5) =96.1%
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Juarnoctuyeckan cneundguynocts: 130/(130+0) = 100 %
JuarsocTuveckas 3HaUNMOCTb MeToga: (125+130)/(125+5+0+130) = 98.1 %

BAR300:
rxmc
+ -
TecT-cucreMa + 132 3
«HAPKOQJIAB» - 3 162

JmarHocTudeckas YyBcTBHTENbHOCTE: 132/(132+3) = 97.8%
HuarnocTudeckas cnenupuyHOCTh: 162/(162+3) =98.1 %
JAuarHocTudeckas 3HaHUMOCTh Metoza: (132+162)/(132+3+3+162) =98 %

BZ0100:
I'’XMC
+ -
Tect-cucrema + 47 1
«HAPKOJIAB» - 2 50

JlnarHocTuyecKas MyBCTBHTeNbHOCTD: 47/(47+2) = 95.9%
JmarHocTaveckas cnenupraHOCT: S0/(50+1) =98 %
HAuarHoctudeckas 3HaYAMOCTh Metoza: (47+50)/(47+2+1+50) =97 %

COC100:
I'XMC
+ -
Tect-cucTemMa + 165 5
«HAPKOJIAB» - 3 260

JlnarsocTHueckas 4yBCTBHTENBHOCTD: 165/(165+3)=98.2 %
Huarnoctuyeckas cnenuuaHocTs: 260/(260+5) =98.1 %
AuarHocTHyeckas 3HauMMocTh Mertoma: (165+260)/(165+3+5+260) =
98.2 %
MDPYV 500:
rxymc
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+ -

TecT-cucteMa + 85 0

«HAPKOJIAB» - 0 151

Juarsoctuyeckas yyBCTBUTENbHOCTD: 85/(85+0) = 100 %
Juarnoctudeckas crieuuduinocts: 151/(151+0) = 100 %
Huarsoctudeckas 3HaYUMOCTh MeToa: (85+151)/(85+0+0+151) = 100 %

MET300:

'’X/mcC
+ -
Tect-cucrema + 61 0
«HAPKOJIAB» - 2 64

JluarHoctuyeckas 4yBCTBUTEJIBHOCTE: 61/(61+2) =96.8 %
JuarHoctuyeckas cneunduyHocts: 64/(64+0) = 100 %
JnarHoctudeckas 3Ha4UMOCTb MeToza: (61+64)/(61+2+0+64) = 98.4 %

MTD300:

'’X/mcC
+ -
Tect-cucrema + 99 0
«HAPKOJIAB» - 4 110

Juarsoctuyeckas 4yBCTBHTENBHOCTE: 99/(99+4) = 96.1 %
Juarnoctuyeckas cneuuguyHocts: 110/(110+0) =100 %

JluarHoctuyeckas 3Ha4uMocTh MeToa: (99+110)/(99+4+0+110) =98.1 %

OPI 1000:

I'’X/MC
+ -
Tecr-cucrema + 55 2
«HAPKOJIAB» - 2 48

JuarHoctudeckas 4yBCTBUTENbHOCTD: 55/(55+2) = 96.5 %

HAuarnoctuyeckas cnenqupuyHOCTh: 48/(48+2) =96 %

31

& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU



Jnarsoctuyeckas 3Ha4UMMOCTb MeToza: (55+48)/(55+2+2+48)=96.3 %

PCP 25:
B2XX
+ -
Tect-cucrema + 55 0
«HAPKOJIAB» - 0 168

JnarHocTHyeckas 4yBCTBUTENBHOCTH: 55/(55+0) = 100%
JunarHoctudeckas cneundudnocts: 168/(168+0) = 100 %

JHarHocTHyeckas 3HaYUMocTh MeToza: (55+168)/(55+0+0+168) = 100 %

THC2S:
I'’XMC
+ -
Tecrt-cucreMa + 60 1
«HAPKOJIAB» - 2 59

Jnarsoctuyeckas 4yBCTBUTENBHOCTE: 60/(60+2) = 96.8 %
Juarnoctrueckas cneuupuyHocTs: 59/(59+1) =98.3 %

JnarsHoctuyeckas 3Ha4uMocTh Metoa: (60+59)/(60+2+1+59)=97.5 %

ETGS00:
I'XMC
+ -
Tect-cucrema + 50 10
«HAPKOJIAB» - 12 55

Juardoctuueckas yyBctBUTeNbHOCTS: 50/(50+12) = 80.6%
Juarnoctuueckas cneuuduyHoctb: 55/(55+10) = 84.6%

JuarHoctudeckast 3Ha4UMOCTh MeToga: (55+50)/(55+12+10+50) = 82.6%

MDMAS00:

'X/McC

TecT-cucTteMa

+
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«HAPKOJIAB» + 85 0

- 0 151
JunarHoctuyeckas 4yBCTBUTENBHOCTE: 85/(85+0) = 100%
Huarnoctudeckas cnenaduunocts: 151/(15140) = 100%
Huar#ocTayeckas 3HauMMocTs Metoza: (85+151)/(85+0+0+151) = 100%

Beisoa: Ilo pesynabraraM HCClefOBaHMsS ONpeneNeHH NHAIHOCTHYECKHE
XapakTepHCTHKH  TeCT-CHCTeMbl.  JlMarHocTudeckas  UyBCTBHTENBHOCTh H
AHArHOCTHYECKas crneuHUIHOCTE TeCcTOB cocTaBlger Oonee 90% mpu
OMPEACNCHHH BCEX  3afBJIEHHBIX AHANMTOB, KpPOME STUANTIOKYPOHHIA.
JAHarHOCTHYECKHE XAPAaKTEPHCTHKH IIPH  ONPEACTEHHM ATHIMIOKYPOHMAA
cocTaByioT Oonee 80%.

3.3. AnanuTHvecKkas 9yBCTBHTEJILHOCTD

AHanuTHYeCKas HYBCTBHUTENHGHOCTh OBUIA ompefeneHa MOCPEACTBOM
AobaBneHKs: KOHTPOILHOIO 0GpasLia aHAINTA B OTPHUATENBHEL 06pa3en MOUH IpH
+350% noporosoro 31agenus, +25% ITOpOroBOTO 3HAYCHHUA U TOPOrOBOM 3HAUYCHHH.
O6pasusl npenapata OTOMpanucs CiOydaliHLIM OGpasoM H KOJHPOBAIHCE.
PesyneraTtel 6uUIH nonrsepxaeHs MeromoM I'X/MC. AHanus kaxzaoro obpasua
npenapara BEINOTHANCA 50 pa3s B COOTBETCTBHHM ¢ MHCTPYKLHeH N0 NPHMEHEHHIO
npenapara. Pe3ynsTatel aHanusa, npescTarneHHble B Tabnuiue 5, paccMaTpHBaIUCE
1O HCTEYEHHH 5 MUHYT ntocne gobapieHua o0pasia.

Tabauua S. PesynsTars HoclleA0BaHNA aHATMTHYECKOH 4yBCTBHTEILHOCTH

BapuaHT ycnonHeHus 1:

Konu. B-pa n AMP 300 BAR 300 BZO 100 COC 100
Pesynbrar - + - + - + - +

Ompuu. 55 [ 50 | 0 | 50 | o | so [ o | s0 | o
obpasent

50%
noporosoro | 50 50 0 50 0 50 0 50 0
3Ha9YECHHA
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75%

TIOpOroBOro
3HA4YCHHA

50

50 0

50 0

50

50 0

INToporoBoe
3Ha4YeHHe

50

20 30

11 39

12

38

23 27

125%
HOpOroBOro
3HAYECHUS

50

50

150%
NOpPOroBoOro
3HaYECHHSA

50

50

3X

MOporoBoc
3HAYCHHC

50

50

KoHu. B-Ba

MDPYV 500

MET 300

MTD

300

OPI 1000

PesynbTar

- +

- +

- +

Orpui.

obpazen

50

50 0

50 0

50

50 0

50%
IIOPOroBOro
3HaYCHHA

50

50 0

50 0

50

50 0

75%
NIOpOroBOro
3HAYCHHUA

50

50 0

50 0

50

30 0

IloporoBoe
3HaYCHUE

50

17 33

15 35

44

13 37

125%
MIOPOroBOro
3HaYEHHSA

50

50

150%
NOpOroBOro
3HaYEHHS

50

50

3X
NOporopoe
3HAYCHHE

50

50

Kouu. B-Ba

PCP 25

THC 25

Pesynbrar
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Otpuu. o6paszen 50 50 0 50 0
50%
MOpOroBoro 50 50 0 50 0
3Ha4YeHHs
75%
[IOpPOroBOro 50 50 0 50 0
3HaYEeHAA
[oporooe 50 9 41 1 39
3Ha4YeHHe
125%
NOpOTrOBOro 50 0 50 0 50
3Ha4YeHHs
150%
IIOpOroBOro 50 0 50 0 50
3Ha4YEeHHA
3Xnoporoeoe 50 0 50 0 50
3Ha4YeHHe
BapuaHT ucrionHeHus 2:
KoHu. B-Ba n AMP 500 BAR 300 BZO 300 COC 150
PesynsbTar - + - + - + - +
Orpau. | 5, 50 0 so | o | 50 | o s0 | o
obpaszent
50%
NoporoBoro 50 50 0 50 0 50 0 50 0
3HA4YCHHUA
75%
NIOpOroBOro 50 50 0 50 0 50 0 50 0
3HA4YeHHA
Moporosoe | 5, 14 36 11 39 17 | 33| 24 | 26
3Ha4YeHHe
125%
HIOpOroBOro 50 0 50 0 50 0 50 0 50
3Ha4YeHHUA
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150%
OpOroBOro 50 0 50 0 50 0 50 0 50
3Ha4YeHHA
3X
NOporoBoe 50 0 50 0 50 0 50 0 50
3HaueHHe
Konu. B-Ba n OXY 100 MET 500 MTD 300 OPI 300
PesynbTar - + - + - + - +
Orpuu. 50 50 0 50 0 50 0 50 0
obpasen
50%
NOPOroBoro 50 50 0 50 0 50 0 50 0
3HaYeHHA
75%
HOpOroBOro 50 50 0 50 0 50 0 50 0
3Ha4YeHHUA
Moporosoe | 55 | 19 | 3 10 | 40 6 | 44 | 24 | 26
3Ha4YeHHe
125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HA4YEeHHS
150%
NOpOroBOro 50 0 50 0 50 0 50 0 50
3HAYEHHA
3X
noporosoe 50 0 50 0 50 0 50 0 50
3Ha4YeHHe
KoHu1. B-Ba n K3 20 THC 20
Pesynbrar - + -
Otpu, 50 50 0 50
obpasen
50%
NIOpOroBOro 50 50 0 50
3Ha4YeHHA
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75%
NOPOroBOro
3HAUCHAN

50

50

50

IToporosoe
3HAYCHHE

50

16

34

11

39

125%
NOPOrOBOTO
3HAYCHUA

50

50

50

150%
NOPOTOBOIO
3HAYCHHAS

50

30

50

3Xnoporosoe
3HAYEHHE

30

50

50
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BapuaHT UCnoJHEHHS 3:

Kouu. B-a n AMP 300 BAR 300 BZO 100 COC 100
PesynbTar - + - + - + - +
Orpuu. 50 | 50 0 50 0 50 0 50 0
obpasen

50%
noporosoro | 50 50 0 50 0 50 0 50 0
3HAYCHHUSA

75%
noporosoro | 50 50 0 50 0 50 0 50 0
3HAYCHUA
Hoporosoe | 5, 20 | 30 11 39 12 38 23 | 27
3HaYeHHE

125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HaYEHHA

150%
noporosoro | 50 0 50 0 50 0 50 0 50
3HAYEHHUs

3X
Noporosoe 50 0 50 0 50 0 50 0 50
3HaYECHHE

Konu.B-Ba | n MDPV 500 MET 300 MTD 300 OPI 1000
Pesynbrar - + - + - + - +
Opiu. | 5y | 59 0 50 0 50 | 0 | 50 0
obpazen

50%
noporosoro | 50 50 0 50 0 50 0 50 0
3HaYEeHHS

75%
noporoBoro | 50 50 0 50 0 50 0 50 0
3HAYEHHS

Moporosoe | 5 | 1, | 33 15 35 6 44 | 13 37
3HaYeHHe
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125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HaYeHHA

150%
noporosoro | 50 0 50 0 50 0 50 0 50
3HaYCHHUA

3X
noporosoe | S0 0 50 0 50 0 50 0 50
3HaYeHHe

KoHu. B-Ba | n PCP 25 THC 25 MDMA 500 ETG 500

Pesynprar - + - + - + - +

Orpun. | o | ¢ 0 50 0 50 0 50 0
obpasen

50%
noporosoro | 50 [ 50 0 50 0 50 0 50 0
3HAYECHUA

75%
noporosoro | 50 | 50 0 50 0 50 0 50 0
3HAYEHHUS

[ToporoBoe

50 9 41 11 39 13 37 19 31
3Ha4YeHHe

125%
noporosoro | 50 0 50 0 50 0 50 0 50
3Ha4YeHH

150%
noporosoro | 50 0 50 0 50 0 50 0 50
3Ha4YEeHHA

3X
noporooe | 50 0 50 0 50 0 50 0 50
3HaYeHHe

BriBoa: O6pasusl, conepxaliie aHAIUT B KOHLEHTPALUH HHXKE IOPOroBOro
3HAYEHHUs, JEMOHCTPUPYIOT OTPMLATENbHBIA pe3ynbTaT, 00pasiisl, colepallue
npenapar B KOHLEHTpalUMHW paBHOH NOpOroBoii KoOHUeHTpauuu (cut-off),
ONMpeAeSAIOTCS KaK [MOJIOKUTENbHbIE MIM oTpHuarenbHble. Bce 00pa3ipl,
colepxalliue npernapar B KOHLEHTpALMM Ha ypoBHe npeena obHapyxeHus (LoD)
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M Bbllle, [EMOHCTPUPYHOT MOMOXMTENbHbIN pe3ynbTar. Bce o6pasupl  He
COZepXKaLl; e aHa/IMTa ONpPeaensatoTCa Kak OTpuLaTesbHbIe.
3.4. AHanunTuyeckas cneynMUUHOCTb
3.4.1. NHTeptepeHUns

Bblna BbifBNeHa UHTepgepeHLMs NeKapCTBEHHOro npenaparta KeTtoponak B
KOHUeHTpauun 5x10" Hr/mMn npu onpegeneHun stunraokypoHnga (ETG) w
beH3zoanazenvHos  (BZO).  JlekapcTBeHHoe  cpeactso  [lapauetamon B
KOHUeHTpaumn 3,3x10" Hr/mn BbI3blBaeT WHTEPgEpeHUMIO Mpu OonpegeneHum
6eH3oamazenuHoB (BZO) n atunrnokypoHnga (ETG). JleKapCTBeHHbIA npenapat
JleBogpiokcaumH B KOHUeHTpauumn 8,3x10™ Hr/Mn BbI3bIBAET MHTEPMEPEHLMNIO NpK
onpeaeneHnn eHsogunasenmHos (BZO) n atunrntokypoumga (ETG).
3.4.2. NMepekpecTHasa peaKTUBHOCTb

Llenbto nccnefoBaHus SBNAIOCL ONpeaesieHe NepekpecTHOM peakTUBHOCTH

TecTa C BellecTBaMM B MOYe, He cofepkalllen aHanuT. CnefytoLive BelecTsa He
Nnokasan MepPeKPecTHOM peakTMBHOCTM MNpU  NPOBEAEHWMM UCCNefoBaHUA C
MOMOLLbIO TECT-CUCTEMBI NMpK KoHUeHTpauun 100 mkr/mn. B Tabnuue 6 ykasaHbl
COeAVHEHUSA, He MPOSABNAIOLLME NEePeKPECTHYHO PeaKTUBHOCTb.

Ta6nuua 6. CoeMHEHNS, HE NPOSBNSIOLLME NEPEKPECTHYHO PEAKTUBHOCTb

Ne HanmeHoBaHue Ne HanmeHoBaHMe Ne HanmeHoBaHue

n/n coeiNHeHNS n/n coeguHeHUs n/n coeMHeHUs
-)- 9deapuH (3a

1 (-)- Speapur ( 17 XnopheHupamuH 33 ®deHupamuH

ncknwyeHnem MET)

2 (+)-HanpokceH 18 KpeaTtunH 34 ®deHOTWA3NH

(+/-)- dheapuH (3a

ncKnYeHnem MET) 19 AexcTpomeTopdaH 35 TpokanH

4-
4 OvmeTnnamunHoanTunupn 20  LdekcTtpopdaH - TapTpar 36 TpoTOHUKC
H

5 AuetammHoheH 21  JonamuH 37 nMceBpoatheapuH
6 ALeToH 22 JpUTPOMMUNUH 38  XWHWMAMH
7 Anb6yMUH 23  3JTaHon 39 PaHuUTMAKH

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



8 | AMHTPUNTHIMH 24 | dypocemun 40 | Ceprpanuu

9 | AMDAUAUTHH 25 | I'moko3a 41 | Tupamuu
O¢up reaskon Butamun C

10 | Acnapram 26 CHIEPHIA 42 (ackopbuHoBas KHCIOTa)

11 | Acnupun 27 | I'emorno6us 43 | Tpumenpasux

12 | BensoxauH 28 | Uoynpogen 44 | Bennadaxcun

13 | BumupyGuu 29 | Umunpamus 45 | U6ynmpoden

14 | b-PenwmsTHII-aMHH 30 | UsonpotepeHOn

15 | Kodeun 31 [HlaBeneBas xuciora

XnopoxuH (3a
16 uckmoacHueM MET) 32 | Mennnanms —G

CoeauHeHus, nepeuucieHHble B Tabauune 7, oTHOCAIIMECA K KaKAOMY

NPUBEACHHOMY aHAIIATY COOTBECTCTBCHHO, AEMOHCTPHPYIOT MO OTHOLICHHIO K HEMY

NEPEKPECTHY IO PCAKTHBHOCTD B yKﬂBaHHOﬁ KOHLUCHTPAIHH.
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Tab6anua 7. Coenunenus, NposBsioLINe NEPEKPECTHYIO PEAKTHBHOCTD

BapuanT ucnonnenus 1:

Komnouenrsl, oTHOcsimuecs k Amderamuny 300 Hr/ma
H-Amdperamun 300
L-AMdpetamun 50,000
I'emucynbdarHas cons MepeHTEpMUHA >100,000
3,4-metunenauokcuamperamun (MDA) 625
®eHTepMUH 625
ITapa-MeToxcuamderamun (PMA) 625
[Tapa-MeTokcuMetamderamun (PMMA) >100,000
Tupamun >100,000
KomnoneHnTsl, oTHocsmuecs k Bap6uryparam 300

Cexobapburan 300
Annobapburan 1,250
Andenan 625
Amobapburan 625
Anpob6apbutan 188
ByTtabapburan 94
Byran6uran 2,500
byTteran 200
[{uknonenrob6apburan 400
[lentobapOuran 1,000
®enobapOuTan 300
Komnonenrsl, oTHocsamuecs k Benszoauazennnam 100

Okcazenam 100
Annpazonam 42
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[- MeTtamdeTammH

XTOPOXUH

deHdypamuH

1-MeTtampeTamMmmH

["eMucynbaTHas conb MedeHTepMUHa
MeTtungnatunammd (MDEA)
MeTuneHanokcumetamgpetammd (MDMA)

Monnumetnnmetakpunat (PMMA)
(-)-ScheapuH

KoMMnoOHeHTHbI, 0OTHOCcALW Mecd K MeTagoHy 300
MeTazoH

(-)-anbha-meTagon

KoMnoHeHTbl, oTHocAuWwneca K Onunartam 1000
MoptuH

AueTuUnKoaevH

BynpeHopuH

KogenH

AnaueTnniMopduH (repounH)
AurvngpokoaeviH

STUAMOpPPUH

"fmapomopdoH

["'vapokoaoH

MepnepuanH
6-MoHoaueTuAMophrH (6-MAM)
MopduH-3-p-D - rnrokopoHua
HanopduHa rugpoxnopug

OKCcuKoAOoH
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300
7,500
12,500
10,000
31,250
50,000
313
625
2,000

300
2,000

1,000
1,000
>10,000
1,000
3,000
1,000
200
25,000
50,000
>100,000
3,000
10,000
>100,000
>100,000
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OxcumopdoH >100,000
Pudamnuuun >100,000
Tebaun 50,000
KomnoHeHTb!, oTHOcsHecs K PeHunKIAnaAnHyY 25
DOeHUNKITUAUH 25
I'uapokonoH >100,000
I'mapomopdon >100,000
4-ruapokcUPeHUHKIHAHH 75
KomnonenTbl, oTHocamuecst k Mapuxyane 25
11-n0p-A9 — THC-9-COOH 25
11-n0p-A8 — THC-9-COOH 15
A8 — TerparuapokxaHHabuHON 7,500
A9 — TeTtparuapokaHHaOHHO 7,500
KannabuHon 10,000
BapuaHT ucnonxnenus 2:
KoMnonenTol, oTHocsinecs k AMperamuny 500 Hr/mMa
JA-AmderaMun 500
L-AMdpeTamun 50,000
3,4-metunennuoxcuamperamua (MDA) 625
PeHTepMHH 1,250
ITapa-meTokcuamperamun (PMA) 625
Tupamuun 100,000
KomnoneHnTbl, oTHocsimuecs kK bap6uryparam 300
CexobGapburan 300
Annobapburan 1,250
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Andenan 625
AmMobapburan 625
AnpobGap6uran 188
Byrabapburan 94
ByTtanburan 2,500
byrteran 200
I{uxnonenrobapburan 400
[TenTobap6uran 1,000
®enobapburtan 300
KomnonenThl, oTHOcsuecs K beHn3oanazenunam 300

Okcazenam 300
AnnpasonaM 125
BpoMazenam 625
Xnopauasenokcua 2,500
Knob6azam 63
Knonazenam 2,500
Knopa3zenar 3,330
Hecanbkduypaszenam 250
Jlnazenam 250
3cTa3zonaM 5,000
deHTaHuI >100,000
DnyHuTpazenam 375
Qnypa3senaMm >100,000
Jlopazenam 1,250
JlopmeTasenam 1,250
Menazenam >100,000
Munazonam >100,000
Hurtpasenam 25,000
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Hopxnopuanasenokemz 250

Hoparasenam 500
Mpasenam >100,000
Temasenam 63
Tpurasonam 5000

KOMMNOHEHTHI, 0THocALWMecA K KokanHy 150

BeH30MN3KroHWH 150
KokanH 125
SKroHWH 10,000
MeTWnnoBbIN 3P IKFOHUHA >10,000

KoMMNOHeHTHI, 0THocALwMeca K OkcnkogoHy 100

OKCUKO[OH 100

I MAPOKO/OH 6,250
"fmapomMopgoH 50,000
HanokcoH 50,000
OkcumopdoH 250

KOMNOHEeHTbI, 0THocAWMmeca K MeTamcbeTammnHy 500

[- MeTtampetamuH 500
XNOPOXUH 12,500
deHpypaMuH 12,500
1-MeTamgeTammH 3,125
"emucynbaTHas cosib MetheHTepMMHA 25,000
Metungmnatunammd (MDEA) 12,500
MeTtuneHanokcumetamgetammd (MDMA) 1,875
Monumetnnmetakpunat (PMMA) 625
(-)-OenpuH 2,000

a7
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KoMnNoHeHTbI, 0THocALWwmeca K MeTtagoHy 300
MeTazoH

(-)-anbha-meTagon

KOMMOHeHTbI, 0THocALMeca K Onnatam 300
MopduH

AUeTunKoaenH

BynpeHopgvH

KogevH

AnaueTnnaMmopduH (reponH)
AurvnapokonenH

ATUAMOPGMH

" MapoMopoH

I MapoKooH
6-MoHoaLeTuIMopduH (6-MAM)
MopdurH-3-p-D - rnokopoHna
HanopduHa rugpoxnopug

TebanH

KoMnoHeHTbI, oTHocAWwmMec K CUHTETUYECKUM KaHHabuHomnnam 20
AB-PINACA

AB-PEYACA-5-T1eHTaHOBas K1cnora
AB-PITMACA-5-rvapoKcuneHTun

AB-FUBINACA

AB-PINACA-4-rnapoKCUneHTun

UR-144-5-eHTaHoBasa Kucnota

UR-144

UR-144-5-rnapoKcnneHTnn
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300
2,000

300
150
>10,000
250
250
586
200
12,500
12,500
250
2,500
25,000
25,000

20

20

20

30
>10,000
5,000
>10,000
>10,000
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S —————

UR-144-4-ruppokcuneHTun >10,000
APINACA >10,000
APINACA-5-ruapoKcuneHTHI >10,000
ADB-PINACA N-(5-ruapokcunesTun) 40
ADB-PINACA-ITentaHoBas kuciaora 20
5-¢prop- AB-PINACA N-(4-ruipokcunesTHn) 40
KomnoueHTnl, oTHOcAIHecH K Mapuxyane 20
11-Hop-A9 — THC-9-COOH 20
11-n0p-A8 — THC-9-COOH 15
A8 — TerparuapokaHHaGHHOI 7,500
A9 — TerparuapokaHHaGHHO 7,500
KanHnabunon 10,000
BapuanTt ucnonsenus 3:
Komnonenrsl, oTHocsimuecs k AMderamuny 300 Hr/Ma
A-AmdpeTamun 300
L-Amdperamun 50,000
I'emucynbdarHas conbs MedeHTepMHHA >100,000
3,4-MeTHneHaokcuamperamusa (MDA) 625
DeHTepMHH 625
Ilapa-meTokcuamderamun (PMA) 625
INapa-merokcumeramderamun (PMMA) >100,000
Tupamuu >100,000
Komnonenrsl, oTHocsimunecs k Bap6uryparam 300
Cexobapbutan 300
Annobapburan 1,250
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Andenan 625
AMobap6utan 625
Anpobapburan 188
Byrtabapburtan 94
byTtanturan 2,500
byreran 200
Huknonenrobapburan 400
IlenTobapbutan 1,000
®enobapburan 300
KomMnonenTthi, oTHocsmHecs k Benzoanazennuam 100

Okcazenam 100
AnnpasonaM 42
bpomMasenam 208
Xnopauazenokcua 833
Kno6a3zam 21
Knonazenam 833
Knopasenar 1,110
Hecanbkdaypaszenam 83
luazenam 83
3cTa3osiaM 1,667
MeHTaHUI >100,000
dnyHuTpazenam 125
Qiypazenam >100,000
Jlopazenam 417
JlopmeTasenam 417
Menaszenam >100,000
Munasonam >100,000
Hutpazenam 8,333
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Hopxnopuanasenokcuz
Hopanasenam
Mpasenam

Temasenam

Tpunazonam

KOMMOHeHTbI, 0THocAWwMeca K KokanHy 100

BeH30MNIKIoHWH

KOMMOHEHTbI, oTHocAWMeca K CUHTeTUYeCKUM KaTuUHOHam 500

MDPV

KoMmnoHeHTbI, 0THocAWMeca K MeTtamdetamuHy 300
[- MeTamgeTamuH

XNOPOXMH

deHhnypamMuH

1-MeTampeTaMmmH

reMucynbaTHas cosib MeyeHTepMmHa
Metungnatunammd (MDEA)
MeTuneHgnokcumetamgpetammd (MDMA)

Monumetnnmetakpunat (PMMA)
(-)-3cheapuH

KoMNOHeHTHI, oTHocAWmeca K MeTtagoHy 300
MeTagoH

(-)-anbha-meTagon

KoMnoHeHThbI, oTHocALwmeca K Onvatam 1000
MoptuH
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83

167
>100,000
21

1,667

100

500

300
7,500
12,500
10,000
31,250
50,000
313
625
2,000

300
2,000

1,000
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AueTunkoaevH
BynpeHopguH
KogenH

AnaueTnniMopduH (repoviH)

AurnpgpokoaenH
STnnmMopguH
"fnapomopdoH
['MapokoaoH

MepnepnanH

6-MoHoaLeTuIMopduH (6-MAM)
MopunH-3-(3-0- rnoKopoHNa

HanopduHa rugpoxnopug,

OKCUHKOOoH
OkcrmopoH
PupamnuunH

TebanH

KOMMNOHEeHTbI, OTHOcALLMECA K PeHUMNKNULNHY 25

PeHUNKNNANH
["'MApoKoAOH

rmapomopdoH

A-rNaPOKCUPEHLIMKINANH

KoMMNoHeHTbI, 0THOcALLMeCA K MapuxyaHe 25
11-HOP-A9 - THC-9-COOH

11-HOP-J18 - THC-9-COOH

A8 - TeTparmapokaHHabuHoN

A9 - TeTparnapokaHHabuHon
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1,000
>10,000
1,000
3,000
1,000
200
25,000
50,000
>100,000
3,000
10,000
>100,000
>100,000
>100,000
>100,000
50,000

25
>100,000
>100,000
75

25

7,500
7,500
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KanHabuHon

10,000

KOM“OHCHTI)]: OTHOCHILIIHECH K MenmeuguoxcnmeTaMQeTaMnny

500

3,4-MetunenauoxcumeTampeTaMuH 500
d-Amderamun >100,000
- AMpeTamun >100,000
d-Meramperamun >100,000
I- Metamderamun >100,000
3,4- MetunenauokcuampeTaMuH 2,500
3,4- MeTtuneHaHMOKCHITHIIaM(pETAMUH 156
ITapameTokcnampeTamuH 50,000
ITapameTokcuMeTamdpeTaMHH >100,000
KoMnoHeHTbl, OTHOCAIHEC K DTHANIIOKYpounay 500

OTUNTTIOKYPOHH I 500
OTaHon >100,000
D-I'moxypoHoBas kuciota >100,000
Mopodun-3-B-D- raokyponua >100,000

BoiBoa: coeavHeHus, npuBeAéHHble B Tabnuue 6, He MOKa3alu

HepereCTHOi;l P€AKTHBHOCTH NPH NMPOBEACHHH HCCJIICAOBAaHHUS C NMOMOLIBKO TECT-

CHCTEMBI NMpH KOHUEHTpauud 100 Mkr/mn. Psn coeauHeHHii, NMpUBEAEHHBIX B

Tabmuue 7, neMOHCTpHpYyeT NEPEKPECTHYIO PEAKTHBHOCTH 1O OTHOLUEHHIO K

HCCJICAYEMBIM aHAJIUTaM B yKa33HHOI‘;I KOHLCHTpALUHH, YTO ABASCTCA XKeJlaTEJIbHBIM

CBOMCTBOM /ISl METOJAHKH HCCJICAOBaHHUA IICHXOAKTHBHBIX BECILIECTB.

3.5. Bocnpou3BoaumocTs

IIaHHoe HCCJIENOBAHHUE MTPOBOAUNIOCH ITO 2 CEPHH B AC€Hb U AJTHIIOCH 25 nHei

JUTs KaXA0H rpynmnel U3 Tpex naptuii. OHO NMpOBOAKIOCH TPEMS CIELIMATHUCTAMH,
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He 3HaKLLMMM O CUCTEME UAEHTU(MKauMM 06pa3LoB. Kaxkablil 13 Tpex ornepaTopos
npoaHa/IM3npoBas No 2 aMKBOTbI 06Pa3L,0B MOUN C Pa3IMYHbIMU KOHLIEHTpaLMamm
MCMX0aKTUBHOMO BellecTsa (2 cepun B AeHb). B cymme KaxAbiM CreLmanncTom
6blN0 npoBefdeHO MO 50 aHaNM30B ANA KaXKAOM KOHUEHTpauun. PesynbTaThbl
npuBeseHsbl B Tabnuue 8.

BapuaHT ucnonHeHmns 1.

KoHu. B-Ba n AMP 300 BAR 300 BZO 100 COC 100
PesynbTar - + . + } + i +
OTpuu.
Pyt 50 50 0 50 0 50 0 50 0
obpasey
50%
noporoBsoro 50 50 0 50 0 50 0 50 0
3HayeHus
75%
noporoBoro 50 50 0 50 0 50 0 50 0
3HayeHMUn
floporosoe o, 20 30 " 39 12 38 23 27
3Ha4YeHue
125%
noporoBoro 50 0 50 0 50 0 50 0 50
3HayeHuA
150%
noporoBoro 50 0 50 0 50 0 50 0 50
3HayeHwus
3X
noporosoe 50 0 50 0 50 0 50 0 50
3HauveHune
KoHu. B-Ba n MDPV 500 MET 300 MTD 300 OPI 1000
PesynbTaTr - + . + . + - +
OTpuu.
50 50 0 50 0 50 0 50 0
obpasey,
50%
noporosoro 50 50 0 50 0 50 0 50 0
3HAYeHMS
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75%
noporosoro | 50 50 0 50 0 50 0
3HaYeHUS
Moporosoe | 55 | 15 | 33 15 | 35 | 6 | 44
3HaYCHHE
125%
noporosoro | 50 0 50 0 50 0 50
3Ha4YEHHUA
150%
noporosoro | 50 0 50 0 50 0 50
3HA4YEHHUA
3X
noporosoe | S0 0 50 0 50 0 50
3Ha4YeHHe
KoH11. B-Ba n PCP 25 THC 25
Pesynbrar - + -
OTpuil. obpasen 50 50 0 50
50%
MOpOroBOro 50 50 0 50
3HAYECHHS
75%
MOpOroBoro 50 50 0 50
3HaYEeHHA
[Toporosoe 50 9 41 1
3HaYeHHe
125%
MOpOroBoro 50 0 50 0
3HAYEHHUs
150%
MOpOroBoro 50 0 50 0
3HAYEHUs
3Anoporosoe 50 0 50 0 50
3HaYeHUe
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KOoHLU,. B-Ba

PesynbTar

OTpuy,.
obpasey

50%
nMoporosoro
3HayeHun

15Vo
noporosoro
3HauyeHus

Moporosoe
3HayeHue

125%
noporosoro
3HaYeHus

150%
nmoporosoro
3HaYeHUs

3X
noporosoe
3HayeHne

KoHL. B-Ba

PesynbTar

OTpwuy,
obpasel,

50%
noporoBoro
3HauyeHus

75%
nMoporoBoro
3HauYeHus

Moporosoe
3HayeHue
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50

50

50

50

50

50

50

50

50

50

BapuaHT UCNoNHeHNst 2;

AMP 500 BAR 300

+ - +

50 0 50 0

50 0 50 0

50 0 50 0

14 36 1 39

0 50 0 50

0 50 0 50

0 50 0 50
OXY 100 MET 500
+ : +
50 0 50 0
50 0 50 0
50 0 50 0
19 31 10 40

BZO 300

+

50 0

50 0

50 0

17 33

0 50

0 50

0 50
MTD 300
+
50 0
50 0
50 0
6 44

cocC 150
+
50 0
50 0
50 0
24 26
0 50
0 50
0 50
OPI 300
+
50 0
50 0
50 0
24 26
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125%
moporoeoro { 50 50 0 50 50 50
3HAYECHHA
150%
moporosoro | 50 50 0 50 50 50
3HAYCHHA
3X
TIOPOroBoe 50 50 0 50 50 50
3HAYCHHAE
Kos1. B-Ba n K3 20 THC 20
Pesynbrar - + - +
Orpun.
olpasett 50 50 0 50 0
50%
NOpoToBOro 50 50 0 50 0
3HAYCHHS
75%
MOPOroBOro 50 50 0 50 0
3Ha9CHHA
Hoporosoe | 5, 16 4 11 39
3HaYcHue
125%
NoporoBoro 50 0 50 0 50
3HAYCHUA
150%
[IOPOTOBOro 50 0 50 0 50
3HAYCHHUS
3noporosoe | 5, 0 50 0 50
3HaYuCHHE
57
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BapuaHT HcniosniHeHus 3:

KoHu. B-Ba n AMP 300 BAR 300 BZ0O 100 COC 100
Pesynbrar - + - + - + - +
Orpau, 50 50 0 50 0 50 0 50 0
obpazen

50%
noporosoro | 50 50 0 50 0 50 0 50 0
3HAYEHHA

75%
noporoBoro | 50 50 0 50 0 50 0 50 0
3HAYEHHUA
Moporosoe | g5 | 54 | 39 1 39 | 12 | 38 | 23 | 27
3HA4YEHHE

125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HAYECHHUS

150%
noporosoro | 50 0 50 0 50 0 50 0 50
3HAYEHHA

3X
NIOpPOroBoe 50 0 50 0 50 0 50 0 50
3HAYEHHE

KoHu. B-Ba | n MDPV 500 MET 300 MTD 300 OPI 1000
Pe3ynbrar - + - + - + - +
Omui. | 5 | 5o 0 50 0 50 | 0 | 50 0
obpazen

50%
noporosoro | 50 50 0 50 0 50 0 50 0
3HAYEHHS

75%
noporosoro | 50 50 0 50 0 50 0 50 0
3HAYEHHS

foporosoe | 5 | 17 | 33 15 35 6 | 44 | 13 | 37
3Ha4YEeHHE
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125%
MOPOrOBOrO
3HAYEHHs

50

50

150%
NIOpOroBOro
3HaYECHHA

50

50

3X
TOpOroBoe
3HauYEHHE

50

50

KoH11. B-Ba

PCP 25

THC 25

MDMA 500

ETG 500

Pesynbrar

- +

+

Ortpuu.

obpasen

50

50 0

50 0

50 0

50

50%
NOpOroBoro
3HA4YCHHS

50

50 0

50 0

50 0

50

75%
NOpOroBoro
3HAYEHHS

50

50 0

50 0

50 0

50

INoporosoe
3Ha4YCHHE

50

11 39

13 37

19

31

125%
NoOporoBoro
3Ha4YeHHUs

50

50

150%
NoporoBoro
3HAYEHHA

50

50

3X
Nnoporoso¢
3HAYCHHC

50

50
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4. Mepnl npeRoCTOpOAKHOCTH H ARHHbIE 0 GHOMIOrHYecKol Ge30nacHOCTH
4.1. Mepbi npeaocTOPORHEOCTH
e TonbKo A1 NHATHOCTHKH in vitro.
¢ He ucnomb3oBaTh TeCT-KOHTEHHEPH B CITy4ae:
- HCTE€YEHMSI CPOKa FOZHOCTH, YKa3aHHOTO Ha YIAKOBKeE;
- NOBPEXKACHUA YITAKOBKH;

o He ucrions3oBaTh TECT-KOHTEHHEP OBTOPHO.

e HUsberars mepekpecTHOro 3arpaA3HEHHA OOpasLOB, MCMONB3YA HOBBIH TeCT-
KOHTeHHep I KaXXI0ro HOBOro odpasua.

e Cnenmyer TINATENBHO NPOMHTATH HWHCTPYKIHIO MO IPHMEHEHHIO Tepex
IIPOBE/ICHUEM TECTA.

e Tecr-KOHTEHHED COMEPXUT MPOXYKTH XXMBOTHOrO MPOUCXOXASHHA. Hammume
CepTU(HKATa O NMPOUCXOKACHHY WHIH CAaHHTAPHOM COCTOSHAM JKHBOTHBIX He
MOXET INOJHOCTHIO rapaHTHPOBATb OTCYTCTBHE HH(EKLHMOHHBIX TNATOTEHHbIX
arentoB. [lostomy  pekoMenpyercs  cofmopare  OOBIMHBIE — Mepsl
NpPEROCTOPONKHOCTH (HaPUMeED, HE INIOTaTh WA HE BABIXATh).

o He cnegyer ecth, muTh M KYpHTH B MeCTe, [A€ XpaHATCA 0OpasLbl H TecT-
KoHTeHHepsl, Creflyer cobmoaaTh YCTaHOBNEHHBIE MEPHI NMPEAOCTOPOKHOCTH B
TEYeHHe BCedl MpoueAypsl H BLIMOJNHATH CTaHAAPTHHRIE MPOLEAYPH AJIA
NpaBUIBHOH YTHUnM3aluuH ofpa3uoB. HOCHTH 3aLIMTHYIO OZEXAy, HanpHMeEp,
naGopaTopHeIii Xanart, OfHOPa3OBhIE IEPYATKH H CPEACTBA 3ALUMTHI [Ia3 MpH
aHanuse obopasuos.

¢ BraxHOCTs M TEMIEpPAaTYpa MOTYT HEONAronpHATHO BIUATH HA PE3YIbTAThL.

e Hcnone3oBannele HaGopsl AOMKHBI OBITh YHHUTOXEHE B COOTBETCTBHHM C
MECTHBEIMH NpaBUNaMH.

4.2 lannbie 06 ypoBHe GHOJIOrHUeCKOi Ge30nacHOCTH A NOAbL30BATECH,
NANHEHTOB H APYIHX JIoAeH
TecT-xoHTEHHED COMEPKUT MaTepHanbl XKUBOTHOro MmpomcxoxzaeHua. [Ipa

H3rOTOBJICHHH  TECT- KOHTGﬁHCpOB HCNIOJIB3YIOTCA  MaTcpHanbl  XHBOTHOIO
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MPOKCXOKACHHA, a MUMEHHO (ppakunK Opribero ceiBopoTovHOro ansbymuna (BSA),
KO3bH aHTHUTENId, MOHOKIOHAUBHBIE MBIINKMHBIE aHTHTeNa. Marepuans He
TOKCHYHBI, HE AI0OBHTH U HEe BXOMAT B HEIMOCPEJCTBEHHBIH KOHTAKT ¢ OpraHu3MOM
yenoBeka. Matepuaniel He SBIMOTCS (PapMakoNOrH4ecko cyOcTaHIfHeld WM
NeKapcTBeHHBIM  npenapatoM. [lpomeccel  nepepaloTkd,  KOHCepBalMHM,
TECTHPOBaHHA M 00pabOTKHM TKaHeH, KIETOK M BEIIECTB JXMBOTHOIO
NMPOHCXOXACHUA BBIMOJNHEHBI TAKHM 00pa3oM, 4To0b! 00eceuuTh MaKCHMAaNBHBIH
ypoBeHb OHoJIOrHYecKoil 6e30macHOCTH AN NMONb30BaTeNeil, NaHeHTOB B APYTHX
moaei. Txanu, KieTku ¥ OHONOrNYecKHe BEMECTBA XHBOTHOTO NMPOUCXOXKACHHS,
MPUMEHAEMbIEC NpPH M3MOTOBJICHHH TECT-CUCTEMBI, MOMYYEHBI OT XXHMBOTHEIX,
NpolUeAIIMX BeTepPHHAPHBIH KOHTPOJNIb H HAXOAMBIUMXCA NOA HabmiozeHueM, C
YYETOM MPEATIONaraeMoro HCMoab30BAHMUS ITHX TKAHEH.

Ha Bce MaTepHaysl XMBOTHOTO NpPOHCXOXKACHHS HMEIOTCA BETEpUHApHHIE
3aKMIOYEeHUA. Bce aHTMTENna M AHTHIMEHHl B COCTaBe TECT-CHCTEMbl HMEIOT
ceprHdHKaTh! aHanu3a (cM. ¢aitn MeHeKMeHTa prcka). OTxoabl, oOpasylolnuecs
MpPH UCMOJNB30BaHHWH TeCTa, OTHOCATCH K knaccy b nmo Caullun 2.1.3684-21.

5. lloaroToBka H3genun k pabore

KoHreliHep roToB K HCIONB30BAHHIO M He TpeOyeT CneLMAIBHEIX ACHCTBHIA
II0 NOATOTOBKE.

[Tocne BCKPLITHA YNAKOBKH TECT-KOHTEHHEpP HO/KeH OLITh HCIIONB30BAH B
TeueHUe | yaca npu KoMHaTHo#M Temnepatype oT 18 g0 25°C u oTHOCHTENBLHOI
BIIQXXHOCTH BO3yXa He 6onee 80%.

6. CGop 4 xpanenue o6pa3noB MOH

TecTuposanue Moxer 6BITh NPOBEAEHO Cpasy focie B3ATHA MpoOEl. O0pasisl
MOYH MOXHO XpaHMTh npH Temmneparype 2-8°C He Oonee 48 uyaco. [Jnga
ANUATENBHOrO XpaHeHHs 00pasubl MOYM ClefyeT 3aMOPO3HTh M XPaHHTh IIpH
TemnepaType ot MuHyc 20 mo mumyc 30°C no 30 gmeit (cornacho Ilpuxasy
MunucrepcTBa 3apaBooxpaHeHusi P@® Ned0 or 27.01.2006). 3amopoxeHHBIe
o6pasubl nepes NpoBeACHHEM TECTHPOBAHHA HEOOXOAMMO JOBECTH O KOMHATHOM

TEMIIEPATYPEl H XOpOLUO MepeMellaTs A0 Hadana HenelTanuii. He ocraBnsiite
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oOpa3ubpl MO4YM, MOArOTOBNEHHEIE AN aHanu3a, Oonee YeM Ha 2 vaca IIpd
KOMHATHOH TeMnepatype H Golee 4yeM Ha 4 Jaca B XOJNOAMIbHHUKE.

H3beraliTe NOBTOpHOro 3aMOpaKHBaHHA ¥ OTTaHBaHUA 0OPa3LOB.

Ecnmu ofpasipl  HeoOxoguMo OTOpaBHTE Ha JaibHEHMMH aHaIM3 B
JabopaTopHio, clefyeT YNakoBaTh HX B COOTBETCTBHH CO BCEMH IEHCTBYIOMMMMU
IIPaBHJIAMH [N IEPEBO3KH OHONOrHYECKHX 00pa3LoB.

OO6pasusl 111 TPaHCIIOPTHPOBKH MOTYT GBHITH COOpaHHB B TECT-KOHTEHHEp,
nubo IONMONHHUTENBHEIE YHCTHIE, CyXHe KOHTeiiHepH mia cbopa GHoMaTepHanos.
MoxHo Heno/B30BaTh 06pasis Moy, cobpanHele B moGoe BpeMs cyToK. MyTHeie
o6pasipl HUeHTPHPYTHpYIOT B TedeHHe 10 MUH npH yckopenun 1500 g, dunmstpyror
yepe3 00e330NCHHBI OyMaxHbIH (PUIBTP MIH AAIOT OTCTOATBCA RO MOMYHEHMA
Ipo3pavyHoOd HamocaqoyHoH XHiakocTd. IlomyueHHsrt mnpospadHblii  oOpasen
MEPEHOCAT NUIECTKOH B TecT-KOHTelWHep B HeobxomumoM koymdectre. s
TECTHPOBAHHA HE0OX0AHMO HCIIONB30BATH TONBKO NMPO3pauHbie 00pasLibl.

6.1. MeToauka cGopa 6HOIOrHIECKOTO MATEPHAJIA H MEPBI
NPEeAOCTOPOKHOCTH

O160p MOYM NPOM3BOAMTCA B YCNOBHAX, HCKIIOYAIOMHX BO3MOXHOCTH
3aMeHBI WK QanbcupuKalMH Suonornyeckoro o0beKTa.

Moua coGupaercs HCBITYeMbIM B KOHTEHHEP 00b€MOM He BhIIIe OTMETKH 60
MJI1, HO BHIIIIC YPOBHA 3aNIONHEHMA, OTMCIEHHOI0 Ha 3THKETKE TECT-KOHTeHHepa KaK
«MHHHMANBHBIA ypoBeHB». HcHbITyeMsblii nepesaeT KoHTeHHep MeIMIIHHCKOMY
NepCOHaITy, 3aTeM KOHTeHHep 3aKpbIBaeTCA KPHIMIKOH.

TecT-cucTeMa He COAEPXKMT 4acTel, KOHTAKTHPYIOIHMX C He3alHIIeHHoH
NOBEPXHOCTHIO Tela yenoseka. HeobxomuMo nponssoauts c6op 6nomarepuana 6e3
HEMOCPEACTBEHHOrO KOHTAKTa C He3alMILICHHEIMY YYaCTKaMU Tejia Y€IoBeKa.

Basitie OuomartepHaa ocymecTBISETCH B MepYaTKax.

7. OGopyaoBanHe H MATEPHAIDLI, He NIOCTABANEMbIE B KOMILTEKTAX NOCTABKH
TeCT-CHCTEMbl, HO HeoGX0AHMBIe ITPH NpoBeJeHHH aHA/IA3A
- KoOHTeHHep jsna cObopa, XpaHeHHA M TpPAaHCIIOPTHPOBAHHMA  MOYH,
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3aperHCTPHPOBAHHEIH B YCTAHOBIEHHOM TOPAAKE;

- CEeKyHIOMEp WiH Takiimep;

— UeHTpHdyra naboparopHas (LeHTpobexHas cuna 1500g);

—  ¢uiabTp 6yMakuEIt 06€330/1eHHBII;

~ TNepYaTKH MEJHLMHCKHE HECTEPHIIBHEIE;

- acenTH4eckue canderku (MpH HEOOXOAUMOCTH);

- XOJIOAMNABHHUK ¢ TeMnepaTtypoii ot 2 o 8 °C;

— MOPO3WIBHHK ¢ TeMrneparypoii ot MuHyc 20°C 1o munyc 30°C;
— THICTKA 1A NEPEHOCA XKUIKOCTEH.

8. MeToanka NnpoBeeHHS AHAJIH3A

JAns DOmMydeHHMs JOCTOBEPHEIX pe3yNbTaTOB HEOOXOMMMO  CTpOroe
cobmoznenne VIHCTPYKIIHK MO NPHMEHEHHIO TECT-CHCTEMBI.

ITepen nmpumeHeHHeMm yO6emUTHCS B LENOCTHOCTH YIAKOBKH TECT-CHCTEMBI
MY TEM BH3YaIBHOTO OCMOTpA.

He ucnone3oBaTh H3zenne, €CNH yNakoBKa MOBPEXKACHA HIIH IUIOXO 3anasHa.

Tecr-KkoHTeliHEp, B CTydae XpaHeHHUs NpH TeMnepartype ot 2 no 8°C, mepexn
NpOBEICHHEM aHANH3a AOIDKEH ObITH BhICPXKAH NIPH KOMHATHOH TeMIeparype ot
18 no 25°C B Teuenne He MeHee 10 MuHyT. Tecr-KoHTeliHEp, B Cllydae XpaHeHMs
npy TeMnepatype ot 8 mo 18°C, mepen mpoBeaeHHeM aHanmM3a AOMKEH OBITH
BBIACPXKAH NpH KOMHAaTHOH Temmnepatype oT 18 mo 25°C B TeueHHe He MeHee 5
MHHYT. B ciyyae xpaHeHMsa Tecr-KOHTeliHepa mpu Temneparype ot 25 mo 30°C
AIPOBEACHHE aHANTH3a MOXHO HaMHHATH Cpasy.

Tect-koHTeliHEp MOXET OBITH HCTIONB30BAH AA cOopa GuomartepHana. Taoke
MOXeT OBITE HCIIONB30BaH ApPYro# KOHTeHHep Ana c6opa M TPaHCMOPTHPOBAHUA
MOYH, 3apErHCTPHPOBAHHEIA B YCTAHORICHHOM ITOpAJKE, He BXOAAMIMA B KOMILNEKT
I0CTaBKH (CM. MyHKT 7 HacToAmed HHCTPYKUMH IO IPUMEHEHHIO).

BCKpBEITE HMHAMBHAYANBHYIO YNAaKOBKY TECT-CHCTEMBI HEMOCPEACTBEHHO
nepen IPOBEASHHEM HCCNIEAOBAHHUA.

H3B/IeKHTE TECTOBOE YCTPOHCTBO U3 FepMETHYHON YNaKOBKH M HCTIONB3YiHTe
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ero Kaxk MOYXHO CKopee.

IMocne BCKpBITHA HHAMBHIYANBHOM FepMETHYHOW YTIAKOBKM TECT-CUCTEMBI
aHanu3 AO/DKEH OLITH MpOBEACH He NO3/lHee 4eM 4Yepe3 1 uac npu YCIOBHH
coOmoNIeHHA KOMHATHO# TeMnepatypsl ot 18 10 25°C u BnaxuocTH He Gonee 80%.

[Nocne npenocTarneHnHs HCNBLITYEMBIM 06pa3iia MOUH, IPOBEPETE KPHILIKY Ha
repMETHYHOCTH M OleYaTaiTe ee KOHTPONbLHOH neHToll. O6BbeM NpeaoCcTaBIeHHOrO
00pa3na MOYH AOMKEH JOCTHTATh METKH MHHHMANBHEIH YPOBEHD 3alIOTHEHHS.

ITpoBepbTe HHIMKATOPHYIO TeMIiepaTypHylo nonocky. Ilossnenne 3eneHoro
IBeTa YKaspiBaeT Ha TeMmnepatypy ofbpasua Mouu. Temneparypy obpasua
OLICHHBAIOT HE No3fAHee 2 MHMHYT OT Havaja aHamu3a. Haanexaumii muanason
TeMneparyp mia HedanscuuuupopaHHoro ofpasua cocrasmger 32-38°C,
KoHTpons TeMneparypsl IpUMEHHM TOJNBKO K CBeXecOOpaHHbIM ofpa3iiaM MOYH |
OCYIIECTBAAETCS Cpasy mocie caaun 6uoMarepuana NaLHeHTOM.

HocTaHbTe KoY U3 KPBIIKH, BCTaBETE €ro B OTBEPCTHE, IOBEPHUTE Ha 180°
B HaMpapJIeHUH CTPEJIKH M 3aCEKHUTE BpeMs Hayalla aHanHu3a (PUCYHOK 2).

OtknefiTe 3THKETKY ¢ NaHENH pe3y/bTaTOB aHANN3A.

HAna uccnenosaumit Ha QanbcupUKAUMIO BH3YAIBHO CpPaBHHUTE IBET
HHAUKATOPHOH NMONOCKH ¢ uBeToBOH TaGiuuel As MHTEPNpETALMH PE3yabTaTOB
TecTa Ha Ganbcudukamio (pucyHok 6). He wuuHTepnperupyiite pesyasTaThl
noszAHee, 4eM Yepe3 5 MHHYT. Ecnu TecT nokassiBaer ¢anscuukammio obpasua
MOYH, PEKOMEHAYeTCs He TMPOBOOUTh OLIEHKY COACPKAHHA IICHXOAKTHBHBIX
BEIECTB ¥ MX METabONUTOB, a MPOBECTH MOBTOPHEIA aHANM3 ¢ JAPYTHM TECT-
KOHTEHHEPOM HJIH MOBTOPUTH COOp Mouw.

PesynbraTel UCHBITAHME HAa HaIM4YHE INCHXOAKTHBHBEIX BEIIECTB H HX
MeTaboJMTOB ONpeAensloT MNO TMPHCYTCTBHIO WIHM OTCYTCTBHIO 1IBETHOM
NMHHUKW/IMHANR B oOmacTH pesynbraToB. Pesynsrar nomkeH GBITe onpeaeneH B
TEYCHHE 5 MHHYT OT Hauajla aHa/lIH3a.

IonoxwurensHule pesynbTaTsl MCNBITAHWH JAONKHBI GBITH NOATBEPKAEHBI

APYTHM METOJOM TeCTHPOBaHuA. J{1s 3T0ro HeoGXOAUMO OTNIPABUTH TECT-
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NOATBEPXKACHUS NOIYYSHHBIX pe3ylbTaToB.
Pucynok 2- IlpoBeaenue aHamM3a

9. UuTepnperanus pesyasTaToB
9.1. Pe3ynbTaThi TECTOB A BHIAB/ACHHN ICHX0AKTHBHDIX BEMIECTB

TlonoxutensHetit  pesynprar (pucyHok 3): B obnactd koHrpona (C)
NMOABJIZETCA TOMBKO OJHA IBeTHas nonoca. Her BuamMoli LBeTHOM nosockl B
TecroBoif obnactu (T).

OtpHuaTenbHblil pesynsTaT (PUCYHOK 4): 0AHA WIM HECKONBKO IBETHEIX
nonoc noABAlorcas Ha MemOpane. OAHa nmojoca MOABNAETCA B KOHTPOJABHOH
obsactu (C), a Apyras H(HIH) TPeThs NMONOCA NOABIAETCA B TECTOBOH obmactH (T).

HepeiicTBuTenpHEIR pesynbTaT (PHCYHOK 5): KOHTPONbHasd Noloca He
otoGpaxaercs. Pesynbrarhl MoGOro TecTa, KOTOPEIA He Aall KOHTPOJIBHOH MOIOCH
B YKa3aHHOe BpeMA CYMTBIBAHHs, JO/KHEI ObITh orOGpakoBaHml. Iloxanmyiicta,
O3HaKOMBTECh C NPONEAYPOil U NOBTOPHTE NMPOBSACHHE aHANH3a ¢ HOBOH TecT-
cicreMoil. Ecnu npobnema He ycTpaHeHa, HEMEANEHHO TMpEKpaTHTE
HCIOJIb30BaHUE TECT-CHCTEMBI H O0PaTHTECE K YIIOMHOMOYEHHOMY IIPE/ICTABUTEIIO

npoussoauresd B PO.
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PucyHOK 3 - PucyHok 4 - PucyHok S -
IMonoxurensHeIH OrpruarensHeIi Hepe#creurensubiii
pe3yJbTaT pesynbTaT pe3ynsTar
ITPUMEYAHUE:

HNurencusHocTs 1Beta B TecToBoif o6nacTu (T) MoXer BapbHpOBaTLCa B
3aBHCHMOCTH OT KOHLICHTpallMH aHa/IMTOB, NPHCYTCTBYIOIMX B oGpasie. [Toaromy
mobo# OTTEHOK IBETa B TECTOBOH 06JIaCTH CIIEAYET CYUTATH OTPHIATENBHEIM.

Henocrarounslit o6vem o6pasiia, HecoGmoaeHne METOAMKY MIH HCTEKIIHi
CPOK TORHOCTH TECT-CHCTEMBbl SNBIAIOTCA Hauboslee BEPOATHBHIMH MPHYHHAMM

OTCYTCTBHS KOHTPOJILHOHM MONOCHL.

9.2. Pe3ybTaThi TecTa I8 YCTAHOBACHHS GakTa panbcupnxanun

Ang uMHTEpIpeTalMA pe3yNbTAaTOB NONAL3YHTECh NBETOBON TabnHuel
(pucyHok 6), BXOAAIICH B COCTAB TECT-CHCTEMEL.

ITPUMEYAHUE. Tect-nonocku s BeUiBAeHUs (anbcubukanmun (Moya)
npefHasHauYeHBl A HAeHTH(HKAKME o6pa3slioB ¢ OTKIOHEHMAMH OT HOPMBI IO
OCHOBHBIM HapaMeTpaM: yAeilbHas IUIOTHOCTh, KpeaTHHHH, pH, OKCHAAHTEL.

Temneparypa: Omnpeaenenue Temmnepatypsl o0Gpasua IPOH3BOAMTICA IO
TEPMOMONIOCKe Ha KoHTeHHepe. [lospneHHe 3eeHOM MeTKM MOA KOHKpETHOM
uudppoi, obosHavalomedi Temnepatypy (oT 32 go 38), ykasbiBaeT Ha AaHHOe
3HaYeHHe TeMNepaTyphl. TeMneparypy o6pasna ONEHUBAIOT He NO3AHEE 2 MUHYT OT
Hava/la aHaNMm3a.

YaeneHas 0aoTHOCTE: IToBbILCHHBIE YPOBHH Gelka B MOYE MOTyT IPHBECTH

K aHOMAJIBHO BBICOKHMM 3HAYCHHIM ynem,Hoﬁ MAacCCHI.
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KpeaTMHWH: HOpMasibHbIA YPOBEHb KpeaTMHWHA cocTasnseT oT 20 go 350
Mr/4n. B pefKux crydasx, npyu HEKOTOPbIX 3ab60/1eBaHNAX MOYeK, ero KoJn4vecTso
MOXET YMEHbLUNTLCA.

pH: HopmasnbHble ypoBHM pH f0/MKHbI O6bITh B AnanasoHe oT 4,0 go 9,0.

OKcuAaHTbl: HOpManbHas Mo4a Ye/ioBeKa He 0/HKHa COepXKaTb OKCUAAHTHI,
Takue Kak XJ/IopHas M3BEeCTb, NMEPEKUCb BOAOPOLA WU XJIOPXPOMAT MUPULNHUA.
MpucytcTBne B 06pasle BbICOKOr0 COAEpXXaHUA aHTMOKCUAAHTOB, TakKUX Kak

aCKOp6I/IHOBaF| KWUCNOoTa, MOXET MPUBECTN K NOXKHOOTPULLATENBbHbLIM pPE3Yy/ibTaTaM.

Mokasaresm Hopma OTK/IOHEHME OT HOPMb
OKCUAAHTI .
KpeatyHuH .
1O mr/gn 20 mr/gn 0 mr/an 20mr/an
pH LLl . . .
4,0 70 90 20 30 100 110 120
YaenbHas NfoTHOCTb . . . . . B
1,003 1005 1015 1025 1,000 1,035

PUCyHOK 6- LiBeToBas Tabnuua 4nsa nHTepnpeTaynmn pesynbTaToB TecTa Ha

(hanbcuumkaumio (OKCMAaHTbl, KpeaTUHWH, pH, yaenbHas naoTHOCTb)

10. KoHTponb KayecTBa
TecT-cuctema obecneumBaeT BHYTPEHHUI KOHTPO/b NpoLeAypbl aHanmsa c
pa3IMYHON peakuMein aHTUTeH / aHTUTENO B KOHTPONbHOW 06nactu (C) Ha KaxAaow
MONOCKe. 3Ta KOHTPO/SbHas NNMHUA [AO/MKHA BCerfga MosBNATbCS He3aBUCUMO OT
HanMuMa WAM OTCYTCTBUS MCUXOAKTUBHOIO BELLECTBA WM ero MmetabonuTta B
obpasue. ECAM KOHTpONbHas /IMHWUA He TMOSABNSAETCH, TeCcT-CUCTEMY CTOUT
oT6pakoBaTb. Hanuume 3TOM KOHTPONbHOW MOMOCHI B KOHTPONIbHOW 0651acTu

CNY)XWUT ANs NOATBEPXAEHMS [0CTaTOYHOro o6bema uccnegyemoro o06pasua,
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NPaBWIbHOH TeXHHKE BBIIOJIHEHHA MNpOLEAyp aHANH3a M MPOBEPKH TOTO, 4TO

JOCTHIHYTHI ONITHMAaNbHEIE YCIIOBHS XpOMaTOrpadupoBaHus.

Bo3MOXXHO MCHONB30BaTh BHEIIHHE KOHTPOJNBHBIE MaTEpPHAaNbl  AfA
obecneuenns Halexameli paGoTH TecT-cHcTeMbl, OOpasiubl KOHTPONBLHEBIX
MaTepHaJlioB KOMMepYecKH RocTynHul. [IpM nmpoBemeHMH KOHTpPOJA KauecTsa ¢
NOMOLIBIO BHEITHHX KOHTPOJIBHBIX MaTepPHANOB, HEOGXOAUMO PYKOBOACTBOBATHCA
METONMKONA mpoBeAcHHs aHaH3a .8 Hactoswedl UHCTpyKuMu no npHMeHeHHIo.
Ecnu xoHTpoNbHBIE 3HAYEHHA HE MONAJAT B YCTAHOBICHHBIE MPEACILI, TOTAA
Pe3yJIBTaThl aHanM3a ABJAIOTCA HenelicTBATENbHBIMU. IlepeyeHb KOHTPONBHBIX
MaTepHaiioB npuseaeH B [Tpunoxennu A.

11. OrpanHYeHHs HCNOABLIOBAHAS TECT-CHCTEMBI

Tecr-cucTeMa npeaHasHaueHa AnA nabopaTOpHOM JHArHOCTHKH in Vitro u
JOJDKHA UCTIONB30BATHCA TONBKO 1A KaYeCTBEHHOTO ONpEIeICHHS ICHXOAKTHBHAIX
BEINECTB.

Tecr-cucteMa npeaHasHa4deHa M4 NPOBEACHWA aHAIHM3a TONBKO ¢©
HCOJIB30BAHHEM MOYH YENOBEKA,

TecT-cucTeMa npeiHa3HAYEHA TONBKO JUIA OJHOKPATHOTO IIPHMEHEHHA.

IMonoxutensHbif pesynbrar moGOr0 M3 TECTOB YKa3hiBaeT TONBKO Ha
HajlMyHe INCHXOAKTHBHOIO BellecTBa/MeTabONMHTa M He YCTAHABIMBAeT CTENEHb
HHTOKCHKALYH.

CylecTByeT BepoOATHOCTh TOrO, 9TO TEXHHYECKasd HIH IpOUeAypHasd
OlUK0Ka, COMYTCTBYIOLIME BEIECTBA, a TaKKe (PaKTOphl, HE¢ NEPEYHCIEHHbIE B
CIUCKE, MOTYT MOMEILAT NPOBEASHHIO TECTA H NIPHBECTH K JIOKHBIM pe3y/IbTaTaM.

Ecnu B o6pasiie MouM o6Hapy»KeHO NCHXOAKTHBHOE BEILIECTBO/MeTaboImT,
aHAJIN3 He MOKAXET YacTOTY YNOTpeOIeHUs NaHHBIX BELIECTB, BIUAHNUS NPOAYKTOB
ITHTAHKA ¥ IPUEMa JIeKapCTBEHHBIX CPEACTB Ha pe3yIbTaT aHANH3A.

12. KoMnjieKkT NoCTABKH

Tect-koHTefiHep 1N BBHIABNIEHHA INICHXOAKTHBHBIX BEIIECTB H HMX

MeTaloNHTOB B MoOYe HMMYHOXpOMAaTorpadMueckuM METOAOM Ajis in vitro

anarHocTHKH («Tect-cucrema HAPKOJIAB»), B BapuaHTaxX HCTIONHEHHUA:
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BapuaHT ucnonneHus 1.

Tecr-konTeiinep mns onpenenenys 10 BUAOB IICHXOAKTHBHEIX BEMIECTB H HX
MeTabolMTOB C MOJIOCKOH KOHTponA ¢anbcHGHKAMA MOYM IO NapaMeTpam
KpeatHHuH, pH, ynensHas IITOTHOCT M TEPMONMONOCKOHM MANA  KOHTPONA
TeMInepaTypst obpasia

B cocrase:

— OnHopa3oBag €MKOCTh ¢ KJIIOUOM H TECT-NAHENBIO yiA ompemenenns 10
BH/IOB ICHXOAKTHBHBIX BELIECTB U UX MerabonuroB: am(peTramuHa, 6apOUTYypaToB,
OeH30Ha3eITMHOB, KOKaHHa, MeraM(eTaMuHa, MeTanoHa, OIHATOB,
(GEeHUMKIHANHA, CHHTETHYECKMX KaTWHOHOB, MapHXyaHBl ¢ MOJOCKOM KOHTPOJs
danbcudukaMy MOYM MO MapamMeTpaM KpeaTHHHWH, pH, yAenbHads IUIOTHOCTE H
TEPMOTONOCKOH ISl KOHTPOJIA TeMnepaTypsl obpasna — 25 mw.

— JlenTa KOHTPONA BCKPHITHA — 25 INT.

— IlseroBas Tabmuma i ycraHoBReHUS (akTa panscuduxamum — 1 wr.

— HHcTpyKUMA 0 NpHMeHeHHIo — 1 T,

BapunanT ucnonHeHnus 2.

Tect-xonTeitHep n1a onpenenenus 10 BHAOB NCHXOaKTHBHBIX BEIIECTB H MX
MeTaloNHTOB ¢ monockoiff KOHTposs GaibcHOMKaUHH MOYH MO MapameTpaM
KpeaTHHHH, pH, OKCHAQHTHI H TEPMONONOCKOH JIS KOHTPONA TeMIIepaTyphl
obpazna

B cocrase:

— OgnopasoBasd €MKOCTh € KIIOYOM M TECT-MAHENbIO A ompeneneHus 10
BHIOB NICHXOAKTHBHBIX BEIICCTB H HX MeTabonHTOB: amberammuna, 6apOuTypaTos,
GeH301Ha3eIMHOB, KOKaHHA, MeTaM(eTaMHHa, METAIOHA, OIIHATOB, OKCHKOJOHA,
CHHTeTHYeCKHX KaHHabunHompoB (K3), MapuxyaHsl ¢ NOJOCKOM KOHTpONS
panecubHKaME MoOYM 1O napaMeTpaM KpeaTHHuH, pH, OKCHEAHTEH W
TEPMOTIONOCKOH )1 KOHTPOJS TeMIepaTypsl obpasua — 25 1uT.

- JleHTa KOHTPOJNA BCKPHITHA — 25 WIT.
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~ IlpeToBas Tabmuua mis ycraHOBNeHUA (akra dhanscudukanyum — 1 urr.
— HHeTpykuus mo npuMeHeH o — 1T,

BapuanT ucnionnenus 3,

Tect-kouTeiinep ana onpeneneHus 12 BAJOB NCHXOAKTHBHEIX BEINECTB U HX
MeTabonuTOB ¢ MOMOCKOH KOHTpON® (anbCAGUKAUMH MOYM NO NapaMeTpam
KpeatuiuH, pH, ynenpHas IUIOTHOCTE M TEPMONONOCKOH JUIA  KOHTPOJS
TeMrepaTyphl oOpasua

B cocrase:

— OmHopasoBas €MKOCTh C KJIIOYOM M TECT-TIAHENBIO AJA onpeaencHus 12
BHIOB NICHXOAKTHBHBIX BEINECTB M MX MeTabonuToB: amperamiHa, 6apOUTYypaTOB,
6eH3011a3eTTHHOB, KOKaHHa, MeTamdeTaMuHAa, METaJZIOHa, OIIHATOB,
GEeHIMKIMANHA, CHHTETHYECKMX KATHHOHOB, MAapMXYyaHbl, 3THITMIOKYPOHHIA,
MeTHJICHAMOKCHMeTaMperaMiHa ¢ MONOCKOH KOHTPONA (panbcuPUKauuy MOYH 1O
mapaMeTpaM KpeaTHHHH, pH, yaensHas IWIOTHOCTE M TEPMOTIONOCKO# U1 KOHTPOIS
TeMIepaTyphl oOpasua — 25 wr.

— JleHTa KOHTpOJIs BCKPRITHSA — 25 1T,

— Lserosas Tabnuua ang ycTaHOBRNeHUA dakTa danbcudukanuu — 1 wr.

~ HHCTpyKuHa HO NPUMEHEHHIO — 11UT.

13. YeaoBns 3KCRAyaTARHM, XPAHEHHS 'rpaucuop'ruponanim
13.1. YcaoBHE IKCILTYATAHHH

[Tocne BCKpEITHS YNaKOBKHM TECT-CHCTEMa ACGIKHA OBITH HCIIONB30BAHA B
TeyeHHe 1 4aca mpH koMHaTHO# Temneparype oT 18 A0 25°C H OTHOCHTENTBHOMN
BIQXHOCTH Bo3ayxa He Gonee 80%.

Tect-cucTeMa, B clyyae XpaHEHHs NpH TeMmmnepatype oT 2 xo 8°C, mepex
MPOBCACHHEM aHANH3a JOMKHa OTH BEIIEp/KaHa NPH KOMHATHOM TeMIepaTtype OT
18 xo 25°C B TegeHHe He MeHee 10 MUHYT.

Hia monyveHus HafleXHEBIX Pe3y/IbTaTOB HEOOXOAMMO CTPOroe cobmoacHue

HNHCTpYKUMH N0 IPUMEHEHHIO.
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13.2. YenoBus xpanenus

TecT-cHCTeMy cneayeT XpaHHTP B YIAKOBKE MPOM3BOAMTENS MPH
TeMnepatype ot 2 go 30°C u BiaxHocTH He Gonee 60 % M0 MCTEUeHHS CpPOKa
rOJHOCTH, YKa3aHHOIO Ha YIIaKOBKeE.

He 3amopaxuBath. IIpOAYKT 4yBCTBHTENEH K BIAXHOCTH W AOIKEH
HCNONB30BAaTECA Cpa3y mocae BCKphITHA. JlioGoif TecT B  HeNpaBHIBHO
3areyaTaHHOH YI1akoBKe clleqyeT OTOpaKoBaTh.

13.3. YcaoBES TPAHCIIOPTHPOBAHMSA

Tecr-cucTeMy TpaHCIIOPTHPOBAaTh BCEMH BHAAMH KPBITOIO TPAaHCMOPTa B
COOTBETCTBHHM C TIpaBMNaMHK TIEPEBO3KH, JEHCTBYIOIMMH Ha KOHKPETHOM BHJAE
TpaHcnopra. TpaHCopTHPOBAaTh MpH TeMnepatype ot 2°C xo 30°C.

O6pamarecsa 6epexHo U u3GeraTh CHILHOIO NaBIEHHA Ha YIIAKOBKY BO BpeMs
TPAHCTIOPTHPOBAHHA H XPaHEHMs

H3anenus, TpaHCTIOPTUPOBaHHEBIE ¢ HapyLICHUEM TEMIIEPATYPHOTO PEKHMA,
NPHMEHEHHIO He MOIeXKAT.

CHMBOJIEI, HCTIONb3YeMble TIPH MapKHpPOBKE NpuBeaeHE! B [Tpunoxenun B,
14. Cpok roanocTH B CTA0AILHOCTE

Cpok rorHoCTH CHCTEMBI COCTARISIET 24 MecAlla ¢ JaThl IPOU3BOJICTRA.

PesyneraThl ccnenoBaHuii Ha CTaGHIBHOCTE IOKA3aJH, YTO TECT-CHCTEMA
cTabHABHA B TeYeHHH 24 MecsleB NpPH YCIOBHM HAIUICKALIEr0 XpaHCHHS B
32KPHITOM YMAKOBKE M3 aIOMHHHEBOM (POJIBTH C OTHOTHTENAMH BAry.

Ha ocHOBaHMH NaHHEIX MccneaoBaHHA cTabunbHocTH MU nocie BCKpuITHS
NIPOBEICHUE TECTA PEKOMEH/YETCs B Te4eHHe 1 Yaca Nnocne BCKPHITHA YNAKOBKH.
14.1. CTabuaAbLHOCTD B pekHMe PeajibHOTO BpeMeHH

AHanm3 CcTaOHILHOCTH TECT-KOHTEHHEPOB B PEXHME PEalbHOTO BPEMEHH
GBLT MPOBEJICH ¢ HCNOJAb30BaHHEM O0pA3LOB H3 TPEX Pa3zNMYHBIX NapTHii (3 nora)
JUIA KOKIOro BapHMaHTa HCmoJHeHHs. JlaHHele ofpasusl ObLUIM TIOMEIIEHHI B
MHKybaTOp TNpH TeMneparype, ycTaHoBleHHoM Ha 2-8°C u 30+3°C wu
OTHOCHTENEHOH BiaxHocTH 60%. Cepun ucnsITaHuWid Ha CTaGHIBHOCTR ObLIA
nposeneHkl 4Yepes 0, 3, 6, 9, 12, 15, 18, 21, 24 u 27 mecaues. TecT-koHTeHHepH
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AHAIM3UPOBANHCE NpPHM HCNONB3OBAHHH OOpaslLOB MOYH, HE COAEpIKAILCH
ONMpeAcNAeMOro aHalHTa, a TakkKe colepxamieif NCHXOAKTHBHHIC BEILECTBA B
KOHLeHTpausK +50% or noporosoro 3HayeHHs. JIeCATH NOBTOPHBIX OMEITOB C
06pasioM NpoBOAHNIOCH Ha AieHb 0 M TPH MOBTOPHBIX ONETa ¢ 00pa3LOM B APyIHe
MOMEHTbl BpeMeHH. Pe3yibTaTsl paccMaTpHBAIMCh Yepe3 5 MHHYT OT Hayala
aHanH3a. TecTH BHIMONHMINCE B COOTBETCTBHH C MHCTPYKLMER IO IPHMEHEHHIO
MEAHLHHCKOTO H3AENMSI.

AHanmu3 cTabuIBHOCTH TECT-CUCTEM UM NTapaMeTpoB GanbCH(pHKaLIK MOYH
B PeaTbHOM BPEMEHH GBI MPOBEACH ¢ HCMO/B30BAHKUEM 00PasLIOB M3 TPEX PasHBIX
naprtuif (3 50TA) ANA KaXAOro BapHaHTa HCIONHEHMA. OTH oOpasusl GeuIH
MOMELIeHBI B HHKyGaTop IpH TeMnepaType, YCTaHOBIEHHO#H Ha 2-8 °C u 3043 °C, ¢
OTHOCHTENBHOH BIAXHOCTEIO 60%. CepHio TecTOB Ha CTAGMNBHOCTE NIPOBOAKIM Ha
0,3,6,9, 12, 15, 18, 21, 24 u 25 mecsupl. Kaxasie 25 npo§ GbUIH 3aKMIOYEHDI B
ORHH KOHTeHHep ¢ 7 r pnaronorioTHTent. Yacrora orGopa mpo6 coOTBETCTBYET
npotokony craGunsHocTH ASSURE. [IaTh MOBTOPHEIX ONBITOB ¢ 06pa3smom
NPOBOAMIHCEH HA AeHSH 0 M OZIHH MOBTOPHBIH ONMBIT ¢ 0O6PA3LIOM B APYTHE MOMEHTE
BpeMeHH. Pe3yabTar Onin oLieHEH B COOTBETCTBHH € LBETOBOH Tabnuuei (puc. 6)
He nosjHee, YeM Yepe3 5 MUHYT OT Havala aHalusa.

BuiBoa: Tecr-cuctema crabuisna npu remmneparype 2-30°C B Teuerme 24 Mecsles.
14.2. YcxopeHnas cTabuabHocTh

YckopeHHOe HccnenoBaHHe crabwisHOCTH TecT-cucreMbl HAPKOJIAB
6bUI0 POBEACHO ¢ KCIIONB30BAHHEM O0Pa3liOB U3 TpeX paslMUHBIX MapTHi (TpH
JI0Ta) JUISL KQXAOro BApHAHTA HCTIOTHEHHA. TecT-KOHTeHHEPh GhUTH MOMEIUEHb! B
MHKyOartop Npu TeMnepaTtype, yCTaHOBNeHHOH Ha 45°C mpM OTHOCHTENBHOMN
BiIXKHOCTH 60%. Cepuu HenbITaHHi Ha cTaOWIBHOCTH GBUTH pOBeaeHs! uepes 0,
7, 14, 21, 28, 35, 42, 56, 70, u 77 nueii. TecT-cHCTEMBI aHATH3HPOBANHCH NpPH
HCIIOJIB30BAHHH 00pa3LioB MOYH, He cofiepXKalliel HCCIe[yeMOro aHAMUTa, a Takke
coaepKalliel aHamuT B KOHLEHTpauuu +50% oT nmoporoBoro 3uaveHus. s

KaXaoro obpasia MpoBoaWIocsk 3 NOBTOPHAEIX TecTa. TecThl BHIMOMHIHCE B
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COOTBETCTBHH C mxcrpyxTueﬁ 10 NPHMEHEHHIO.

YCKOpEHHOEe HCCIeNOBaHHE CTAOMIBHOCTH TECT-CHCTEM AfAA OIpecNeHHs
napaMeTpos ¢anscHUKaUMH MOYH MPOBOJMWIOCH C HCIONB30OBaHHEM 00pasLioB
KOHTEHHEpOB M3 TpeX Ppa3sMYHEIX NMapthii (3 noTa) MMM KaKAOro BapHAHTA
HCTIONHEHUA. DTH 00pa3sisl NOMEIATHCh B TEPMOCTAT ¢ TeMmepatypoit 45°C mpu
OTHOCHTENbHOH BiaxHocTH 60%. Yepes 0, 7, 14, 21, 28, 35, 42, 56, 70 u 77 nueit
NPOBOJMUNACEH CepHs H3MEPEHHUH CTabHIBHOCTH NapaMeTpoB obpasuos. MsmMepenus
NpOBOJWIHCH C HCIONB30OBAHHEM CTAHAAPTHEIX pPacTBOPOB  KPEaTHHHHA,
OKCHAHTOB (THNOXJIODHTa HATPHA, INEPEeKUCH BOAOPOAA M  XJIOpXpoMara
MUPUMHUS), PACTBOPOB C H3BECTHBIMY 3Ha9eHUAMH pH M yaensHo#M naoTtHOCTH.

Jns nepBoHa4anpHOro HecheoBaHuA (AeHb 0) 6panoch 5 MoJocoK KKAOro
obpasiia, JUIa HCCIeAOBAHUH B MOCTEAYIOIIME AHH Gpanach 0fHa NOJOCKA.

IMomyyeHHBle  naHHBlE AETAIBHO NPUBEAEHH B  JOKYMEHTALMH
npou3BouTens «Order 06 uccne0BAHUH YCKOPEHHOM CTabHIBHOCTH)

BuBoa: Tect-cHcrema cTaGnibHa mpH TeMneparype 45°C B Tedenwne 77
auel. [loryyenHbie B xoae HCCAESHOBaHMA NaHHbiE ObUIM HaHeCeHHl Ha rpadHx
Appenuyca. Beulo omnpeneneHo, 9T0 CPOK TFOAHOCTH NPOAYKTA COCTABIAET
MHHHMYM 24 Mecsna oT AATH NPOM3BOACTBA.

14.3. CraGHnbHOCTD MOC/e BCKPLITHA YNAKOBKH

Hccnenosanne npoBogunoch Ha TpEX MapTHAX MEAHLHHCKOTO H3nenus (3
NoTa) AJIA  KAXJAOTO BAapHaHTa HCIOOMHEHHA. 3aleyaTaHHble [MaKeTH H3
AMOMHUHUEBOH (ONEIH BCKPHIBAIH H TECT-CHCTEMB! XPaHWIH TNPH TEMIEpaType
10£2°C 1 30£2°C.

Hccnenopanvie npoBOAMIM NMPH KaXKAOM TEMTIEPATYPHBIH PeXHME, MOMAPHO
KOMOUHMPYS €ro ¢ OTHOCHTebHOMH BNaxHOCTEIO 15% u 80%. Onenky npoBoanmu
uepe3 0, 1, 2, 3 1 4 yaca ¢ HCONB30BAHHEM MOYH, HE COAEPIKALLEH ONpeiesaeMbIX
AQHAJNIMTOB, B TAKXKE COACPKAINMX AHANUTHL B KOHUEHTpauuax +50% noporosoro
3HaUYeHuA. B KaXOeii MOMEHT BpeMEHM TEeCTHPOBaHHWE IMPOBOAMIOCE B 3
NOBTOpeHMAX M Kaxaoro oOpasua. McnmeiTaHus NPOBOAMIHCE COINACHO
HHCTPYKIIHH 10 IPHMEHEHHIO. Pe3ynbTaThl pacCMaTpHBANMCE MO HCTEYCHHH 5
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MHHYT.

Hccremopanne cTabMIBHOCTH TOCHE BCKPBITHR® ANS  [1apaMETPOB
damscuduxawu (pH, KpeaTHHHUH, yAeNBHAS IUIOTHOCTD, OKCHAAHTHI) IIPOBOAHIOCH
Ha oOpasnax Tpé€x maptumii (3 JoTa) MWIA KaXKOONO BAPHAHTA HCIIOMHEHMA.
Hccnenosanue npoBOMMiIM NpH KaXAOM TEMIEPATYpPHBI peXHMe, NOMAPHO
KOMOHHHPYS €ro ¢ OTHOCHTENLHOM BIaXHOCTEIO 15% 1 80%. Ouenxy mposomwH
yepes 0, 1, 2, 3 4 4 yaca ¢ HCMONB30BAHHEM CTAHAPTHBIX PacTBOPOB.

B xaxaeiii MOMEHT BpEMEHH TECTHPOBAaHHE TIPOBOAWIOCH B 3 TIOBTOPEHHAX
Ond Kaxgoro obpasua kaxgoro nora. HCneITaHMS NPOBOAMIKMCE COTJIACHO
HHCTPYKIMH TIO NPHMCHEHMIO. Pe3ynbTaThl paccMaTpHBANKCh HE HO3/HEE, YEM
yepes S MHHYT TIOCIe Havyasa aHalH3a.

[TomyueHHsle  HaHHBIE  JICTAALHO DNPHBEAGHEI B  AOKYMEHTaLlHM
npou3BoauTeNs «OT4eT 0 cTabMILHOCTH NOC/e BCKPBITHAY.

BeiBoa: npHeMIIeMble pe3yabTaThl aHANH3a GBUIH NPOAEMOHCTPHPOBAHE! BO
BCe MOMEHTHI BPEMEHHM /)11 BCEX TECT-KOHTEHHepoB, XpaHuBuXcsa mpy 10 °C u 30
°C mpu BnaxnocTH 15 % u 80 % B TeyeHHe YeTHIpEX YacOB IOC]E BCKPHITHA
ynakoBkH. Pexomenayercs npoBefeHMe TecTa B TE€YE€HHE OHOrO Yaca noche
BCKPHBITHA YIIAKOBKH.
14.4. CrabunbnocTb NPH TPAHCIIOPTHPOBAHHH

HccnenopaHue CTaOHNLHOCTH MEAHULIHHCKOro H3genus apH
TPAHCTIOPTHPOBaHHHM OBLTO TIPOBENEHO AU OLCHKH BIMAHHA SKCTPEMAIBHBIX
TEMIIEPATYp H BAaXHOCTH Ha paboOTOCNIOCOOHOCTh TECT-KOHTEHHEPOB B peXHUME
peaabHOr0 BPEMEHH MpH  MCHOJB30BaHHH CMOJEIMPOBAHHEIX  YC/IOBMI
TPaHCIOpTHpoBaHusa.  [IpoGneMa  TpPaHCHOPTHPOBAHHA  NpEMIIECTBOBANA
ONPENCICHHIO CpOKa TOJHOCTH B pEXHMe peansHoro BpeMeHH. [laHHoe
VCCICAOBaHUE TO3BONIMIO YCTAHOBHTB, YTO YCJIOBHS TPaHCIOPTHPOBAHHA He
CHMJKAIOT CPOK FOAHOCTH Habopa.

Ouenka cTabHIBHOCTA NMPOBOMIACE ¢ 00pa3lioM GHOMaTepHana YeloBeKa,
He COZepXKalllAM OnpefeNseMOro aHanuTa, H o0pasloM, COAEPKALIMM
onpeAeNIeMBbIA aHANMT B KOHLeHTpauuu +50% ot moporoBoro sHadenus. s
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NpOBEACHUA HUCMBITAHMA CTa0MIBHOCTH NpPH TPAHCIOPTHPOBAaHMH OBlNa
NOATOTOB/EHA JOCTaTOYHasA BhIOOpKa KaZ0ro BapHaHTa obGpasna Guomarepuana
(MouH, He coaepxalliell aHATUT ¥ MOYH, COAepXalleil onpeaenaeMblii aHANUT B
KoHueHTpauun +£50% or noporoBoro 3Hadenms). B xome uccnenoBaHud 6bund
MPOTECTHPOBaHbl TPH NapTHs HaGopos (3 NOTa) KAXKAOrO BapUAHTA HCIIOIHEHHS.
ITocne MonenupoBaHUA yCNOBHH TPaHCIIOPTHPOBAHHA HaGOPHI OBLTH pas/ieNIeHs! HA
ABe rpynmnsl: ofHa rpynna xpaHuaack npH 2-8 °C, apyraa npu 30£2 °C. Beumn
NpOBEICHH YETHIPE IPYNNbI CTPECC-TECTOB MPH 3KCTPEMANBHEIX TEMNEpaTypax,
BIIAKHOCTH MJH MNOHMXKEHHOM armocdepHOM JaBleHHH, 4TOOB MMHTHPOBATH
CYPOBEIE YCJIOBHA AOCTaBKH:

3 uUMKNa 3aMOPaKHBAHHA-PA3MOPAKHBAHHSA: BBHIMOJHAIMCH 3 LHKIA
3aMOPaKMBaHUA/OTTAMBAHMA, A TIPH TIOCIEAHEM OTTaUBaHHH 00Gpa3Libl TOMEMANH B
YCJIOBHS HOPMAJILHOH TEMIEPATyphl XpaHEHUA A0 KOHIIA HCCICAOBAHHA.

2 nua npu 55°C: uceneayemsie 06pasiibl MOMELIANH B YCIIOBHSA XpaHEHHS IIPH
TeMnepatype 55°C na 2 gua, a 3aTeM NepeHeCHM B MOMEILEHHE NMPH HOPMATBHOM
TEMIIEpaType XpaHeHHA KO KOHILa UCCIIeIOBAHHUA.

Huskas/Beicokas BnaxHOCTh: HccleAyeMble oOpasubsl NOMEand npy
HH3Ko#H (20 %) 1 BEIcOKO#H (80 %) BNaXXHOCTH COOTBETCTBEHHO HA 2 AHA, a 3aTeM
nepeMelllajii B YCNOBUA HODM&ILHOH TeMIepaTyphl XpaHEeHHsA [0 KOHIA
HCCNEeAOBaHUSA,

TloHwxeHHOE aTMOC(EpHOE JaBlIeHHe: HCCeAyeMble 00pasbl IOMECTHIIH B
Bakyym a0 yposHa 500 MTopp Ha 24 yaca, a 3aTeM TNepeHeCHM B YCIOBHA
HOpPMalbHOH TEMIEpaTyphl XpaHEHH A0 KOHIIA HCCIEAOBAHMA.

Pesynbrartsl uccnenoBanus puxcuporamuck B  u yepes 3, 6, 9, 12, 15, 18,
21, 24 n 27 mecaues. B xaxaeiii MOMEHT BpeMeHH (HKCALHH Pe3yILTATOB TECT-
CHCTEMBbl JOBOAMIM JO KOMHAaTHOH TeMnepaTypsl M MNPOBOAWIM OLEHKY
crabunsHocTH. OLeHKa cTabWIBHOCTH A KaxAoro obpasna mpoBOAMAACh B TPEX
noptopeHHsx. Ilpoueaypa TecTHpOBaHMA M MHTEPIPETAlMS PE3YNBTATOB
TIPOBO/IMIIACEH B COOTBETCTBHH C HHCTPYKLMEH MO NPUMEHEHHIO. B MMHTAHOHHBIX
YCIIOBHSIX TpPAHCNOPTHPOBaHMA TPH DapTHH O0pasuOB KaXJAOro BapHaHTa
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HCMIOMHCHUA MOKa3aia OXUAAaeMBle pe3yibTaThl, NPUBEACHHBIE B AOKYMEHTALIBH
npouspoauTens «Ortyer 00 mHccnenoBaHMM  CTAOHUIBHOCTH BO  BpeMs
TPAHCIIOPTHPOBAHUA.

BriBoa: nocine Bo3eiicTBUA CTPecC-yCIOBHIA Cpeibl JaHHEIE O CTa0UIBHOCTH
AOCTYINHEI AJIf OLEHKH B PEXHME PeanbHOro BpPeMEHHM B TedeHue 27 Mmecsues.
Ilpuemnemas TIPOH3BOAUTENBHOCTD MEIHIMHCKOrOo H3IEITHA 6bina
NpPOACMOHCTPHPOBAaHa BO BCEX TOYKAX BpeMEHH ANA HabopoB, XpaHUBLIMXCA TIPH
Temiieparype 2—8 °C unu 30 °C. D1H pe3ynbTaThl IOKa3bIBAIOT, YTO H3ACIAME BO BCEX
BAPUAHTaX HCMONHeHMS CTaOHIBHO B TeueHHe He MeHee 24 MeCALESB MpH

TeMneparype 2-30 °C nocne TpaHCIOPTHPOBAHHA.

15. INopaaok YTHAH3ALHH H YHHUTOXKEHHS TeCT-CHCTEMb]

TecT-cucTeMy, HEHCNONB3OBAHHYIO IOCNE BCKPHITHA WIM B CBA3H C
HapyLICHHEM LIEJOCTHOCTH MWHAMBHAyaNbHOH YNAaKOBKM, & TaKXe MNocie
HCMONB30BAHHS B YCIOBHAX BHE KIMHHYECKOH NaGopaTopHH 3aKPHITHIH KPILKOH
KOHTeHHEp H YNaKOBKY BHIOPOCHTE B MyCOPOCOOPHHK.

TecT-cucTeMy, HEHCNONB30BaHHYIO IOC/E BCKPHITHUA WIH B CBA3H C
HapyUleHHEM LeNIOCTHOCTH MHAMBHAYAILHOH YIAKOBKH, NPH NpoecCHOHATBHOM
NPEMEHEHHH B KIMHHYECKHX J1abopaTOpuAX NOMNEXUT YTHIM3ALMH Kak
MEeJMLIMHCKHE OTXOABI Knacca A.

ITpn npodeccHoHANLHOM IPUMEHEHHH B KIHHHYECKUX JIaGopaTopHaX nocre
NpPOBENIeHUS aHANH3a BCE KOMIOHEHTH TECT-CHCTEMBbl MOJIEXaT YTHIH3ALHMH B
cooTBeTCTBHH B coOTBeTCTBHH ¢ CanlluH 2.1.3684-21. Ucnonp3oBaHHBI# TecT-
KOHTeilHep OTHOCAT K Kjiaccy b - 3MHAEeMHONIOrHYeCKH ONacHBle OTXOABI, - H
TpeOyIOT COOTBETCTBYIOIMX Mep NPeAOCTOPOXKHOCTH NPU HX YTHAM3ALHH.

YmakoBka OTHOCHTCH K JNHAEMHOJIOTHYECKH Oe30macHEIM OTXOZaM,
NpUOIYDKEHHBIM 1O COCTABY K TBEPABIM OBITOBHIM OTXOZAM.

16. CBeaenns o pa3paGorunke H NPOH3IBOARTENE MEAHEKHHCKOrO H3JeIHS

Assure Tech. (Hangzhou) Co., Ltd.

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

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

Suryap Tek. (Xanwkoy) Ko. JIta., KHP

Agnpec: 310011 KHP, UxonzsaH, r. Xanwkoy, yauna I'onrnry, Moranmas
Poyn, 3panue 4, aom Ne 1418-50

TelL: +86-571-81022698, daxc: +86571-8886920, e-mail:
contact@diareagent.com)

17. Ynoanomouenuslii npeacTaBuTeNb NPpoH3BoauTe s B PD

O6mectso ¢ orpaaudeHHO otBercTBeHHOCTEIO «HAPKOJIAB», 000
«HAPKOJIAB», iopumuueckuit azmpec: 129515, r. Mocksa, yn. Akanemuka
Koponesa, mom 13, crtpoenue 1, oduc 831, caifr: narkolab.ru, e-mail
info@narkolab.ru; Ten.: +7(499) 758-44-44, UIHH 9717028246.

18. T'apanTniinbie ofg3aTenscrea

ITpoH3BOAHTENL rapAHTHPYET COOTBETCTBHE TECT-CHCTEMBI YCTAHORICHHBIM
TpeOoBaHMAM CTAHAAPTOB M JOKYMEHTALUHH npoussoautend. [Ipu cobmonenun
YCIIOBHI TpaHCIOPTHPOBAaHMS, XPAHEHWsS W JKCIUTyaTallMH, TEeCT-CHCTEMA
cTabuinbHA HAa MPOTAKEHHH BCEr0 CPOKa NOFHOCTH.

[apanTuiiHBIi CPOK TOJHOCTH TECT-CUCTeMBI — 24 MecdAlla € AaThl
MPOU3BOACTBA.

IlpereH3un, mnoxenaHHA MO BOMPOCaM KavdecTBA TECT-CHCTEMEl CIEOYET
HampaenaTe B ObmectBo ¢ orpaHuyeHHOH oTBeTcTBeHHOCTBIO «HAPKOQIJIABY,
000 «HAPKOJIAB», opunuqeckuii aapec: 129515, r. Mocksa, yi. AkageMHKa
Koponera, mom 13, crpoenne 1, oduc 831, caiir: narkolab.ru, e-mail
info@narkolab.ru; Ten.: +7(499) 758-44-44, IHH 9717028246.

19. Ilepeuens HOPMATHBHBIX AOKYMEHTOB
- ['OCT P UCO 18113-1-2015 — MeguuuHCKHe H3AEAHS IIA AUATHOCTHKH in
vitro. Uadopmaima, npenocrapnsemas H3roToButeneM (Mapkuposka). Yacte 1.

Tepmumzl, onpeaenenns u o6mue TpeboBaHNS;

77
& 000 LIMPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU



- ['OCT P UCO 18113-2015 — MeanuuHCKHE U3ESNHA IS AUATHOCTHKH HH
BuTpo. Mudopmaipms, npegocTapigeMas H3rotoBurelieM (Mapkuposka). Yactes 2.
PeareHTs! A AMarHOCTHKH HH BUTPO IS NPO()eCCHOHAIBHOIO NPUMEHEHHUS;

- I'OCT P UCO 23640-2015 — U3nenuss MeAMLMHCKHE AT JHATHOCTHKM in
vitro. OueHKa cTaGUIBHOCTH peareHTOB 19 AMarHOCTHKH in Vvitro;

-  TOCT P 51352-2013 — MeauuuHCKMe H3aenus s AHACHOCTHKH HH BHTPO.
MeToasl HCIBITaHMIL;

- I'OCT ISO 15223-1-2020 - VYcrpoiictBa MeauuuuHckue. CuUMBOIEL,
HCNIONIB3YEeMBIE Ha APJbIKAX MEAMLHHCKHX YCTPOHCTB INIPHM MAapKHUpOBKE M B
npeaoctasisiemMoit HHpopmauuy. Yacte 1. Obume TpeGoBaHus;

- ['OCT P EH 14254-2010 (pazgens! 4-8) — OnHopa3oBsie eMKOCTH A)ia cOopa
00pas3ioB y uenoBeka (KpoMe KpOBH).
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Hpunoxenne A. Ilepeuenb KOHTPOJABLHLIX MATEPHANIOB, NPHMEHIEMBIX AIH
BHEUIHEro KOHTPOJIA KAYe€CTBA NpoUeIyphl AHAIH3A ¢ NOMOLILIO TECT-

CHCTEMbI

- KoHnTponeHblii Matepran «AMderamuHa cyibdpaTr — aHaNTHTHYECKHIA
obpasen» 1 ammyna (1 M), maprus 011120, T'BY3 "MHITL] vapkonorun JI3M";

— Kontponpuuiit MmaTepuan «Ethyl-B-D-glucuronide» — 1 ammyna (1 mu), REF
FN12091902, I'BY3 "MHII| napkonoruu J3M";

- Kontponsusiii Marepuan «DOA MC I Control Set» — 4 ¢nakona (1o 5 mn),
REF 61732FD01, I'bY3 "MHIL] vapkonorun J[3M";

- KonrponsHsiit matepuan «DOA MC I Cal 1» — 1 dnakon (10 mn), REF
29216FD01, I'bY 3 "MHIIL] napxonoruu JI3M";

- Kontponnustit Matepuan «DOA MC I Cal 2» — 1 ¢nakon (10 mn), REF
29217FD01, I'bBY3 "MHITL{ napkonoruu J[3M";

- Kontponsssiii Matepuan «DOA MC I Cal 3» — 1 ¢naxon (10 mn), REF
29227FDO1, I'bY3 "MHIIL] napxonornu 3M";

- Kontpoasnsiit Mmarepuan «DOA MC 1 Cal 4» — | dnakon (10 M), REF
29232FD01, I'BY3 "MHIIL] napkonorau A3M";

- KonTtponpHsiii Matepuan «Cannabinoids 200 Calibrator» — 1 ¢nakos (5 mMn),
REF 58774FDO01, I'bY3 "MHIIL] napkosoruu JA3M";

- KoHTponbHsii MaTepuan «OKCHKOAOHA THAPOXIIOPHIY
- KonTponsrsrii Matepran «K3 AB-PINACA»
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1. Description of the medical device
1.1. Name of medical device

Test container for the detection of psychoactive substances and their
metabolites in urine by immunochromatographic method for in vitro diagnostics
("NARCOLARB test system"), in versions:

Version 1.

Test container for the determination of 10 types of psychoactive substances
and their metabolites with adulterated urine test strip for creatinine, pH, specific
gravity and a thermal strip for sample temperature control.

The composition includes:

— Disposable container with key and test strip for the determination of 10 types
of psychoactive substances and their metabolites: amphetamine, barbiturates,
benzodiazepines, cocaine, methamphetamine, methadone, opiates, phencyclidine,
synthetic cathinones, marijuana with adulteration control strip for creatinine, pH,
specific gravity and thermal strip for sample temperature control - 25 pieces

— Tamper-evident tape - 25 pieces.

~ Colour chart for determining adulteration - 1 pc.

— Instructions for use - 1pc.

Version 2.

Test container for the determination of 10 types of psychoactive substances
and their metabolites with adulterated urine test strip for creatinine, pH, oxidants
and a thermal strip for sample temperature control

The composition includes:

- Disposable container with key and test strip for the determination of 10 types
of psychoactive substances and their metabolites: amphetamine, barbiturates,
benzodiazepines, cocaine, methamphetamine, methadone, opiates,oxycodone,

synthetic cannabinoids (K3), marijuana with adulteration control strip for
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creatinine, pH, oxidants and thermal strip for sample temperature control - 25
pieces

— Tamper-evident tape - 25 pieces.

— Colour chart for determining adulteration - 1 pc.

— Instructions for use - lpc.

Version 3.

Test container for the determination of 12 types of psychoactive substances
and their metabolites with adulterated urine test strip for creatinine, pH, specific
gravity and a thermal strip for sample temperature control.

The composition includes:

- Disposable container with key and test strip for the determination of 12 types
of psychoactive substances and their metabolites: amphetamine, barbiturates,
benzodiazepines, cocaine, methamphetamine, methadone, opiates, phencyclidine,
synthetic cathinones, marijuana, ethylglucuronide,
methylenedioxymethamphetamine with adulteration control strip for creatinine,
pH, specific gravity and thermal strip for sample temperature control - 25 pieces

— Tamper-evident tape - 25 pieces.

— Colour chart for determining adulteration - 1 pc.

~ Instructions for use - 1pc.

1.2. Purpose of the medical device .

"The test container for detection of psychoactive substances and their
metabolites in urine by immunochromatographic method for in vitro diagnosis
("NARCOLAB test system"), in versions" (hereinafter referred to as the test
system) is intended for collection of biomaterial and simultaneous qualitative
determination of psychoactive substances and their metabolites in human urine as

well as for control of urine adulteration.
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Functional purpose is to screen for psychoactive substances. Screening

analysis of various psychoactive substances in urine ranges from simple

immunochromatographic tests to complex analytical procedures. The speed and

sensitivity of immunochromatographic tests ensure their widespread use in the

analysis of urine for various psychoactive substances. The test system is a device

for immunochromatographic analysis for the qualitative detection of substances,
without the need for additional devices. The threshold concentrations and analytes
for the psychoactive substances to be determined are given in Tables 1, 2 and 3.

Table 1. Threshold concentrations and calibrator for version 1

Threshold Detection
Paramete Parameter name Calibrator value limit* (ng/m1)
r (ng/ml)
AMP Amphetamine D-amphetamine 300 375
BAR Barbiturates Secobarbital 300 375
BZO Benzodiazines Oxazepam 100 125
COC Cocaine Benzoylecgonine 100 125
MET | Methamphetamine | Methamphetamine 300 375
MTD Methadone Methadone 300 375
OPI Opiates Morphine 1000 1250
THC Marijuana 11 nor-A9-THC-9- 25 31
COOH
PCP Phencyclidine Phencyclidine 25 31
MDPV Synthetic Methylenedioxypyrov 500 625
cathinones alerone
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Table 2. Threshold concentrations and calibrator for version 2
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Threshold Detection
Paramete | Parameter name Calibrator value | limit* (ng/ml)
r (ng/ml)
AMP Amphetamine D-amphetamine 500 625
BAR Barbiturates Secobarbital 300 375
BZO Benzodiazines Oxazepam 300 375
COC Cocaine Benzoylecgonine 150 188
OoXY Oxycodone Oxycodone 100 125
MET | Methamphetamine | Methamphetamine 500 625
MTD Methadone Methadone 300 375
OPI Opiates Morphine 300 375
K3 Synthetic AB- PINACA 20 25
cannabinoids
THC Marijuana 11 nor-A9-THC-9- 20 25
COOH
Table 3. Threshold concentrations and calibrator for version 3
Threshold Detection
Paramete | Parameter name Calibrator value | limit* (ng/mi)
r (ng/ml)
AMP Amphetamine D-amphetamine 300 375
BAR Barbiturates Secobarbital 300 375
BZO Benzodiazines Oxazepam 100 125
COC Cocaine Benzoylecgonine 100 125
MET | Methamphetamine | Methamphetamine 300 375
MTD Methadone Methadone 300 375
OPI Opiates Morphine 1000 1250
7




THC Marijuana 11 nor-A9-THC-9- 25 31
COOH
PCP Phencyclidine Phencyclidine 25 31
MDPV Synthetic Methylenedioxypyrova 500 625
cathinones lerone
ETG Ethylglucuronide Ethylglucuronide 500 625
MDMA | Methylenedioxym 3,4- 500 625
ethamphetamine | Methylenedioxymetha
mphetamine

*The threshold value (ng/ml)) is the concentration of an analyte at which
the test system can detect both positive and negative results.

The detection limit (ng/ml) is the concentration of an analyte at which the
test system detects a result as positive with a probability of 95% or higher.

The test system is an immunochromatographic rapid assay for the qualitative
preliminary detection of psychoactive substances, their metabolites and
combinations specified in Tables 1, 2 and 3 in 2 human urine sample. Each test
uses monoclonal antibodies to selectively detect elevated preparation levels in the
urine. At a concentration equal to or higher than the detection limit (threshold
value +25%), the test system detects a positive result in more than 95% of cases.
This analysis is recommended by the United States Substance Abuse and Mental
Health Services Administration (SAMHSA).

Specific pathology, condition or risk factor:

The test system is used for the medical examination of persons for suspected
substance use, pre-trip and post-trip examinations, admission to hospital and other
high-risk cases..

Type of sample to be analysed:

— freshly collected urine stored at 18 to 25°C for up to 4 hours;

~ urine stored in the refrigerator at 2 to 8°C for up to 48 hours;

— frozen urine stored at minus 20 to minus 30°C for up to 30 days.
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The test results are not influenced by population and demographic aspects of
the test system.

The test container is equipped with a test strip to detect sample adulteration
and a thermal strip to control the temperature of the sample.

Adulteration is the tampering with a urine sample in order to alter the test
results. The use of impurities can lead to false negatives in tests for psychoactive
substances, or interfere with the screening test, and/or destroy the psychoactive
substances present in the urine. Dilution can also be used to obtain false negative
results for substance tests.

One of the best ways to check for adulteration or dilution is to determine
certain urine characteristics such as creatinine, pH, oxidants, specific gravity and
sample temperature.

Creatinine (CRE): test for sample dilution. Creatinine is the metabolic
product of creatine as an amino acid. It is found in muscle tissue and is also present
in the urine. In an attempt to obtain false test results for the banned preparations,
the test subject may drink excessive amounts of water or use diuretics (diuretics),
such as herbal tea, to flush the preparation out of the body.

Creatinine determinations and specific gravity values are methods of testing
for dilution and attempted drug excretion are two of the most common methods
used to give false positive test results for the banned preparations. Low creatinine
levels and low specific gravity may indicate diluted urine. Lack of creatinine (<5
mg/dL) indicates that the sample is not human urine, or is highly diluted.

Specific gravity (SG): test for sample dilution. The normal value should be
between 1.003 and 1.030. Values outside this range may be the result of sample
dilution or adulteration.

pH: test for the presence of acidic or alkaline substances added to urine for
adulteration purposes. The normal pH level should be between 4.0 and 9.0. Values
outside this range may indicate an adulterated sample.

Oxidants (OXI): test for the presence of oxidising reagents such as bleach,

hydrogen peroxide, pyridinium chlorochromate. Oxidants are widely used
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substances for adulteration of urine samples. Oxidants should not be found in
normal human urine. Determination with a test strip of oxidant concentrations:

— Sodium hypochlorite > 100 ppm;

— pyridinium chlorochromate > 10 mg/dl;

- hydrogen peroxide > 20 ppm;

is not the norm and is seen as a fact of adulteration.

Sample temperature

The container is fitted with a thermal strip to determine the temperature of
the sample. The appearance of a green mark under a certain number (32 to 38)
indicates the temperature of the urine sample. The proper temperature range for the
sample is 32°C to 38°C.

1.3. Scope and potential users

Scope: Clinical laboratory diagnostics. The test container is intended to be
used in a hospital laboratory for the rapid detection of psychoactive substances and
their metabolites in human urine.

Potential user: a laboratory technician with a medical degree as well as a
laboratory technician with a specialized medical degree.

For in vitro diagnostics only.

The test container is intended for single use.

1.4. Indications and contraindications for use of the medical device

Indications: Detection of psychoactive substances and their metabolites in
human urine.

Version 1 is designed to detect 10 types of psychoactive substances and their
metabolites:  amphetamine,  barbiturates,  benzodiazepines,  cocaine,
methamphetamine, methadone, opiates, phencyclidine, synthetic cathinones,
marijuana as well as to control urine adulteration by basic parameters: sample
temperature, pH, creatinine, specific gravity.

Version 2 is designed to detect 10 types of psychoactive substances and their
metabolites: amphetamine,  barbiturates, = benzodiazepines,  cocaine,
methamphetamine, methadone, opiates, oxycodone, synthetic cannabinoids (K3),
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marijuana as well as to detect urine adulteration by basic parameters: sample
temperature, pH, creatinine oxidants.

Version 3 is designed to detect 12 types of psychoactive substances and their
metabolites: amphetamine, barbiturates, benzodiazepines, cocaine,
methamphetamine, methadone, opiates, marijuana, phencyclidine, synthetic
cathinones, ethyl glucuronide, methylenedioxymethamphetamine as well as to
control urine adulteration by basic parameters: sample temperature, pH, creatinine,
specific gravity.

Contraindications: No contraindications within the scope of the
manufacturer's prescription.

L.5. Diagnostic significance

The test container is used to detect psychoactive substances and their
metabolites in urine and can be used in investigations wherever a result of this test
is required.

This analysis provides only a preliminary analytical result. A more precise
alternative chemical method should be used to confirm the analytical result. Gas
chromatography with mass spectrometer (GC/MS) or liquid chromatography with
mass spectrometer (HPLC) are the preferred confirmatory methods.

The urine adulterant test strip is a semi-quantitative test based on colour
comparison to determine creatinine, oxidants, pH and specific gravity of human
urine. This test provides only preliminary data. A more precise alternative
chemical method must be used to obtain a validated analytical result. The results
should be sent to the laboratory for confirmation.

1.6. Description of target analytes
1.6.1. Amphetamine (AMP)

Amphetamines belong to the category of potent adrenomimetic drugs used
for therapeutic purposes. Amphetamines are chemically related to human natural
catecholamines: adrenaline and norepinephrine. High doses of amphetamine lead
to increased central nervous system stimulation and induce a state of euphoria and

heightened alertness, reduce appetite and cause a feeling of increased energy and
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strength. Cardiovascular reactions to amphetamines include increased blood
pressure and cardiac arthythmia. More acute reactions consist of anxiety disorders,
paranoia, hallucinations and psychotic behaviour. The effects of amphetamines last
for 2-4 hours after consumption, with a half-life of 4-24 hours. About 30% of
amphetamines are excreted unchanged in the urine with residues of hydroxylation
products and desamidised derivatives.

1.6.2. Barbiturates (BAR)

Barbiturates weaken the central nervous system. They are used
therapeutically as sedatives, hypnotics and anticonvulsants. Barbiturates are
usually taken orally as capsules or tablets. The effect is similar to that of alcohol
intoxication. Long-term use of barbiturates leads to immunological tolerance and
physical dependence. Rapid-acting barbiturates taken at 400 mg/day for 2-3
months form a clinically significant degree of physical dependence. Withdrawal
symptoms can be severe enough to be fatal. Very small amounts (less than 5%) of
barbiturates are excreted unchanged in the urine. The detection period for
barbiturates in urine is 4-7 days.

1.6.3. Benzodiazepines (BZ0)

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

Taking benzodiazepines regularly (e.g. daily) for several months increases
the risk of physical dependence, especially if large doses are taken. Abrupt
discontinuation can lead to symptoms such as sleep disorders, gastrointestinal
distress, impaired well-being, loss of appetite, sweating, shivering, weakness,
anxiety disorders and altered perception. Only tiny amounts of most
benzodiazepines (less than 1%) are excreted unchanged in the urine;
concentrations in the urine are formed by paired preparations. The detection period
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for benzodiazepines in urine is 3-7 days.
1.6.4. Cocaine (COC)

Cocaine is a potent central nervous system stimulant and local anaesthetic. It
initially causes excessive energy and agitation, gradually leading to tremor,
hypersensitivity and spasms. In large quantities, cocaine causes feverishness,
insensibility, difficulty breathing and loss of consciousness.

Cocaine is often taken on its own by inhaling through the nose, by
intravenous injections and by smoking pure cocaine. Rapidly excreted in the urine
as benzoylecgonine. Benzoylecgonine, 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 of cocaine exposure.

1.6.5. Oxycodone (OXY)

Oxycodone is a semi-synthetic opioid derived from thebaine. It is a
powerful pain reliever. The preparation has a destructive effect on the body.
Dependence on oxycodone develops rapidly. Very often heroin addicts use it under
the illusion that by using it they can get rid of their addiction, but instead of relief
they get a new addiction of the same strength and severity as the old one.

Once in the body, oxycodone targets opioid receptors that are located in
both the brain and spinal cord. This is followed by reactions that can not only
quench the pain but also produce a feeling of euphoria. Oxycodone can overdose if
used uncontrollably, it has a depressant effect on the respiratory centre and can be
fatal if not treated in time.

1.6.6. Methamphetamine (MET)

Methamphetamine is an addictive, stimulant drug that intensely excites
certain brain systems. Methamphetamine is chemically very similar to
amphetamine, but its effects on the central nervous system are much stronger.
Methamphetamine produced in illegal laboratories is highly addictive. The
preparation is taken orally, by injection or inhalation. High doses cause increased
central nervous system stimulation and induce a state of euphoria and heightened
alertness, reduce appetite and induce a feeling of increased energy and strength.
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Cardiovascular reactions to methamphetamine include increased blood pressure
and cardiac arrhythmia. More acute reactions consist of anxiety disorders,
paranoia, hallucinations, psychotic behaviour, depression and exhaustion.

The effects of methamphetamine last for 2-4 hours after consumption, with
a half-life of 9-24 hours. Methamphetamine is excreted in the urine as
amphetamine, oxidised and deamidised derivatives. However, 10-20% of
methamphetamine is excreted unchanged in the urine. Thus, the presence of the
parent compound in urine indicates the wuse of methamphetamine.
Methamphetamine can usually be detected in the urine within 3-5 days, depending
on the pH of the urine.

1.6.7. Methadone (MTD)

Methadone is a long-acting painkiller with an effect lasting from twelve to
forty-eight hours. Methadone relieves consumers from the strain of seeking illegal
heroin, the dangers of injecting and the mood swings caused by most opiates.
Prolonged use of high doses of methadone can lead to very long withdrawal.
Compared to other opiates, which require a withdrawal period of a week to ten
days, methadone users can go through a withdrawal period of five to six weeks.
1.6.8. Opiates (OPI)

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

Opioid analgesics make up a large group of substances that control pain by
inhibiting the central nervous system. Large doses of morphine can cause high
levels of tolerance and physical dependence and lead to addiction and abuse.
Morphine is excreted unmetabolised and is the main metabolic product of codeine
and heroin. Morphine can be detected in urine for several days after an opioid dose.
1.6.9. Synthetic cannabinoids (K3)

Synthetic cannabinoids are smoking mixtures sold as weed with the
chemical AB- PINACA on them. They have a psychoactive effect somewhat
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similar to that of marijuana, but with more severe psychopathological symptoms.
Like marijuana, K3 affects cannabinoid receptors. In acute intoxication with
cannabinoids, spatial perception and movement disorders may occur. The world is
perceived as unfamiliar, alienated, psychomotor agitation occurs, accompanied by
feelings of anxiety and fear. Along with JWH-073 and JWH-018, AB- PINACA is
one of the most common synthetic cannabinoids among new psychoactive
substances.

1.6.10. Marijuana (THC)

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

‘When smoked or taken orally it induces a state of euphoria. Consumers have
impaired memory and delayed comprehension. They may also experience short-
term mental confusion and fear. Prolonged use of large doses can lead to
behavioural disorders. The peak effect of marijuana smoking occurs after 20-30
minutes and lasts 90-120 minutes after smoking one cigarette. Elevated metabolic
levels in urine are observed over time of exposure and can be detected within 3-10
days of smoking. The main metabolite excreted in the urine is 11-nor- A9 -
tetrahydrocannabinol - 9-carboxylic acid (A9 - THC-COOH).

1.6.11. Synthetic cathinones (Methylenedioxypyrovalerone - MDPV)

Methylenedioxypyrovalerone is a cathinone-class psychostimulant that acts
as an inhibitor of noradrenaline dopamine reuptake. MDPV is not used for
medicinal purposes, but has been sold as a legal psychostimulant since 2007. It has
similar features to amphetamine and cocaine. Causes effects such as: palpitations,
increased blood pressure, vasoconstriction, sweating, restlessness, seemingly
decreased need for food and sleep. Tachycardia and hypertension last 3 to 4 hours,
mild stimulation lasts 6 to 8 hours. High doses can cause prolonged panic attacks,
psychosis, lack of sleep and hallucinations in people who cannot tolerate
stimulants. The detection period for MDPV in urine is 2-3 days.

1.6.12. Phencyclidine (PCP)
A preparation for general anaesthesia. It began to be used for pain relief in
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the middle of the last century, and at that time it was used exclusively for medical
purposes. Phencyclidine is currently listed as a psychoactive substance and belongs
to the group of dissociative anaesthetic hallucinogens. The effects of the drug can
be felt after half an hour or an hour if smoked, and afier a couple of minutes if
injected. The main effect of the drug on the addict's psyche is to develop a state
similar to that of heavy alcoholic intoxication combined with euphoria. But this
effect is only seen in small doses that are individual for each body. When the dose
is increased, the person feels negative emotions, detachment from the world, a
feeling of brokenness, sleepiness and apathy. On average, phencyclidine lasts up to
6-10 hours, but higher doses can lead to health problems for several weeks.

1.6.13. Ethylglucuronide (ETG)

Ethylglucuronide (ETG) is a minor non-oxidised metabolite of ethyl alcohol
formed in vivo by the conjugation of ethanol to glucuronic acid by UDF-
glucuronosyltransferase. ETG, which is a metabolic product of rapidiy metabolised
alcohol (ethanol) in the body, is excreted in the blood, hair and urine. An ETG
rapid test panel can detect ethylglucuronide in urine, which will confirm alcohol
consumption. The ETG metabolite stays in the body longer and therefore has a
longer detection time (8 to 80 hours). The ETG test can be used in alcohol
withdrawal or rehabilitation programmes.

1.6.14. Methylenedioxymethamphetamine (MDMA)

Methylenedioxymethamphetamine (Ecstasy) is a designer drug first
synthesised in 1914 by the German Pharmaceutical Company to treat 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, with increased
sensitivity to light, difficulty in focusing and blurred vision in some people who
use the substance. The mechanism of action of methylenedioxymethamphetamine
is considered to be through the release of Serotonin, a neurotransmitter.
Methylenedioxymethamphetamine can also release Dopamine, but the general
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consensus is that this is a minor effect of the drug (Nichols and Oberlender, 1990).
The most common effect of methylenedioxymethamphetamine, occurring in

almost all people who took a moderate dose of the drug, was jaw clenching.

2. Method principle

The test container for the detection of drug substances and their metabolites
in urine by immunochromatographic method works according to the principle of
one-step immunochemical analysis based on the principle of competitive binding.
Drug substances that can be detected in the urine sample compete with labelled
drug substances (drug-protein conjugate) pre-applied to the membranes of the test
strips in the area of each test strip for binding zones on specific antibodies.

During the test, a sample of urine is lifted upwards by capillary force. If the
concentration of the psychoactive substance in the urine sample is below the
threshold value, it does not saturate the binding sites of the specific antibody. The
antibody then reacts with the drug-protein conjugate and a coloured line appears in
the test area (T) of the strip for that psychoactive substance. The presence of a
psychoactive substance at a concentration equal to or higher than the threshold
value of determination leads to saturation of all antibody binding sites, and no
coloured line is formed in the test area.

A urine sample positive for the psychoactive substance does not form a
coloured line in the test area of the strip due to competition of the psychoactive
substance for binding sites, whereas a urine sample negative for the preparation
forms a line in the test area due to lack of competition. The coloured line is always
displayed in the control area, acting as an internal (procedural) control and
indicating that sufficient sample volume has been added and that the urine is
flowing evenly across the membrane.

The test container is also equipped with strips to detect sample adulteration.
The sample adulteration test is designed to detect tampering or any other
manipulation of a urine sample in order to alter the test results. The use of

extraneous substances for adulteration can lead to false negative test results for
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psychoactive substances and their metabolites in urine by influencing the testing

process and/or by diluting the psychoactive substances present in the urine.

3. Characteristics of a medical device
3.1. Specifications of the medical device
The test system is a container which has:

- Test material container with a nominal volume of 858 ml. Container
dimensions: height (84.2+1) mm, length (65+0.5) mm, width (62.6+0.5) mm. The
label on the container wall has 40ml and 60ml divisions, a minimum fill level mark
(dosing accuracy of £10% of the indicated volume) and a scale with a temperature
indication from 32 to 38°C;

- a cylinder with a nominal volume of 2+0.2 ml,

~  the panel built into the container, in version 1, contains 6 test strips: 5
for the detection of psychoactive substances and their metabolites and 1 for the
detection of adulterated urine. In version 2 and 3 the panel contains 7 test strips: 6
for the detection of psychoactive substances and their metabolites and 1 for the
detection of adulterated urine. Panel dimensions for test strips: height (54+0.5)
mm, width (48+0.5) mm;

- the swivel key té ensure that the test sample flows from the storage
tank into the tank. Key dimensions: height (32+0.5) mm, width (16+0.5) mm,
length (27£0.5) mm.

Types of test strips for the detection of psychoactive substances in version 1:
— Test strip for the detection of BAR/MDPV/MTD;
— Test strip for the detection of THC/COC/PCP;
— Test strip for the detection of AMP/BZO;
— Test strip for the detection of MET;
— Test strip for the detection of OPI.

Types of test strips for the detection of psychoactive substances in version 2:
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Test strip for the detection of BZO/AMP/MOR(OPI);
Test strip for the detection of BAR/MTD,;
Test strip for the detection of THC/COC,;

Test strip for the detection of K3;

Test strip for the detection of OXY;

Test strip for the detection of MET.

Types of test strips for the detection of psychoactive substances ii »  on 3:
Test strip for the detection of BAR/MDMA/MTD;

Test strip for the detection of BZO/AMP/OPI;

Test strip for the detection of COC/MET/THC,;

Test strip for the detection of PCP;

Test strip for the detection of MDPV;

Test strip for the detection of ETG.

The structure of the test strip for the detection of psychoactive substances
and their metabolites is shown in Figure 1.
“ A - Sample area substrate;
- B - Conjugate application area substrate;
- C - Nitrocellulose membrane;
- D - Absorbent plate;

- E - Lower substrate.

Figure 1—Structure of the test strip for the detection of psychoactive
substances and their metabolites
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The total mass of the product in versions 1 and 2 without packaging is
66+0.5 g, the mass of the test container in version 3 is 67+0.5 g.

3.2. Diagnostic sensitivity and specificity

Sample matching was performed on urine samples. All samples were
confirmed by gas chromatography-mass spectrometry (GC/MS) or high
performance liquid chromatography (HPLC). Samples were randomly selected and
analysed using a test system. The results were classified as positive or negative
after 5 minutes.

The test procedure was executed exactly according to the instructions
provided by Assure Tech (the manufacturer of this product). The collected clinical
samples were tested by rapid tests and then confirmed by GC/MS (Agilent 7890-
5975) or HPLC-MS (ABI / API 3200 Q TRAP LC / MS / MS). This type of test is
convenient and accessible.

The results are shown in Table 4.

Table 4. Diagnostic sensitivity and specificity

Version 1:
AMP300:
GC/MS
+ -
NARCOLAB test + 125 0
system - 5 130

Diagnostic sensitivity: 125/(125+5) = 96.1%
Diagnostic specificity: 130/(130+0) = 100 %
Diagnostic significance of the method: (125+130)/(125+5+0+130) = 98.1%
BAR300:
GC/MS

+ -

NARCOLAB test + 132 3
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system

3

162

Diagnostic sensitivity: 132/(132+3) =97.8%
Diagnostic specificity: 162/(162+3) =98.1 %

Diagnostic significance of the method: (132+162)/(132+3+3+162) =98 %

BZ0100:
GC/MS
+ -
NARCOLAB test + 47 1
system - 2 50

Diagnostic sensitivity: 47/(47+2) = 95.9%
Diagnostic specificity: 50/(50+1) =98 %

Diagnostic significance of the method: (47+50)/(47+2+1+50) =97 %

COC100:
GC/MS
+ -
NARCOLARB test + 165 5
system - 3 260

Diagnostic sensitivity: 165/(165+3) =98.2 %
Diagnostic specificity: 260/(260+5) =98.1 %
Diagnostic significance of the method: (165+260)/(165+3+5+260) = 98.2 %

MDPV 500:
GC/MS
+ -
NARCOLAB test + 85 0
system - 0 151

Diagnostic sensitivity: 85/(85+0) = 100 %
Diagnostic specificity: 151/(151+0) = 100 %

Diagnostic significance of the method: (85+151)/(85+0+0+151) = 100 %

MET300:

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

GC/MS

21




Diagnostic specificity: 64/(64+0) = 100 %
Diagnostic significance of the method: (61+64)/(61+2+0+64) =98.4 %

MTD300:
GC/MS
n -
NARCOLAB test + 99 0
system - 4 110

Diagnostic sensitivity: 99/(99+4) =96.1 %
Diagnostic specificity: 110/(110+0) = 100 %
Diagnostic significance of the method: (99+110)/(99+4+0+110) =98.1 %

OPI 1000:
GC/MS
I -
NARCOLAB test + 55 2
system - 2 48

Diagnostic sensitivity: 55/(55+2) = 96.5 %
Diagnostic specificity: 48/(48+2) = 96 %
Diagnostic significance of the method: (55+48)/(55+2+2+48) = 96.3 %

PCP 25:
HPLC
+ -
NARCOLAB test + 55 0
system - 0 168

Diagnostic sensitivity: 55/(55+0) = 100%
Diagnostic specificity: 168/(168+0) = 100 %

Diagnostic significance of the method: (55+168)/(55+0+0+168) = 100 %

22
& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Diagnostic sensitivity: 60/(60+2) = 96.8 %
Diagnostic specificity: 59/(59+1) =98.3 %
Diagnostic significance of the method: (60+59)/(60+2+1+59) = 97.5 %

Version 2:
AMP500:
GC/MS
+ -
NARCOLARB test + 116 0
system - 5 150

Diagnostic sensitivity: 116/(116+5) =95.9%
Diagnostic specificity: 150/(150+0) =100 %
Diagnostic significance of the method: (116+150)/(116+5+0+150) =98.1 %

BAR300:
GC/MS
+ -
NARCOLARB test + 132 3
system - 3 162

Diagnostic sensitivity: 132/(132+3) =97.8%
Diagnostic specificity: 162/(162+3) =98.1 %
Diagnostic significance of the method: (132+162)/(132+3+3+162) =98 %
BZ0300:
GC/MS
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+ -
NARCOLARB test + 41 4
system - 2 52

Diagnostic sensitivity: 41/(41+2) =95.3%
Diagnostic specificity: 52/(52+4)=92.9%
Diagnostic significance of the method: (41+52)/(41+2+4+52)=93.9 %

COC150:
GC/MS
+ -
NARCOLAB test + 53 2
system - 2 57

Diagnostic sensitivity: 53/(53+2) = 96.4 %
Diagnostic specificity: 57/(57+2) = 96.6 %
Diagnostic significance of the method: (53+57)/(53+2+2+57) = 96.5 %

0XY100:
GC/MS
+ -
NARCOLAB test + _ 49 0
system - 2 54

Diagnostic sensitivity: 49/(49+2) =96.1 %
Diagnostic specificity: 54/(54+0) = 100 %
Diagnostic significance of the method: (49+54)/(49+2+0+54) = 98.1 %

METS500:
GC/MS
+ -
NARCOLAB test + 63 0
system - 2 54

Diagnostic sensitivity: 63/(63+2) = 96.8 %
Diagnostic specificity: 54/(54+0) = 100 %
Diagnostic significance of the method: (64+54)/(63+2+0+54) =98.3 %
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MTD300:

GC/MS
+ -
NARCOLAB test + 99 0
system - 4 110

Diagnostic sensitivity: 99/(99+4) = 96.1 %
Diagnostic specificity: 110/(110+0) =100 %
Diagnostic significance of the method: (99+110)/(99+4+0+110) =98.1 %

OP1 300:
GC/MS
+ -
NARCOLAB test + 61 1
system - 2 47

Diagnostic sensitivity: 61/(61+2) =96.8 %
Diagnostic specificity: 47/(47+1) =97.9 %
Diagnostic significance of the method: (61+47)/(61+2+1+47)=97.3 %

K3 20:
GC/MS
+ -
NARCOLARB test + 46 1
system - 1 39

Diagnostic sensitivity: 46/(46+1) =97.9 %
Diagnostic specificity: 59/(59+1)=98.3 %
Diagnostic significance of the method: (46+59)/(46+1+1+59) =98.1 %

THC20:
GC/MS
+ -
NARCOLARB test + 60 1
system - 2 59

Diagnostic sensitivity: 60/(60+2) = 96.8 %
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Diagnostic specificity: 59/(59+1) = 98.3 %

Diagnostic significance of the method: (60+59)/(60+2+1+59) =97.5 %

Version 3:
AMP300:
GC/MS
+ -
NARCOLAB test + 125 0
system - 5 130

Diagnostic sensitivity: 125/(125+5) = 96.1%
Diagnostic specificity: 130/(130+0) = 100 %
Diagnostic significance of the method: (125+130)/(125+5+0+130) =98.1%

BAR300:
GC/MS
+ -
NARCOLAB test + 132 3
system - 3 162

Diagnostic sensitivity: 132/(132+3) =97.8%
Diagnostic specificity: 162/(162+3) =98.1 %

Diagnostic significance of the method: (132+162)/(132+3+3+162) =98 %

BZ.0100:
GC/MS
+ -
NARCOLARB test + 47 1
system - 2 50

Diagnostic sensitivity: 47/(47+2) = 95.9%
Diagnostic specificity: 50/(50+1) =98 %
Diagnostic significance of the method: (47+50)/(47+2+1+50) =97 %

COC100:
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NARCOLARB test

system

+

+

165

3

260

Diagnostic sensitivity: 165/(165+3) =98.2 %
Diagnostic specificity: 260/(260+5) = 98.1 %
Diagnostic significance of the method: (165+260)/(165+3+5+260) = 98.2 %

MDPYV 500:
GC/MS
+ -
NARCOLAB test + 85 0
system - 0 151

Diagnostic sensitivity: 85/(85+0) = 100 %
Diagnostic specificity: 151/(151+0) = 100 %
Diagnostic significance of the method: (85+151)/(85+0+0+151) =100 %

MET300:
GC/MS
+ -
NARCOLAB test + 61 0
system - 2 64

Diagnostic sensitivity: 61/(61+2) = 96.8 %
Diagnostic specificity: 64/(64+0) = 100 %
Diagnostic significance of the method: (61+64)/(61+2+0+64) = 98.4 %

MTD300:
GC/MS
+ -
NARCOLARB test + 99 0
system - 4 110

Diagnostic sensitivity: 99/(99+4) = 96.1 %
Diagnostic specificity: 110/(110+0) =100 %
Diagnostic significance of the method: (99+110)/(99+4+0+110)=98.1 %

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

27




Diagnostic sensitivity: 55/(55+2) = 96.5 %
Diagnostic specificity: 48/(48+2) =96 %
Diagnostic significance of the method: (55+48)/(55+2+2+48) = 96.3 %

PCP 25:
HPLC
+ -
NARCOLAB test + 55 0
system - 0 168

Diagnostic sensitivity: 55/(55+0) = 100%
Diagnostic specificity: 168/(168+0) = 100 %
Diagnostic significance of the method: (55+168)/(55+0+0+168) = 100 %

THC2S:
GC/MS
+ -
NARCOLAB test + 60 1
system - 2 59

Diagnostic sensitivity: 60/(60+2) = 96.8 %
Diagnostic specificity: 59/(59+1)=98.3 %
Diagnostic significance of the method: (60+59)/(60+2+1+59) = 97.5 %

ETGS00:

GC/MS

NARCOLAB test

+

50

10
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Diagnostic specificity: 55/(55+10) = 84.6%
Diagnostic significance of the method: (55+50)/(55+12+10+50) = 82.6%

MDMAS00:
GC/MS
NARCOLARB test + -
system + 85 0
- 0 151

Diagnostic sensitivity: 85/(85+0) = 100%
Diagnostic specificity: 151/(151+0) = 100%
Diagnostic significance of the method: (85+151)/(85+0+0+151) = 100%

Conclusion: Based on the results of the study, the diagnostic performance of

the test system has been determined. The diagnostic sensitivity and diagnostic

specificity of the tests is more than 90% for all of the stated analytes except

ethylglucuronide. The diagnostic performance in determining ethyl glucuronide is

over 80%.

3.3. Analytical sensitivity
The analytical sensitivity was determined by adding a control sample of the
analyte to a negative urine sample at +50% threshold +25% threshold and

threshold. Samples of the preparation were randomly selected and coded. The

results were confirmed by GC/MS. Each preparation sample was analysed 50 times

in accordance with the instructions for use of the drug. The analysis results shown

in Table 5 were considered after 5 minutes of adding the sample.

Table 5. Results of the analytical sensitivity study

Drug conc. n AMP 300 BAR 300 BZO 100 COC 100
Result - + - + - + - +
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Negative
sample

50

50 0

50 0

50

50 0

50%
threshold
value

50

50 0

50 0

50

50 0

75%
threshold
value

50

50 0

50 0

50

50 0

Threshold
value

50

20 30

11 39

12

38

23 27

125%
OPOroBOro
3HaYeHHA

50

50

150%
threshold
value

50

50

3Xthreshold
value

50

50

Drug conc.

MDPV 500

MET 300

MTD

300

OPI 1000

Result

- +

- +

- +

Negative
sample

50

50 0

50 0

50

50 0

50%
threshold
value

50

50 0

50 0

50

50 0

75%
threshold
value

50

50 0

50 0

50

50 0

Threshold
value

30

17 33

15 35

44

13 37

125%
MOPOTroOBOro
3HAYCHHUA

50

50

150%
threshold
value

50

50
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3Xthreshold

50 0 50 0 50 50 0 50
value
Drug conc. n PCP 25 THC 25
Result - + - +
Negative sample 50 50 0 50 0
50% threshold 50 50 0 50 0
value
75% threshold 50 50 0 50 0
value
Threshold value 50 9 41 11 39
125%
IIOpOTOBOrO 50 0 50 0 50
3HAYCHHSA
150% threshold
value 50 0 50 0 50
3Xthreshold 50 0 50 0 50
value
Version 2:
Drug conc. n AMP 500 BAR 300 BZO 300 COC 150
Result - + - + - + - +
Negative
sample 50 50 0 50 0 50 0 50 0
50%
threshold 50 50 0 50 0 50 0 50 0
value
75%
threshold 50 50 0 50 0 50 0 50 0
value
31
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Threshold
value

50

14

36

11

39

17

33

24

26

125%
NOpOroBoro
3HaYCHHUs

50

50

50

50

50

150%
threshold
value

50

50

50

50

50

3Xthreshold
value

50

50

50

50

50

Drug conc.

OXY 100

MET 500

MTD 300

OPI 300

Result

- +

- +

+

+

Negative
sample

50

50 0

50 0

50

50

50%
threshold
value

50

50 0

50 0

50

50

75%
threshold
value

50

50 0

50 0

50

50

Threshold
value

50

19 31

10 40

44

24

26

125%
Noporosoro
3HAUCHHSA

50

50

50

150%
threshold
value

50

50

50

3Xthreshold
value

50

50

50

Drug conc.

K320

THC 20

Result
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Negative

sample 50 50 0 50 0
50% threshold
value 50 50 0 50 0
75% threshold
value 50 50 0 50 0
Threshold value 50 16 34 11 39
125%
HOpPOrOBOro 50 0 50 0 50
3HAYCHHA
150% threshold
value 50 0 50 0 50
3Xthreshold
value 50 0 50 0 50
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Version 3:

Drugconc. | n AMP 300 BAR 300 BZO 100 COC 100
Result - + - + - + - +
Negative |55 | 55 | 50 0 | s0 0 s0 | o
sample
50%
threshold | 50 50 0 50 0 50 0 50 0
value
75%
threshold | 50 50 0 50 0 50 0 50 0
value
Threshold |, 20 30 1 39 12 38 23 27
value
125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HAYEHHUA
150%
threshold | 50 0 50 0 50 0 50 0 50
value
3Kthreshold | <, 0 50 0 50 0 50 0 50
value
Drugconc. | n | MDPV 500 MET 300 MTD 300 OPI 1000
Result - + - + - + - +
Negative | o | ¢, 0 50 0 50 0 50 0
sample
50%
threshold | 50 | 50 0 50 0 50 0 50 0
value
75%
threshold | 50 | 50 0 50 0 50 0 50 0
value
Threshold | o) |5 33 15 35 6 44 13 37
value
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125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HaYeHHs

150%
threshold 50 0 50 0 50 0 50 0 50
value

3Xthreshold

50 0 50 0 50 0 50 0 50
value

Drugconc. | n PCP 25 THC 25 MDMA 500 ETG 500

Result - + - + - + - +

Negative

50 | 50 0 50 0 50 0 50 0
sample

50%
threshold 50 50 0 50 0 50 0 50 0
value

75%
threshold 50 | 50 0 50 0 50 0 50 0
value

Threshold

50 9 41 11 39 13 37 19 31
value

125%
noporosoro | 50 0 50 0 50 0 50 0 50
3HaYeHHA

150%
threshold 50 0 50 0 50 0 50 0 50
value

3Xthreshold

50 0 50 0 50 0 50 0 50
value

Conclusion: Samples containing an analyte at a concentration below the
threshold concentration show a negative result, samples containing an analyte at a
concentration equal to the threshold concentration (cut-off) are defined as positive
or negative. All samples containing the preparation at a concentration at or above

the limit of detection (LoD) show a positive result. All samples not containing an
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analyte are defined as negative.
3.4. Analytical specificity
3.4.1. Interference

Interference of the Ketorolac preparation at a concentration of 5%10° ng/ml
was detected in the determination of ethyl glucuronide (ETG) and benzodiazepines
(BZO). Paracetamol preparation at a concentration of 3.3 x 10° ng/ml causes
interference in the determination of benzodiazepines (BZO) and ethylglucuronide
(ETG). Levofloxacin preparation at a concentration of 8.3 x 10° ng/ml cause
interference in the determination of benzodiazepines (BZO) and ethylglucuronide
(ETG).
3.4.2. Cross-reactivity

The aim of the study was to determine the cross-reactivity of the test with

substances in non-analyte urine. The following substances showed no cross-
reactivity when tested with the test system at a concentration of 100 pg/ml. Table 6
lists compounds that do not exhibit cross-reactivity.

Table 6. Compounds that do not show cross-reactivity

No. No. No.
Compound name Compound name Compound name
PP Pp- PP-
1 | (- Ephedrine (except | 15 | o1 heniramine 33 | Pheniramine
MET)
2 | (+)-Naproxen 18 | Creatine 34 | Phenothiazine
3 | (/) Ephedrine (except 19 | Dextromethorphan 35 | Procaine
MET)
s | & 20 | Dextrorfan tartrate 36 | Protonix
Dimethylaminoantipyrine
5 | Acetaminophen 21 | Dopamine 37 | Pseudoephedrine
6 | Acetone 22 | Erythromycin 38 | Quinidine
7 | Albumin 23 | Ethanol 39 | Ranitidine
8 | Amitriptyline 24 | Furosemide 40 | Sertralin
9 | Ampicillin 25 | Glucose 41 | Tyramine
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10 | Aspartame D 26 | Guaiacol glyceryl ether | 42 | Vitamin C (ascorbic acid)
11 | Aspirin 27 | Haemoglobin 43 | Trimepravne

12 | Benzocaine 28 | Ibuprofen 44 | Venlafaxine

13 | Bilirubin 29 | Imipramine 45 | Ibuprofen

14 | b-Phenylethylamine 30 | Isoproterenol

15 | Coffein 31 |Oxalic acid

16 fdhé%m“me (excluding | 35 | penicillin - G

The compounds listed in Table 7 relating to each analyte listed, respectively,

exhibit cross-reactivity towards it at the indicated concentration.
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Table 7. Compounds that show cross-reactivity

Version 1:
Components related to Amphetamine 20 ng/ml
D-Amphetamine 300
L-Amphetamine 50.000
Hemisulphate salt of mephentermine >100.000
3,4-methylenedioxyamphetamine (MDA) 625
Phentermine 625
Para-methoxyamphetamine (PMA) 625
Para-methoxymethamphetamine (PMMA) >100.000
Tyramine >100.000
Components related to Barbiturates 20
Secobarbital 300
Allobarbital 1.250
Alphenal 625
Amobarbital 625
Aprobarbital 188
Butabarbital 94
Butalbital 2.500
Butetal 200
Cyclopentobarbital 400
Pentobarbital 1.000
Phenobarbital 300
Components related to Benzodiazepines 100
Oxazepam 100
Alprazolam 42
Bromazepam 208
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Chlordiazepoxide 833
Clobazam 21
Clonazepam 833
Clorazepate 1.110
Desalcflurazepam 83
Diazepam 83
Estazolam 1.667
Phentanyl >100.000
Flunitrazepam 125
Flurazepam >100.000
Lorazepam 417
Lormetazepam 417
Medazepam >100.000
Midazolam >100.000
Nitrazepam 8.333
Norchloridiazepoxide 83
Nordiazepam 167
Prazepam >100.000
Temazepam 21
Triazolam 1.667
Components related to Cocaine 100

Benzoylecgonine 100
Components related to Synthetic cathinones 500

MDPV 500
Components related to Methamphetamine 300

D- Methamphetamine 300
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Chloroquin 7.500
Fenfluramine 12.500
1-Methamphetamine 10.000
Hemisulphate salt of mephentermine 31.250
Methyldiethylamine (MDEA) 50.000
Methylenedioxymethamphetamine (MDMA) 313
Polymethylmethacrylate (PMMA) 025
(-)-Ephedrine 2.000
Components related to Methadone 300

Methadone 300
(-)-alpha-metadol 2.000
Components related to Opiates 1000

Morphine 1.000
Acetylcodeine 1.000
Buprenorphine >10.000
Codeine 1.000
Diacetylmorphine (heroin) 3.000
Dihydrocodeine 1.000
Ethylmorphine 200
Hydromorphone 25.000
Hydrocodone 50.000
Merperidine >100.000
6-monoacetylmorphine (6-MAM) 3.000
Morphine-3-B-D-glucoronide 10.000
Nalorphine hydrochloride >100.000
Oxycodone >100.000
Oxymorphone >100.000
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Rifampicin >100.000

Tebain 50.000

Components related to Phencyclidine 25

Phencyclidine 25
Hydrocodone >100.000
Hydromorphone >100.000
4-hydroxyphencyclidine 75

Components related to Marijuana 25

11 nor-A9-THC-9-COOH 25

11 nor-A8-THC-9-COOH 15

A8 — Tetrahydrocannabinol 7.500

A9 — Tetrahydrocannabinol 7.500

Cannabinol 10.000
Version 2:

Components related to Amphetamine 500 ng/ml

D-Amphetamine 500

L-Amphetamine 50.000

3,4-methylenedioxyamphetamine (MDA) 625

Phentermine 1.250

Para-methoxyamphetamine (PMA) 625

Tyramine 100.000

Components related to Barbiturates 20

Secobarbital 300
Allobarbital 1.250
Alphenal 625
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Amobarbital 625
Aprobarbital 188
Butabarbital 94
Butalbital 2.500
Butetal 200
Cyclopentobarbital 400
Pentobarbital . 1.000
Phenobarbital 300
Components related to Benzodiazepines 300

Oxazepam 300
Alprazolam 125
Bromazepam 625
Chlordiazepoxide 2.500
Clobazam 63
Clonazepam 2.500
Clorazepate 3.330
Desalcflurazepam 250
Diazepam 250
Estazolam 5.000
Phentanyl >100.000
Flunitrazepam 375
Flurazepam >100.000
Lorazepam 1.250
Lormetazepam 1.250
Medazepam >100.000
Midazolam >100.000
Nitrazepam 25.000
Norchloridiazepoxide 250
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Nordiazepam 500
Prazepam >100.000
Temazepam 63
Triazolam 5000
Components related to Cocaine 150

Benzoylecgonine 150
Cocaine 125
Ecgonine 10.000
Ecgonine methyl ester >10.000
Components related to Oxycodone 100

Oxycodone 100
Hydrocodone 6.250
Hydromorphone 50.000
Naloxone 50.000
Oxymorphone 250
Components related to Methamphetamine 500

D- Methamphetamine 500
Chloroquin 12.500
Fenfluramine 12.500
I-Methamphetamine 3.125
Hemisulphate salt of mephentermine 25.000
Methyldiethylamine (MDEA) 12.500
Methylenedioxymethamphetamine (MDMA) 1.875
Polymethylmethacrylate (PMMA) 625
(-)-Ephedrine 2.000
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Components related to Methadone 300

Methadone 300
(-)-alpha-metadol 2.000
Components related to Opiates 300

Morphine 300
Acetylcodeine 150
Buprenorphine >10.000
Codeine 250
Diacetylmorphine (heroin) 250
Dihydrocodeine 586
Ethylmorphine 200
Hydromorphone 12.500
Hydrocodone 12.500
6-monoacetylmorphine (6-MAM) 250
Morphine-3-B-D-glucoronide 2.500
Nalorphine hydrochloride 25.000
Tebain 25.000
Components related to Synthetic cannabinoids 20

AB-PINACA 20
AB-PINACA-5-Pentanoic acid 20
AB-PINACA-5-hydroxypentyl 20
AB-FUBINACA 30
AB-PINACA-4-hydroxypentyl >10.000
UR-144-5-Pentanoic acid 5.000
UR-144 >10.000
UR-144-5-hydroxypentyl >10.000
UR-144-4-hydroxypentyl >10.000
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APINACA >10.000
APINACA-5-hydroxypentyl >10.000
ADB-PINACA N-(5-hydroxypentyl) 40
ADB-PINACA-Pentanoic acid 20
5-fluoro- AB-PINACA N-(4-hydroxypentyl) 40
Components related to Marijuana 20 ‘
11 nor-A9-THC-9-COOH 20
1 nor-A8-THC-9-COOH 15
A8 — Tetrahydrocannabinol 7.500
A9 — Tetrahydrocannabinol 7.500
Cannabinol 10.000
Version 3:
Components related to Amphetamine 20 ng/ml
D-Amphetamine 300
L-Amphetamine 50.000
Hemisulphate salt of mephentermine >100.000
3,4-methylenedioxyamphetamine (MDA) 625
Phentermine 625
Para-methoxyamphetamine (PMA) 625
Para-methoxymethamphetamine (PMMA) >100.000
Tyramine >100.000
Components related to Barbiturates 20
Secobarbital 300
Allobarbital 1.250
Alphenal 625
Amobearbital 625
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Aprobarbital 188
Butabarbital 94
Butalbital 2.500
Butetal 200
Cyclopentobarbital 400
Pentobarbital 1.000
Phenobarbital 300
Components related to Benzodiazepines 100

Oxazepam 100
Alprazolam 42
Bromazepam 208
Chlordiazepoxide 833
Clobazam 21
Clonazepam 833
Clorazepate 1.110
Desalcflurazepam 83
Diazepam 83
Estazolam 1.667
Phentanyl >100.000
Flunitrazepam 125
Flurazepam >100.000
Lorazepam 417
Lormetazepam 417
Medazepam >100.000
Midazolam >100.000
Nitrazepam 8.333
Norchloridiazepoxide 83
Nordiazepam 167
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O

Prazepam >100.000
Temazepam 21
Triazolam 1.667

Components related to Cocaine 100

Benzoylecgonine 100

Components related to Synthetic cathinones 500

MDPV 500

Components related to Methamphetamine 300

D- Methamphetamine 300
Chloroquin 7.500
Fenfluramine 12.500
I-Methamphetamine 10.000
Hemisulphate salt of mephentermine 31.250
Methyldiethylamine (MDEA) 50.000
Methylenedioxymethamphetamine (MDMA) 313
Polymethylmethacrylate (PMMA) 625
(-)-Ephedrine 2.000

Components related to Methadone 300

Methadone 300

(-)-alpha-metadol 2.000

Components related to Opiates 1000

Morphine 1.000
Acetylcodeine 1.000
Buprenorphine >10.000
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Codeine 1.000
Diacetylmorphine (heroin) 3.000
Dihydrocodeine 1.000
Ethylmorphine 200
Hydromorphone 25.000
Hydrocodone 50.000
Merperidine >100.000
6-monoacetylmorphine (6-MAM) 3.000
Morphine-3-B-D-glucoronide 10.000
Nalorphine hydrochloride >100.000
Oxycodone >100.000
Oxymorphone >100.000
Rifampicin >100.000
Tebain 50.000
Components related to Phencyclidine 25

Phencyclidine 25
Hydrocodone >100.000
Hydromorphone >100.000
4-hydroxyphencyclidine 75
Components related to Marijuana 25

11 nor-A9-THC-9-COOH 25

11 nor-A8-THC-9-COOH 15

A8 — Tetrahydrocannabinol 7.500

A9 — Tetrahydrocannabinol 7.500
Cannabinol 10.000
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Components related to Methylenedioxymethamphetamine 500

3,4-Methylenedioxymethamphetamine 500
D-amphetamine >100.000
I-Amphetamine >100.000
d-Methamphetamine >100.000
1-Methamphetamine >100.000
3,4- Methylenedioxyamphetamine 2.500
3,4- Methylenedioxyethylamphetamine 156
Paramethoxyamphetamine 50.000
Paramethoxymethamphetamine >100.000

Components related to Ethylglucuronide 500

Ethylglucuronide 500

Ethanol >100.000
D-Glucuronic acid >100.000
Morphine-3-B-D-glucuronide >100.000

Conclusion: The compounds listed in Table 6 showed no cross-reactivity
when tested with the test system at a concentration of 100 pg/ml. A number of
compounds listed in Table 7 exhibit cross-reactivity towards the test analytes at the
indicated concentration, which is a desirable property for psychoactive substance
testing techniques.

3.5. Repeatability

This study was conducted in 2 series per day and lasted 25 days for each
group of three batches. It was conducted by three specialists unaware of the sample
identification system. Each of the three operators analysed 2 aliquots of urine
samples with different concentrations of the psychoactive substance (2 series per
day). A total of 50 analyses were performed by each specialist for each
concentration. The results are shown in Table 8.

Version 1:

| Dug | n | AMP300 | BAR300 | BZO100 COC 100 |
49
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conc.

Result

Negative
sample

50

50 0

50 0

50 0

50 0

50%
threshold
value

50

50 0

50 0

50 0

50 0

75%
threshold
value

50

50 0

50 0

50 0

50 0

Threshold
value

50

20 30

11 39

12 38

23 27

125%
threshold
value

50

150%
threshold
value

50

3X
threshold

value

50

Drug conc.

MDPV 500

MET 300

MTD 300

OPI 1000

Result

- +

- +

- +

- +

Negative
sample

50

50 0

50 0

50 0

50 0

50%
threshold
value

50

50 0

50 0

50 0

50 0

75%
threshold
value

50

50 0

50 0

50 0

50 0

Threshold
value

50

17 33

15 35

13 37

125%
threshold
value

50
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150%
threshold | 50 50 0 50 50 0 50
value
3threshold | ¢, 50 o | s0 0| o | so
value
Drug conc. n PCP 25 THC 25
Resuit - + - +
Negative sample 50 50 0 50 0
50% threshold
value 50 50 0 50 0
75% threshold
value 50 50 0 50 0
Threshold value 50 9 41 11 39
125% threshold 50 0 50 0 50
value
150% vﬁnashold 50 0 50 0 50
e
3Xthreshold 50 0 50 0 50
value
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Version 2:

Drug conc. n AMP 500 BAR 300 BZ0O 300 COC 150

Result - + - + - + - +

Negative

50 50 0 50 0 50 0 50 0
sample

50%
threshold 50 50 0 50 0 50 0 50 0
value

75%
threshold 50 50 0 50 0 50 0 50 0
value

Threshold

50 14 36 11 39 17 33 24 26
value

125%
threshold 50 0 50 0 50 0 50 0 50
value

150%
threshold 50 0 50 0 50 0 50 0 50
value

3Xthreshold

50 0 50 0 50 0 50 0 50
value

Drug conc. n OXY 100 MET 500 MTD 300 OPI 300

Result - + - + - + - +

Negative

50 50 0 50 0 50 0 50 0
sample

50%
threshold 50 50 0 50 0 50 0 50 0
value

75%
threshold 50 50 0 50 0 50 0 50 0
value

Threshold

50 19 31 10 40 6 44 24 26
value
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125%
threshold 50 0 50 0 50 0 50
value
150%
threshold 50 0 50 0 50 0 50
value
3threshold | 5, 0 50 0 50 0 50
value
Drug conc. n K320 THC 20
Result - + -
Negative
sample 50 50 0 50
50% threshold 50 50 0 50
value
75% threshold 50 50 0 50
value
Threshold value 50 16 34 11 39
125% threshold 50 0 50 0 50
value
150% vgreshold 50 0 50 0 50
ue
3Xthreshold 50 0 50 0 50
value
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Version 3:

2;:‘5 n AMP 300 BAR 300 BZO 100 COC 100
Result - + - + - + - +
Negative | 5 | s 0 50 0 50 0 50 0
sample
50%
threshold | 50 50 0 50 0 50 0 50 0
value
75%
threshold | 50 50 0 50 0 50 0 50 0
value
Threshold | ¢ 20 30 11 39 12 38 23 27
value
125%
threshold | 50 0 50 0 50 0 50 0 50
value
150%
threshold | 50 0 50 0 50 0 50 0 50
value
3X
threshold | 50 0 50 0 50 0 50 0 50
value
Drugconc. | n | MDPV 500 MET 300 MTD 300 OPI 1000
Result - + - + - + - +
Negative | 5 | s 0 50 0 50 0 50 0
sample
50%
threshold | 50 | 50 0 50 0 50 0 50 0
value
75%
threshold 50 50 0 50 0 50 0 50 0
value
Threshold | 5 |, 33 15 35 6 44 13 37
value
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125%

threshold | 50 0 50 0 50 0 50 0 50
value

150%

threshold | 50 0 50 0 50 0 50 0 50
value
3Xthreshold | o | 50 0 50 0 50 | o 50
value

Drugconc. | n PCP 25 THC 25 MDMA 500 ETG 500
Result - + - + - + - +
Negative

sample 50 | 50 0 50 0 50 0 50 0
50%

threshold 50 50 0 50 0 50 0 50 0
value

75%
threshold | 50 | 50 0 50 0 50 0 50 0
value

Threshold

value 50 9 41 11 39 13 37 19 31

125%
threshold | 50 0 50 0 50 0 50 0 50
value

150% _
threshold | 50 0 50 0 50 0 50 0 50
value

3Xthreshold

50 0 50 0 50 0 50 0 50
value

Conclusion: The test container complies with the declared characteristics of

Repeatability.
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4. Precautions and biosafety data
4.1. Precautions

e For in vitro diagnosis only.

¢ Do not use test containers in case of:

- after the expiry date printed on the packaging;
- damage to the packaging;

¢ Do not re-use the test container.

e Avoid cross-contamination of samples by using a new test container for each
new sample.

¢ Read the instructions for use carefully before carrying out the test.

¢ The test container contains products of animal origin. A certificate of origin
and/or animal health status cannot fully guarantee the absence of infectious
pathogenic agents. It is therefore advisable to take the usual precautions (e.g. do
not swallow or inhale).

e Do not eat, drink or smoke in the area where samples and test containers are
stored. Established precautions should be observed throughout the procedure and
standard procedures should be followed for the correct disposal of the samples.
Wear protective clothing such as a lab coat, disposable gloves and eye protection
when analysing samples.

¢ Humidity and temperature can have an adverse effect on the results.

e Used sets must be disposed of in accordance with local regulations.

4.2 Biosafety data for users, patients and others

The test container contains materials of animal origin. The test containers are
made from animal materials, namely bovine serum albumin (BSA) fractions, goat
antibodies and mouse monoclonal antibodies. The materials are non-toxic, non-
poisonous and do not come into direct contact with the human body. The materials
are not a pharmacological substance or a medicinal preparation. The procedures for
processing, preservation, testing and handling of tissues, cells and substances of
animal origin are performed in such a way as to ensure the highest level of

biological safety for users, patients and others. Tissues, cells and biological
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substances of animal origin used in the manufacture of the test system are obtained
from animals that have been veterinarily inspected and supervised, taking into
account the intended use of these tissues.

Veterinary certificates are available for all materials of animal origin. All
antibodies and antigens in the test system have certificates of analysis (see risk
management file). The waste produced by the use of the test is classified as class B
according to Sanitary Standard 2.1.3684-21.

S. Preparing the device for use

The container is ready to use and requires no special preparation steps.

After opening the package, the test container must be used within 1 hour at a
room temperature of 18°C to 25°C and a relative humidity of no more than 80%.

6. Collection and storage of urine samples

Testing can be performed immediately after the sample has been collected.
Urine samples can be stored at 2-8°C for no more than 48 hours. For long-term
storage, urine samples should be frozen and stored at minus 20 to minus 30°C for
up to 30 days (as per Ministry of Health Order No. 40 of 27/01/2006). Frozen
samples must be brought to room temperature and mixed well before testing. Do
not leave urine samples prepared for analysis for more than 2 hours at room
temperature and more than 4 hours in the refrigerator.

Avoid freezing and thawing the samples repeatedly.

If samples need to be sent to a laboratory for further analysis, they should be
packed in accordance with all applicable regulations for the transport of biological
samples.

Samples for transport can be collected in a test container or additional clean,
dry biomaterial collection containers. Urine samples collected at any time of day
can be used. Centrifuge turbid samples for 10 min at 1500 g, filter through an ash-
free paper filter or allow to stand until clear supematant is obtained. The resulting
clear sample is pipetted into the test container in the required quantity. Only clear
samples should be used for testing.
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6.1. Methods of collecting biological material and precautions

The urine is collected under conditions that prevent the possibility of
substitution or adulteration of the biological object.

Urine is collected by the subject into a container not exceeding the 60 mi
mark, but above the filling level marked as "minimum level" on the test container
label. The subject hands the container to the medical staff, then the container is
closed with the lid.

The test system contains no parts that come into contact with unprotected
body surfaces. Biomaterial should be collected without direct contact with
unprotected areas of the body.

The biomaterial is taken with gloves on.

7. Equipment and materials not included in the test set, but required for the
analysis
- A container for the collection, storage and transport of urine, duly registered;
- astopwatch or timer;
— laboratory centrifuge (centrifugal force is 1500g);
- an ash-free paper filter;
— Medical non-sterile gloves;
— Aseptic wipes (if necessary);
- arefrigerator with a temperature between 2 and 8 °C;
— a freezer compartment with a temperature between minus 20 °C and minus 30
°C:
- pipette for transferring liquids.
8. Methodology for analysis
In order to obtain reliable results, the Instructions for Use of the test system
must be strictly adhered to.
Before use, check the integrity of the test system package by visual
inspection.

Do not use the product if the packaging is damaged or poorly sealed.
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The test container, if stored between 2 and 8°C, must be kept at room
temperature between 18 and 25°C for at least 10 minutes before analysis. The test
container, if stored between 8°C and 18°C, must be kept at room temperature
between 18°C and 25°C for at least 5 minutes before analysis. If the test container
is stored at a temperature between 25 and 30 °C, the test can be started
immediately.

The test container can be used to collect biomaterial. A duly registered urine
collection and transport container other than the one supplied can also be used (see
point 7 of these instructions for use).

Open the individual packaging of the test system shortly before the test.

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

After opening the individual sealed package the test system has to be
analysed within 1 hour at the room temperature of 18°C to 25°C and humidity of
no more than 80%.

After the subject has provided the urine sample, check the lid for leaks and
seal it with test tape. The volume of the urine sample provided must reach the
minimum fill level mark.

Check the temperature indicator strip. The appearance of a green colour
indicates the temperature of the urine sample. The temperature of the sample is
assessed no later than 2 minutes after the start of analysis. The proper temperature
range for a unadulterated sample is 32-38°C. Temperature monitoring only applies
to freshly collected urine samples and takes place immediately after the patient has
submitted the biomaterial.

Take the key out of the cover, insert it into the hole, turn it 180° in the
direction of the arrow and time the start of analysis (figure 2).

Remove the label from the test result panel.

For tests for adulteration, visually compare the colour of the indicator strip
with the colour chart for interpreting the results of the adulteration test (figure 6).
Do not interpret the results later than 5 minutes. If the test shows an aduiterated

59
& 000 LIMPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU



urine sample, it is recommended not to assess the content of psychoactive

Lid - ®
- EEECD

substances and their metabolites, but to repeat the test with a different test
container or to repeat the urine collection.

The test results for psychoactive substances and their metabolites are
determined by the presence or absence of a coloured line/lines in the result area.
The result must be determined within 5 minutes of the start of the analysis.

Positive test results must be confirmed by another test method. This involves
sending a test container with a urine sample to a toxicology laboratory to confirm
the results.

Figure 2— Conducting an analysis

9. Interpretation of results
9.1. Results of tests to detect psychoactive substances

A positive result (figure 3): only one coloured strip appears in the control
area (C). No visible colour strip in the test area (T).

Negative result (figure 4): one or more coloured stripes appear on the
membrane. One strip appears in the control area (C) and another and/or a third
appears in the test area (T).

Invalid result (figure 5): no control strip is displayed. The results of any test
which does not yield a reference strip within the specified reading time must be
rejected. Please review the procedure and repeat the test with a new test system. If
the problem persists, stop using the test system immediately and contact the
manufacturer's authorised representative in the RF.
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Figure 3 - Positive result Figure 4 - Negative result  Figure 5 - Invalid result

NOTE:

The colour intensity in the test area (T) may vary depending on the
concentration of the analytes present in the sample. Any shade of colour in the test
area should therefore be considered negative.

Insufficient sample volume, non-compliance with methodology or expired

test system are the most likely causes of a missing test strip.

9.2. Results of a test to establish adulteration

To interpret the results, use the colour chart (Figure 6) included in the test
system.

NOTE: The adulterant detection test strips (urine) are designed to identify
samples with abnormalities in basic parameters: specific gravity, creatinine, pH,
oxidants.

Temperature: The temperature of the sample is determined by the thermal
strip on the container. The appearance of a green marker below a specific
temperature number (between 32 and 38) indicates this temperature value. The
temperature of the sample is assessed no later than 2 minutes after the start of
analysis.

Specific gravity: Elevated levels of protein in urine can lead to abnormally

high specific gravity values.
Creatinine: The normal level of creatinine is between 20 and 350 mg/di. In
rare cases, in certain kidney diseases, its amount may be reduced.

pH: Normal pH levels should be between 4.0 and 9.0.
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Oxidants: normal human urine should not contain oxidants such as bleach,
hydrogen peroxide or pyridinium chlorochromate. The presence of high levels of

antioxidants, such as ascorbic acid, in a sample can lead to false-negative results.

Deviation from

Indicators Normal Range the Rated Value
Oxidants |:| ﬂ
Creatinine .
100 mgdl 20 mgdl Omgdl 10mgdl
o = 4 9494
4.0 7.0 9,0 20 30 IOfi 120 220
Specific Density ﬂ ﬂ FI ﬂ
1.003 200S IMM5 1025 1000 1,035

Figure 6“ Colour table for interpreting adulteration test results (oxidants,

creatinine, pH, specific gravity)

10. Quality Control

The test system provides internal control of the assay procedure with a
different antigen/antibody response in the control area (C) on each strip. This
control line should always appear regardless of the presence or absence of the
psychoactive substance or its metabolite in the sample. If the control line does not
appear, the test system should be discarded. The presence of this control strip in
the control area serves to confirm sufficient sample volume, the correct technique
for the analysis procedures and to verify that optimum chromatographic conditions
have been achieved.

It is possible to use external control materials to ensure proper operation of
the test system. Samples of test materials are commercially available. When
performing quality control by means of external control material, the analysis

procedure of point 8 of these instructions for use shall be followed. If the reference
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values do not fall within the set limits, then the analysis results are invalid. A list of
checklists can be found in Appendix A.
11. Limitations of the test system

The test system is designed for in vitro laboratory diagnosis and should only
be used for the qualitative determination of psychoactive substances.

The test system is designed to perform the test using human urine only.

The test system is intended for single use only.

A positive result on either test only indicates the presence of a psychoactive
substance/metabolite and does not establish the degree of intoxication.

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

If a psychoactive substance/metabolite is detected in a urine sample, the test
will not show the frequency of use of these substances, the effect of food and
medication intake on the test result.
12. Supply package

Test container for the detection of psychoactive substances and their
metabolites in urine by immunochromatographic method for in vitro diagnosis
("NARCOLAB test system"), in versions:

Version 1.

Test container for the determination of 10 types of psychoactive substances
and their metabolites with adulterated urine test strip for creatinine, pH, specific
gravity and a thermal strip for sample temperature control.

The composition includes:

— Disposable container with key and test strip for the determination of 10 types
of psychoactive substances and their metabolites: amphetamine, barbiturates,
benzodiazepines, cocaine, methamphetamine, methadone, opiates, phencyclidine,
synthetic cathinones, marijuana with adulteration control strip for creatinine, pH,
specific gravity and thermal strip for sample temperature control - 25 pieces

— Tamper-evident tape - 25 pieces.

63
& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




— Colour chart for determining adulteration - 1 pc.
— Instructions for use - 1pc.

Version 2.

Test container for the determination of 10 types of psychoactive substances
and their metabolites with adulterated urine test strip for creatinine, pH, oxidants
and a thermal strip for sample temperature control

The composition includes:

— Disposable container with key and test strip for the determination of 10 types
of psychoactive substances and their metabolites: amphetamine, barbiturates,
benzodiazepines, cocaine, methamphetamine, methadone, opiates,oxycodone,
synthetic cannabinoids (K3), marijuana with adulteration control strip for
creatinine, pH, oxidants and thermal strip for sample temperature control - 25
pieces

- Tamper-evident tape - 25 pieces.

— Colour chart for determining adulteration - 1 pc.

— Instructions for use - 1pc.

Version 3.

Test container for the determination of 12 types of psychoactive substances
and their metabolites with adulterated urine test strip for creatinine, pH, specific
gravity and a thermal strip for sample temperature control.

The composition includes:

— Disposable container with key and test strip for the determination of 12 types
of psychoactive substances and their metabolites: amphetamine, barbiturates,
benzodiazepines, cocaine, methamphetamine, methadone, opiates, phencyclidine,
synthetic cathinones, marijuana, ethylglucuronide,
methylenedioxymethamphetamine with adulteration control strip for creatinine,
pH, specific gravity and thermal strip for sample temperature control - 25 pieces
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~ Tamper-evident tape - 25 pieces.
~ Colour chart for determining adulteration - 1 pc.
— Instructions for use - 1pc.

13. Conditions of use, storage and transport

13.1. Operating conditions

After opening the package, the test system should be used within 1 hour at a
room temperature of 18°C to 25°C and a relative humidity of no more than 80%.

The test system, if stored between 2 and 8°C, must be kept at room
temperature between 18 and 25°C for at least 10 minutes before analysis.

In order to obtain reliable results, the Instructions for Use must be strictly
adhered to.

13.2. Storage conditions

The test system should be stored in the manufacturer's packaging at 2 to
30°C and humidity not exceeding 60% until the expiry date stated on the
packaging.

Do not freeze. The product is moisture-sensitive and must be used
immediately after opening. Any test in an incorrectly sealed package should be
discarded.

13.3. Transport conditions

Transport the test system by all means of covered transport in accordance
with the transport regulations applicable to the particular means of transport.
Transport at a temperature between 2 °C and 30 °C.

Handle with care and avoid excessive pressure on the packaging during
transport and storage

Items that have not been transported in the correct temperature range must

not be used.
Symbols used in marking are shown in Appendix B.
14. Shelf life and stability
The system has a shelf life of 24 months from the manufacture date.
Stability tests have shown that the test system is stable for 24 months if

properly stored in sealed aluminium foil packaging with moisture absorbers.
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Based on the stability of the MD after opening, a test is recommended within
1 hour of opening the package.

14.1. Real-time stability

A real-time stability analysis of the test containers was conducted using
samples from three different batches (3 lots) for each version. These samples were
placed in an incubator at a temperature set at 2-8°C and 30+3°C and a relative
humidity of 60%. Stability test series were performed after 0, 3, 6, 9, 12, 15, 18,
21, 24 and 27 months. Test containers were analysed using urine samples
containing no detectable analyte as well as those containing psychoactive
substances at a concentration of +50% of the threshold value. Ten repeated
experiments with the sample were held on day 0 and three repeated experiments
with the sample at other times. The results were reviewed after 5 minutes of
analysis. The tests were conducted in accordance with the instructions for use for
the medical device.

Stability analysis of the test systems for real-time urine adulteration
parameters was performed using samples from three different batches (3 lots) for
each version. These samples were placed in an incubator at a temperature set at 2-
8°C and 30+3°C and a relative humidity of 60%. A series of stability tests were
performed at 0, 3, 6, 9, 12, 15, 18, 21, 24 and 25 months. Eacﬁ 25 samples were
enclosed in one container with 7g of desiccant. The sampling frequency follows
the ASSURE stability protocol. Five repeat sample experiments were held on day 0
and one repeat sample experiment at other times. The result was assessed
according to a colour table (Fig. 6)
no later than 5 minutes from the start of the analysis.

Conclusion: The test system is stable at 2-30°C for 24 months.

14.2. Accelerated stability

An accelerated stability study of the NARCOLAB test system was
conducted using samples from three different batches (three lots) for each version.
The test containers were placed in an incubator at a temperature set at 45°C with a
relative humidity of 60%. Stability test series were held after 0, 7, 14, 21, 28, 35,

42, 56, 70, and 77 days. The test systems were analysed using urine samples
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containing no analyte of interest as well as those containing an analyte at a
concentration of £50% of the threshold value. Three repeated tests were carried out
for each sample. The tests were performed in accordance with the instructions for
use.

An accelerated stability study of the urine adulteration test systems was
conducted using container samples from three different batches (3 lots) for each
version. These samples were placed in a thermostat with a temperature of 45°C and
a relative humidity of 60%. After 0, 7, 14, 21, 28, 35, 42, 56, 70 and 77 days a
series of stability measurements were carried out on the samples. Measurements
were made using standard solutions of creatinine, oxidants (sodium hypochlorite,
hydrogen peroxide and pyridinium chlorochromate), solutions with known pH and
specific gravity values.

Five strips of each sample were taken for the initial examination (day 0) and
one strip was taken for the following days.

The data obtained are presented in detail in the manufacturer's
documentation "Accelerated Stability Study Report".

Conclusion: The test system is stable at 45 °C for 77 days. The data from
the study were plotted on an Arrhenius graph. The product has been determined to
have a minimum shelf life of 24 months from the manufacture date.

14.3. Stability after opening the packaging

The study was conducted on three batches of a medical device (3 lots) for
each version. Sealed éluminium foil bags were opened and the test sets were stored
at 10+2°C and 30+2°C.

The study was performed at each temperature regime, in pairs, combining it
with relative humidity of 15% and 80%. Evaluation was done after 0, 1, 2, 3 and 4
hours using urine containing no detectable analytes as well as those containing
analytes at concentrations of +50% of the threshold. At each point in time, testing
was performed in 3 repetitions for each sample. The tests were carried out
according to the instructions for use. The results were examined after 5 minutes.

A post-opening stability study for adulteration parameters (pH, creatinine,
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specific gravity, oxidants) was carried out on samples of three batches (3 lots) for
each version. The study was performed at each temperature regime, in pairs,
combining it with relative humidity of 15% and 80%. Evaluation was done after 0,
1, 2, 3 and 4 hours using standard solutions.

At each point in time, testing was performed in 3 repetitions for each sample
of each lot. The tests were carried out according to the instructions for use. The
results were reviewed no later than 5 minutes after the start of the analysis.

The data obtained are detailed in the manufacturer's documentation "Post-
opening stability report"”.

Conclusion: Acceptable test results were demonstrated at all time points for
all test containers stored at 10 °C and 30 °C at 15 % and 80 % humidity for four
hours after opening the package. It is recommended that the test be carried out
within one hour of opening the package.

14.4. Stability during transport

A study of medical device stability during transport was conducted to assess
the effects of extreme temperature and humidity on the real-time performance of
the test containers using simulated transport conditions. The problem of transport
preceded the real-time determination of shelf life. This study found that the
transport conditions do not reduce the shelf life of the set.

Stability was assessed with a human biomaterial sample containing no
detectable analyte and a sample containing a detectable analyte at a concentration
of £50% of the threshold value. A sufficient sample of each biomaterial sample
variant (urine containing no analyte and urine containing a detectable analyte at a
concentration of £50% of the threshold) was prepared for the transport stability
tests. Three batches of sets (3 lots) of each design were tested in the study. After
simulating the transport conditions, the sets were divided into two groups: one
group was stored at 2-8 °C, the other at 30+2 °C. Four groups of stress tests under
extreme temperatures, humidity or reduced atmospheric pressure were carried out
to simulate harsh delivery conditions:

3 freeze-thaw cycles: 3 freeze-thaw cycles were performed and at the last
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thaw the samples were placed at normal storage temperature until the end of the
study.

2 days at 55°C: the test samples were placed in storage conditions at 55°C
for 2 days and then transferred to a room at normal storage temperature until the
end of the test.

Low/High Humidity: the test samples were placed at low (20%) and high
(80%) humidity respectively for 2 days and then moved to normal storage
temperature until the end of the test.

Reduced atmospheric pressure: The test samples were placed in a vacuum to
500 mTorr for 24 hours and then transferred to normal storage conditions until the
end of the study.

The results were recorded at 0 and after 3, 6, 9, 12, 15, 18, 21, 24 and 27
months. At each time of recording the results, the test system was brought to room
temperature and the stability was assessed. Stability assessment for each sample
was carried out in three repetitions. The test procedure and interpretation of the
results were conducted in accordance with the instructions for use. Under
simulated transport conditions, three batches of samples of each design showed the
expected results given in the manufacturer's documentation "Report on stability
study during transport”.

Conclusion: after exposure to stressful environmental conditions, stability
data are available for real-time evaluation for 27 months. Acceptable medical
product performance was demonstrated at all time points for sets stored at 2-8 °C or
30 °C. These results show that the product in all versions is stable for at least 24
months at 2-30 °C after transport.

15. Disposal and destruction of the test system

The test system, unused after opening or due to tampering with the
individual packaging, or after use in an environment outside the clinical laboratory,
the sealed container and packaging must be disposed of in a waste bin.

The test system, unused after opening or tampering with the individual
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packaging, must be disposed of as Class A medical waste when professionally used
in clinical laboratories.

For professional use in clinical laboratories, all test system components must
be disposed of after analysis in accordance with the Sanitary Regulations 2.1.3684-
21. The used test container is classified as class B - epidemiologically hazardous
waste - and requires appropriate precautions for its disposal.

Packaging is classified as epidemiologically safe waste, approximating in
composition to municipal solid waste.

16. Information on the developer and manufacturer of the medical device

Assure Tech. (Hangzhou) Co., Ltd.

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

phone: +86-571-81022698, fax: +86571-8886920, email:
contact@diareagent.com
17. Manufacturer's authorised representative in the Russian Federation

Limited Liability Company "NARCOLAB", OO0 "NARCOLAB", legal
address: 129515, Moscow, Akademika Koroleva Street, 13, building 1, office 831,
website: narkolab.ru, email info@narkolab.ru; phone: +7(499) 758-44-44, INN
9717028246.

18. Warranty obligations

The manufacturer guarantees the compliance of the test system with the
specified requirements of the standards and manufacturer's documentation. The test
system is stable throughout its shelf life if the conditions for transport, storage and
use are observed. :

The warranty period for the test system is 24 months from the manufacture
date.

Complaints, feedback on the quality of the test system should be addressed
to Limited Liability Company "NARCOLAB", OO0 "NARCOLAB", legal
address: 129515, Moscow, Akademika Koroleva Street, 13, building 1, office 831,
website: narkolab.ru, email info@narkolab.ru; phone: +7(499) 758-44-44, INN
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9717028246.

19. List of normative documents

—  GOST R ISO 18113-1-2015 - Medical devices for in vitro diagnosis .
Information provided by the manufacturer (labelling). Part 1. Terms, definitions
and general requirements;

- GOST R ISO 18113-2015 - Medical devices for in vitro diagnosis.
Information provided by the manufacturer (labelling). Part 2. In vitro diagnosis
reagents for professional use;

—  GOST R ISO 23640-2015 - Medical devices for in vitro diagnosis.
Assessment of the stability of reagents for in vitro diagnosis;

—  GOST R ISO 51352-2013 - Medical devices for in vitro diagnosis. Test
methodology;

- GOST ISO 15223-1-2020 — Medical devices. Symbols to be used with
medical device labels, labelling, and information to be supplied. Part 1. General
requirements; _

- GOST R EN 14254-2010 (sections 4-8) - Disposable containers for

collection of human samples (except blood).
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Appendix A List of control materials used for external quality control of the

test system procedure

- Control material "Amphetamine sulphate - analytical sample” 1 ampouie (1
ml), batch 011120, State Institution of Heaith "MINPC Narcology of the DZM";

- Control material "Ethyl-B-D-glucuronide” - 1 ampoule (1 ml), REF
FN12091902, State Institution of Health "MNPC Narcology of the DZM";

- Control material "DOA MC I Control Set" - 4 vials (5 ml each), REF
61732FDO01, State Institution of Health "MNPC Narcology of the DZM";

- Control material "DOA MC I Cal 1" - 1 vial (10 ml), REF 29216FD01, State
Institution of Health "MNPC Narcology of the DZM";

—  Control material "DOA MC I Cal 2" - 1 vial (10 ml), REF 29217FD01, State
Institution of Health "MNPC Narcology of the DZM";

- Control material "DOA MC I Cal 3" - 1 vial (10 ml), REF 29227FD01, State
Institution of Health "MNPC Narcology of the DZM";

- Control material "DOA MC I Cal 4" - 1 vial (10 ml), REF 29232FD01, State
Institution of Health "MNPC Narcology of the DZM";

- Control material Cannabinoids 200 Calibrator - 1 vial (5 ml), REF
58774FD01, State Institution of Health "MNPC Narcology of the DZM";

-~ Control material "Oxycodone hydrochloride”
- Control material "K3 AB-PINACA"
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Appendix B: Symbols used in labelling

( Manufacturer

Use until
Batch code

Non-sterile

Do not use if the
package is damaged

Temperature limit

No re-use
Up
60
0/ n Humidity range is
A within 60%
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Refer to the
instructions for use

Careful!

IVD Medical device for

in vitro diagnosis

Enough content forn
tests

C € Compliance with
Directive 98/79/EC
Keep out of moisture

Keep out of sunlight

Fragile, handle with
care.



1 Hepesod ¢ aneaulicxoz0 u KUMAIICKO20 A3LK0E KA PYCCKUll RILIX

CEPTU®UKAT

CCPIT
(Kuraiickuil copeT mo coaeiicTBHIO MeKIYHAPOAHOH TOproBJie)
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01325800

Knuraiickuii Coper no cogeiicranio Mexaynapogsoll Topropie
Kuraifickas [Ianata MexaynapoaHoit Toprosiau

CEPTHOHMKAT
Na 223301A0/021010

HAC‘TOﬂIIIHM TNMOATBEPXAAETCA, YTO negars konmanuu JIIY3IP TEK. (XAH'DKOY)
KO., JITA. (ASSURE TECH. (HANGZHOU) CO., LTD.) ma npunaraemom JOKYMEHTE
ABAfETCA NOATHHHON.

Kuraitckuit coper no conelictanio MexayHapoaHoil Toprosne
IMeuars: Kuraiickuit coreT no coaefcTauio MexayHapoRHoH Toprosne

CEPTHOHKALINA (37)

Toamuch ynonHOMOuECHHONC nuua: noonucano (I'yo Crody)
Hara: 14 HosGpa 2022 rona

BeGcalit ana nposepku cepruduxara: hitp://www
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ITeuaTh MOX TEKCTOM AOKYMEHTA;

SUIYIP TEK. XAHWXKOVY) KO., JITH. (ASSURE TECH. (HANGZHOU) CO., LTD.)

cedbM020 Oexadps e MuiCAYU 08adyamy 8mopozo 2004a.

A, Ionvaposa 3r1a Ipucopvesna, womapuyc 2o0pooa Mockebi, ceudemenbcmeyio NOOMUKHOCMb
noonucu nepegodvuxa Ayenxo Eecenuu Huxonaesnot.

IToonuce cOenana 8 Moem npucymcmsuu.

JTuunocmev noonucasuue2o oOKyMenm yYCmano8Iena.

3apezucmpupoeano 6 peecmpe: Ne 77/133-1/77-2022-4-1160

Vnnaueno 3a cosepuienue vomapuarenozo Oeticmeus. 400 pyb.

3.I". I'onuapoea
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Poccuiickaa ®epepayus
Mopog MockBa
BocbMmoro fekabpsa ABe TbiCAYM ABajLuaTb BTOPO

CTBYIO
A, loHuyapoBa 3nna [puropbesHa, HOTapuyc ropoga MockB y

BEPHOCTb KONnn C npeacTtaB/ieHHOro MHe JOKYMEHTA.

3apeructpupoBaHo B peecTpe; Ne 77/133-H/77- t 1165.
y lcteudA: 9600 py6. 00 kon.
nnavyeHo 3a COBepLIEHME

3..ToH4yapoBa

MpowWwHYpoBaHO, Np</MepoBaHO M CKpenneHp” Tbto 160 (CTO WeCTbAECAT) NUCTOB.

, 9. .ToHYapoBa
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