9KCIMNPECC-TECT

AansA ONnPEAENEHUA MOP®UHA B
OBPA3LIAX MO4H

Z02505B, MOP Dipstick (Morphine)

Kamanoa. Ne  : Z02505B
lpouseodumens: Dialab, (Aecmpusi)

Memoduka om 10-2009
Bepcus 07

OcHoeoli _npu nposedeHuu aHanusa siensemcsi opusuHars
UHCMPYKUUU Ha aHe/IulicKOM $i3biKe, 8/I0KeHHOU 6 Habop.
Homep u Qdama eepcuu opusuHana u _rnepesoda
— UHCmpyKyuu OomkHbI cognadams.

Copepxumoe
Z02505BN - 1 oTAenbHO ynakoBaHHbIN TecT
Z02505B - 1 MHCTPYKUMA nonb3oBaTens

Tonbko Ansi duazHOCMUYECKO20 UCMOo/b308aHUsI in vitro
Tonbko Ansi duaeHOCMUYECKO20 U meparnesmu4yecko2o
MOHUMoOpuUHaa
Tonbko Onst ucnonb308aHUsT K8anuguyuUpPo8aHHbIM
mednepcoHasioMm

OBLUAA UHOOPMALUA

KoHKypeHTHbIN MMMyHOXpoMaTorpaduyeckuii
aHanus

YacTuubl Co cnapeHHbIMU MbILLUHBIMW
MOHOKITOHaNbHBLIMU 1 KOHBbIOraToM 6ernka

24 mecsua oT gathl Npon3BoacTBa

MeTton

AHTUreH/AHTUTENA

Cpok rogHoCcTH

XpaHeHue 2-30°C

O6pasen YyernoBeyeckasi Mova

Pe3ynbTaTthbl B TeyeHune 5 MyH. Npu KOMHaTHOM TeMmnepaType
MoporoBbin 300 Hr/mA

ypoBeHb

NPEOHA3HAYEHUE

Monocka MOP Dipstick (Moya) siBnsieTcst akcnpecc-TecToM paguansHOro
pacTekaHusi, OCHOBaHHbIM Ha XpomaTorpacuyeckoM MMMyHOaHanuse,
ans onpeneneHnss MopduHa B 4YernoBeYEecKoW Mode MNpu MOpPOroBow
KoHueHTpaumn 300 Hr/mn. Hactosiwuii aHanu3 npenocTaBnsieT TONbKo
Ka4yeCTBEHHIN npegBapuTenbHii aHanUTMYecknin pesynerart Tecta. bonee
TOYHBIN ansTEPHATUBHBIN XUMUYECKUI METOL A0IMKEH ObITb NCMOMNb30BaH
Onsi Toro, YTo6bl NONYYNTb NOATBEPXKAEHWNE aHaNUTUYECKOro pesynbraTa.
[azoBas  xpomatorpadusi/macc-cnektpomeTtpusa (FX/MC)  aBnsietcs
npeanovTUTENbHbIM ~ METOAOM  ANs  noaTBepxaeHus.  KnuHunyeckoe
paccMoTpeHue 1 npodeccroHanbHas oueHKa A0MKHbl ObiTb NPUMEHEHDI
K nobomy pesynbraTy TeCTa Ha HapPKOTMK, OCOBGEHHO, Korga MonyyeHbl
npenBapuTenbHble  MOMOXWUTENbHble  pe3ynbraTthbl.  Tornbko  Ans
[MarHoCTUYECKOro MCMonb3oBaHus in vitro.

NPUHUUN AHATNTU3A

Monocka MOP Dipstick (mMoya) sBRsSlOTCA UMMyHOaHanusamu,
OCHOBaHHbIMM Ha MPUHLUMNE KOHKYPEHTHOrO CBA3blBaHWSA. HapkoTukm,
KOTOpble MOTYT MPWUCYTCTBOBaTb B 0OOpaslie MOuUM, KOHKYPUPYIOT C UX
KOHBIOraTOM 3a 30Hbl CBA3bIBAHWA Ha cneuuduyeckux aHtuTenax. B
Xofe TeCTMPOBaHWS MOYa MWUrpUpyeT BBEPX KamnunmnspHbIM Cnocobom.
HapkoTwuk, ecnv oH NMpUCYTCTBYET B MOYE M UMEET KOHLEHTPaLMIO HUXe
rMoporoBoro  3Ha4YeHUsi, He HacblTUT 06nacTn CBA3bIBAHWUS  €ro
cneumduyecknx  aHTuTen, NOKPbITEIX  YacTuuamu.  [okpbITble
aHTUTeNnaMn YacTuubl 3aTem 3axBaTbiBATCA MMMOOMNN3OBAHHBLIM
KOHBIOraTOM HapKOTUKOB W BUAWMbIE LIBETHble NMUHUM OTobpaxaloTcs B
obnacTn TecToBOW NMHUM ONpeaerneHHON MONoCKM HapkoTuka. LiBeTHas
NVHWA He NOSBMSETCA B 30HE TECTOBOW NMMHUKN €CNK YPOBEeHb Npenapara
BbiLlE €ro MOPOroBOM KOHLEHTPaLWKW, MOCKOMbKY OH HacbIlwaeT Bce
obnactu cBsi3bIBaHWSi aHTUTEN MOKPbITUE YacTUUamu. MonoXuTenbHbIA K
HapkoTMkam obpasel Moun He  copMupyeT UBETHble §UHUM B
onpegeneHHon obnacTn TecT-NONoCKN 13-3a KOHKYPEHLMN HAapKOTUKOB, B
TO Bpemsi Kak oTpuuaTenbHbliA K HapkoTukam obpasel Mouu, unu
coAepXallnn  KOHLIEHTpaLMIO  HapKOTMYEeCKOro  CpeacTBa  MeHee
rMoporoBoro  3HaveHus, opmupyeT nMHMIO B TecToBoW obnactu.
LiBeTHas nuHMA Bcerga oToOpaxaeTcss B KOHTPOmMbHOM obrnacTw,
MCMONHAS  (OYHKUMIO  MpoLedypHOro KOHTPONA W yKasbiBaeT Ha
pobaBneHve goctatoyHoro obbema obpasua UM paBHOMEpHoe
pactekaHue no membpaHe.

NMPEOOCTABNAEMbIE MATEPUATDI
. TecT-nonockun
. MHCTpyKumns

HEOBXOOUMbLIE MATEPUANDI,
HABOPA

. KoHTenHep ans cbopa obpasLos
. Tanvep

HE BXOAALWME B COCTAB

MEPbI MPEAOCTOPOXXHOCTU
Onsa kBanMyUMPOBaHHOTO AMarHOCTUYECKOTO WCMOMb30BaHus in
vitro. He ncnonb3oBaTth Nocne NcTe4eHnst Cpoka rogHoCTy.

e TecToBasa nonocka AorkHa OCTaBaTbCs B 3anedaTaHHOW ynakoBke
[10 ee UCMOosb30BaHus.

e Bce o06pasubl [OOMKHbI paccMaTpuMBaTbCA Kak  MNOTEHUMarnsHO
onacHble U UCNOMb30BaTLCS B TOT e CNOCo6, YTO U UHAEKLMOHHbIE
areHThbl.

e  licnonb3oBaHHble TecT-NaHenu [OMKHbI OblTb YHUYTOXEHbI B
COOTBETCTBUM C rOCYAapCTBEHHLIMU U MECTHLIMU HOPMaMMU.

XPAHEHUE

Habop MOXHO XpaHUTb NpU KOMHATHOW Temnepatype WM B
xonoaunbHuke (2-30 °C). TecT-nonocka ctabunbHa 40 UCTEYEHUsS CpoKa
rOAHOCTH, YKa3aHHOTO Ha repMeTUYHON ynakoBke. TecT-nonocka AomkHa
HaxoAuTbCs B repMeTWYHOWM ynakoBke [0 ee ucnonb3oBaHus. He
3aMopaxuBaTb. He ncnonb3oBaTh NOCHE UCTEYEHUSI CPOKa FOAHOCTY.

CBOP M NOAINOTOBKA OBPA3LIOB

AHanus mouu

O6paseL, MouM JomkeH 6bITb COBpaH B YUCTYHO U CyXyto eMKocTb. MoxeT
ucnonb3oBaTbCcsl Moya, cobpaHHas B noboe Bpemsi cytok. O6pasupl
MouH, OEMOHCTpUpYoLLMe BUAMMbIE ocagku cnepnyet
OTUEeHTpUdyrnpoBaTtb, NPOdUNbTPOBaTb, UMM MO3BONWUTL OCECTb AN
MONyYeHUst YUCTOrO CynepHaTaHTa Anst TeCTUPOBaHWS.

XpaHeHue obpasuoB

O6pasubl MoYM MOTyT XpaHUTbcs npu Temnepatype 2-8 °C go 48 yacos
po Tecta. [OnA  gnutenbHOro XpaHeHuss obpasubl  MoryT  ObiTb
3aMOpPOXEHbl W XpaHUTbCA nNpu  TemnepaType Hwke -20 °C.
3amopoxeHHble 06pasLbl criegyeT pa3Mopo3uTb U CMeLaTb A0 Havana
nccrnenoBaHus.

NMPOLIEAYPA AHATIU3A

lMepea uccnepoBaHMeM MO3BONUTbL TECT-NONOCKe, obpasuy Mouu,

WU/MNu KOHTPONSsIM AOCTUYb KOMHaTHOW Temnepartypsbl (15-30°C).

. B3aTb TeCT-NoNocky U3 repMeTMYHOro MeLloYka U UCnonb3oBaTh Kak
MOXHO CKOpee.

. Morpy3nTb TECT-NOMNOCKY BEpTUKANbHO CTPENKamMu BHUS,
yKasbiBaloLMMKN Ha obpasel, Moy, Nno KpanHen mepe Ha 10-15 cek.
He norpyxaTtb 3a MakcumarnbHyto otMeTky MAX Ha TecT-nonocke Bo

BpeMmsi norpyxxeHust. CM. pUCyHOK HIXe.

e PasvectTTb  TeCT-MOMOCKYy  Ha  HENpPOMOKaemMoW  POBHOW
NMOBEPXHOCTW, 3anycTuTb TaMep W AOXAATbCA  MOSIBIIEHUs!
KpacHoW(bIx) nuHMM(). o wucteyeHMn 5 MUHYT paccMoTpeTb
pesynbrar. He paccmatpvsath pesynsraT yepes 10 MuH.

WHTEPNPETALUA PE3YIILTATOB

OTpuuaTenbHbIn®: MosensaTca Ase NuHUU. OgHa NHUA JomkHa BbiTb
B KOHTponbHou 3oHe (C), a pgpyras B TectoBou 30He (T). 3T1oT
oTpuuaTenbHbIi pe3ynbTaT yKasbiBaeT, YTO KOHLEHTpauus MopduHa
HWxe onpegensiemoro ypoHs 300 Hr/mn.

*MNpumeyaHmne: OTTEHOK KpacHoro B TecToBou 30He (T) mMoxeT
BapbMpOBaTbCs, HO €ro criefyetr paccMaTpuBaTb Kak OTpuUaTenbHbIN
nare npw 6rnegHon po3oBOW NIMHUK.

MonoxutenbHbiM: OgHa KpacHas NUHWUA MOSIBNSAETCS B KOHTPOSbHOW
3oHe (C). JluHum B TecToBOM 30He He Habrogaetca (T). 3TOT
NONOXUTENbHBIN pe3ynbTaT yKasblBaeT, YTO KOHLEeHTpauusi MopduHa
Bblwe onpeaensiemoro ypoBHsi 300 Hr/mn.

HeBepHbIn: KoHTponbHasi nuHUSA He nosienseTcs. HemoctaTouHbIv
obbem obpasua wnu HenpaBwuibHasi MeTOAMKa npouedypbl TecTa
ABNSAIOTCH Hanboree BEPOSITHBIMU NPUYUMHAMU OTCYTCTBUSI KOHTPOSIbHOW
nuHuK. MNepecmoTpeTb Npoueaypy U NOBTOPUTb TECT C UCMOMb30BaHWEM
HoBOWM TecT-norockn. Ecnu npobnema He ycTpaHsieTcs, cnegyet
npekpaTuTb NCNONb30BaHWE TECTOBOrO Habopa HeMeaIEHHO U CBS3aTbCst
¢ Bawwmm pernoHanbHbIM AUCTPUOBIOTOPOM.
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KOHTPOIlb KAYECTBA

BHyTpeHHU npouenypHbIi  KOHTPOMb  BKIMKOYEH B Tecte Ans
obecneveHusi NpaBUNbLHOW N HadeXHOW paboTbl Habopbl. PekomeHayeTtcs
MCMONb30BaHNe BHELUHErO0 KOHTPONsS [Ansi MPOBEPKU NPaBUIIbHOCTU
paboTbl Habopa. KoHTpomnbHble o6pasubl AOMKHbI UCCNeaoBaTbCs B
COOTBETCTBUM C TpebOoBaHMSIMU KOHTPOMNS KayecTBa, YCTaHOBNEHHbIMU
uccnegyemoii nabopatopuen.

OMPAHUYEHUA

1. HacToswee nsgenve cosgaHo Ans UCMONb30BaHMS TONBKO C MOYON.

2.  XOTA M TecCT SIBNSIETCA OYEeHb TOYHbIM, CYLIECTBYET BEPOSTHOCTb
OWKNOOYHBIX pe3ynbTaToB U3-3a HanMMuuMs B MOYe BIMSIOLUMX
BELLECTB.

3. TecT siBNsieTCS KAYECTBEHHBLIM aHANM30M MOYM U He NMpeaHa3HaYveH
Ons onpefeneHns ypoBHEW KOMWMYECTBEHHOW KOHLEHTpauuu unu
YPOBHS1 MIHTOKCUKaLK.

4. HexenaTenbHble MpUMecu, Takue kak oTbenuBawlive BellecTBa
Wnv Opyrue CunbHOAEWCTBYIOLLME OKUCIIMTENW NpU ux fobaBneHwun
K obpa3uaM Mouu MoryT gaBaTb OWKMOOYHblE pe3ynbTaTbl TecTa,
HECMOTPS Ha MCnosb3yeMbli aHanutuieckni metod. Ecnm ectb
NOAO3PEHNS HA MPUMECK TecT HeoOGXoAVMMO MOBTOPWUTL Ha APYrom
obpasue mMoun.

5. OtpuuaTenbHbIi pe3ynbTaT BOBCE He 006A3aTeNbHO yKkasbliBaeT, YTO
B MO4Ye HeT HapkoTukoB. OTpuuaTenbHble pesynbTaTtbl MOryT ObiTb
Nnorny4YeHbl, €Cnyv HapKOTWMK MPUCYTCTBYET, HO HUXE MNOPOroBoOro
YPOBHsI TecTa.

6. TecT He pasnuyaeT HapKOTUKU W onpefeneHHble NeKapCTBEHHbIE
BeLlecTea.

TEXHUYECKUE XAPAKTEPUCTUKU

ToyHoCTb

MocnepoBatensbHoe cpaBHeHVWEe Obil NMPOBEAEHO C UCMOMb30BaHUEM
nonockn mopduHa (mouva) "DIAQUICK" n Bepyliero, Kommep4vecku
[OCTYMHOrO 3KCMnpecc-TecTa.

Mpennonaraemble NOMOXUTENbHbIE pe3ynbTathl ObIMM NOATBEPXAEHDI
X/MC. Pesynbrathl B Tabnuue:

AHanuTu4eckasa YyBCTBUTENbLHOCTb

CMecb MouM He coaepiallasi HApKOTUKOB Bbina HackllweHa MOpthMHOM B
cnegyowmx koHueHTpaumusx: 0 Hr/mn, 150 Hr/mn, 225 Hr/mn, 300 Hr/mn,
375 Hr/mn v 450 Hr/mn. PesynetaTt nokasbiBaeT > 99%, To4HOCTb Ha 50%
Bblle U Ha 50% HWXe KOHLEHTpauuu NoporoBoro 3HadeHusi. [aHHble
npuBeaeHbl HUXe:

KoHueHTpaums MpoueHTnnb BusyanbHbIi pesynbtat
mopdmHa (Hr/mn) noporoBoro K-Bo
3HaYeHUS OTtpuu. Monoxwr.

0 0% 30 30 0
150 -50% 30 30 0
225 -25% 30 25 5
300 nopor 30 17 13
375 +25% 30 1 29
450 +50% 30 0 30

MeTon [pyroit TecT Ha 0O6wwe pesynbraThbl
MopduH

Monocka PesynbTatbl [Tonox. Otpuu.
mopduHaDI [Nonox. 150 0 150
AQUICK OTpuLl. 0 150 150
O6wue pesynbTaTbl 150 150 300

% CoBnaaeHue ¢ 3TUM 100% 100% 100%
JKCnpecc-TecToMm

Mpu cpaBHeHun X/MC npu noporoBom 3HadeHun 300 Hr/mn, Obinu
nonyyeHsbl creayrowmne pesynsratbl.

MeTop FXiMC 06wwe pesynbraThbl
Monocka Pesynbrathl TMonox. Otpuu.
mopduHa [onox. 141 9 150
DIAQUICK Otpu, 0 150 150
06wue pesynbTaThbl 141 159 300
0,
% Cosnant;r)l(vll’?n(c: aHanu3om 100% 94% 97%

AHanutuyeckas cneumuU4HOCTb

B cneayowen tabnuue nepeuncneHsl BewwecTBa, KOTopble 0b6HapyXeHbl
B MOYe KaK MOMoXuTemnbHble C MOMOLLBIO MONOCKM (MoyM) MopduHa
"DIAQUICK" yepes 5 MUHYT.

BelwecTBO KoHueHTpauus
(Hr/mn)
Codeine 300
Ethylmorphine 6,250
Hydrocodone 50,000
Hydromorphone 3,125
Levophanol 1,500
6- 400
Monoacethylmorphine
Morphine 300
Morphine 3-8-D- 1,000
glucuronid
Norcodeine 6,250
Normorphone 100,000
Oxycodone 30,000
Oxymorphone 100,000
Procaine 15,000
Thebaine 6,250
To4yHOCTb

(Cm. daHHbIe 8 mabrnuye opuauHana UHCMPYKUUU).
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3KCKJIIO3UBHbIA QUCTPUBBLIOTOP

000 «JUAMEB»
yn.YopHosona, 97
2. NleaHo-®paHkosck, 76005
mern.: +38 (0342) 775 122
¢pakc: +38 (0342) 775 123
e-mail: info@diameb.ua

www.diameb.com
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