YKA3ATEJb YPOBHA “DIAQUICK”
Onsa onPEQENEHNA MUKPOAJIbBYMUHA

Z08070CE, Microalbumin Dipstick

Kamanoe. Ne  :Z08070CE
lNpoussodumens: Dialab, (Aecmpusi)

Memoduka om 05-2014
Bepcus 02

OcHoeol npu nposedeHuu aHanusa sensemcsi opusuHan
UHCMPYKUUU Ha aHe/uliCKOM 5i3blKe, 8/10XKeHHOU 8 Habop.

Homep u Odama eepcuu opuesuHana u nepesoda
UHCMpyKUuuu Qo/mKHbI cogrnadame.
Karan.Ne CocTtaB
Z08070CE 50 otgmenbHO 3anakoBaHHbIX TectoB (50 x kaT. Ne
Z08070B),
1 MHCTpYKUNSA
Z08070B 1 oTAEnbHO ynakoBaHHbIA TeCT

1 uvHCTpyKUMSA
Hckno ynT es1bHO 47151 MPOGEeCcCUOHAaIIbHON nar HOCT UKkH in-vitro

OBLUAA NH® OPMALINA

MeTtop KOHKypeHTHbIN MMMyHOXpoMaTorpaduyeckuii
aHanu3

Cpok xpaHeHus 18 mecsiLeB OT AaTbl U3rOTOBMEHNS

YcnoBus XxpaHeHust 2-30°C

O6pasupbl O6pa3Lbl YernoBeYeckon Mo4n

PesynbTathl Yepes 5 MUHYT

YyBCTBUTENBHOCTb 20 mr/n

KPATKOE OMNMUCAHUE

TecT-nonocka Ans onpeaeneHus MUKpoarnbbyMmMHa — 3TO OHO3TarHbIN
MMMYHO@Hanu3, OCHOBaHHbI Ha MNpUHUMNE paguanbHOro pacTeKkaHus
XMUOKOCTW, [Afsi Ka4yeCTBEHHOro OnpederieHns MuKpoansbymuHa npu
NOporoBoM 3HayeHuun 20 MKr/mn B Mouve.

[aHHbIl  NpogyKT  ucCnonb3yeTcs  Ans  MONyYeHUs  BU3yarbHOro
Ka4eCTBEHHOrO pesynbTata W npedHa3Ha4YeH UCKMHYUTENBHO ANst
npodeccroHanbHoro MCMNOMb30BaHUS. Ons noaTeepxgatoLlero
aHanuTuyeckoro pesynbtata Heobxogum Gonee  cneuundnyeckun
anbTepHaTUBHbIN XUMUYeckuii metog. K kaxagomy pesynbTaTy TecTa Ha
MUKpOanbbyMWH CTOUT TMPUMEHSTb KIMHUYECKOE PacCMOTpeEHUE U

npodeccroHarnbHyo OLLEHKY, 0cobeHHOo npv nonyyeHun
npeaBapuTENbHbIX MOSOXUTESbHBIX Pe3ynbTaToB.
Ycroitumeoe nosiBneHve marnbix KonmyecTs anbbymuHa

(MuKkpoanbbymyHypus) B Mo4Ye MOXeT OblTb NepBbIM yKasaTtenem
noyeyHon aAucyHkuun. Ons nogein ¢ anabeTom, NOMOXUTENbHbI
pe3ynbTaT MoOXeT ObiTb nNepBbiM  yka3aTenem Anabetnyeckoi
Hedponatun. be3 Havana npoBegeHuss TepanuW,  KOMNMMYECTBO
BbICBODOXAEHHOrO anbbymuHa yBenuuutcs (MakpoanbOymuHypust), u
CMy4uTCs NoYe4Hoe HeJoMOraHuve.

B cnyyae puabeta 2-ro TuMna paHHSA guarHoctvka Mo Tepanus
anabeTtnyeckon HedponaTum o0cobeHHO BaxHbl. B gononHenve «k
0OYeYHOMN ANCAYHKLMKN, MOTYT CIYyYUTCA CepAe"HO-COCYANCTLIE PUCKN.
Mpy HopMarnbHbIX (PU3MONOTMYECKMX COCTOSIHWSAX, Marnble Konuyectsa
anbbymurHa rnomepynsipHo  OT(UNLTPOBBLIBAIOTCH W KaHANWUKYMAPHO
NOBTOpPHO nornowatotcs. BoltankuBaHve 20 mkr/mn go 200 Mmkr/mn
KBanuuUMpyeTcs Kak MUKpoanb0yMuHypusi. B fononHeHue K noYeyHbIM
ANCYHKUMAM, anbBbyMUHYpusi MOXeT ObiTb Bbl3BaHa (OM3NYECKUMU
TPEHUPOBKaMK,  MHMEKUMOHHBIMM  BONe3HAMM  MOYeBOro  MyTw,
rMNepToHVen, CEepaeyYHON  HEefOCTaTOYHOCTBIO U XVMPYPruyvecknum
BMeLlaTenLcTBOM. Ecnn konmuyectBo anbbymmHa ymeHbluaeTcs nocne
yCTpaHeHns aTux hakTopoB, BpeMeHHas anbbyMUHYpust He siBnseTcs
crneacTBMeM Kakon Nnbo NaTonormyeckon NPUYnHLI.

NPUHLUMN AHATTU3A

Monocka MukpoanbGyMuHa SIBRSIETCA KOHKYPEHTHbIM  OAHOSTamnHbIM
MMMYHO@Harm3oM, B KOTOPOM WMMOOUMU3UPOBAHHLIA 4YENOBEYECKUit
anbGyMWH, MPUCYTCTBYIOLWWIA B aHanu3e, COPEBHYETCS C anbOyMUHOM,
KOTOPbIA MOXET MpUCYTCTBOBaTb B MOYe, B OrPaHUYEHHOM KOonuyecTBe
obnacTe, CBA3aHHbIX aHTUTENaMW.

TecToBOE YCTPOMCTBO COAEPKUT MeMOGPaHHYK MOMOCKY, MOKPbLITYIO Ha
TECTOBOW nonocke yernoseveckuMm anbbymuHom. LiBeTHas nopknagka c
aHTW-anbbyMWUH MOHOKMOHANbHLIM ~ aHTUTENO-KONMOUAHLIM ~ 30M0TbIM
KOHbIOraTOM HaxoAMTCS B MPaBOM kpaw MembBpaHbl. [Mpu oTcyTcTBUM
ankbyMnHa B MoYe, pacTBOpP LBETHOTO aHTUTENO-KOMMowusg 30510TOro
KOHblOraTa M Mo4a XpomaTorpaduyeckn nepemMeLlalTcs BBepX
KanunnsipHeIM NyTeM, nonepek MeMmGpaHbI.

OTOT pacTBOp 3aTeM nepemMeLlaeTcss K 30He MMMOOBUIM3NPOBAHHOIO
anbbymuHa B obnacTtu TecTtoBow nonocku. LiBeTHow aHTMTeno-konmnoua
30M0TOM KOHbBIOraT Torga npucoeduHsieTcs K anbbymuHy, obpa3sys
BMAMMYIO nMuHUIO. [0aToMy, Koraa ucnbiTatenbHas Moya oTpulatensHa K
anbbymvHy, B TECTOBOW 30HE MPOWCXOAUT BuAMMOe obpasoBaHve
ocapka. Korga anbGymuH nmpucyTcTBYeT B Mode, aHTUreH anbbymuHa
KOHKypupyeT ¢ anbbymmHom B o06nacTu TeCcTOBOW MOMOCKM ANs
OrpaHWYeHHOro KonuuyectBa obnactel aHTUTeNn Ha aHTW-anbbymuH
MOHOKITOHaNbHOM aHTUTEN0-KONIoua 30M10TOM KOHbloraTe.

Mpn  pgoctaToyHOM  KOHUEHTpauun  anbbymuHa  OH  3anonHuT
OrpaHMYeHHOe KOonmnyecTBO obnacTel, CBA3aHHbIX aHTuTenamu. JTO
NpepaoTBPaTUT  MPUKPEnneHWe  UBETHOro  aHTUTENO-KOMNougHOro
30M10TOr0 KOHblOraTa K 30He anbbymMuHa B 06nacTv TECTOBOW MOMOCKM.
MoaTomy, OTCYTCTBUE LIBETHOW MONOCKM B TECTOBOW 06nacTu ykasbiBaeT
Ha nonoXxuTenbHbI pe3ynbTaT. KoHTponbHas nomnocka C pasnuM4Hown
aHTWUreH/aHTuTeno peakuuer TaKke pobasneHa K
UMMYyHOXpomMaTorpacuyeckori MeMBpaHHOW MOMOCKe B KOHTPOMbHOM
obnacTtu, ykasblBasi Ha TO, YTO TECT BbINOMHEH JOMKHLIM 0bpasomM. JTta
KOHTpOmnbHas FWHWMA [OMKHA BCerga MosIBMATLCH, He3aBUCMMO OT
NpUCYTCTBUS aHanura.

OTO 03HayaeT, 4TO oTpuuaTenbHas Moda OyageT npov3BoAWTbL [ABe
LBETHbIE MOSIOCKN, W MONOXUTENbHAs MoYa MPOU3BEAET TOMBbKO OAOHY
nonocky. MNpucyTcTBre 3TOM LBETHOM MONOCKU B KOHTPOMbHOW obnacTu
Takke CNyXuT MOATBepxAeHWeM ToMmy, 4Tto: 1) 6bIno agobasneHo
[OCTaTOYHOE KOMMYECTBO MOYM; 2) ObINO [OCTUrHYTO MpaBUITbHOE
npoTeKkaHue XMAKOCTU.

XPAHEHUE U CTABUINbHOCTb

TecToBbIN Habop HeOOXOAMMO XpaHWTb OXNaXAEHHbIM UMK Npu
KoMHaTHoW TemnepaTtype 2-30 °C (36-86 °F) B repMeTUHHOM MELLOYKE B
TeYeHne cpoKa rogHOCTY.

NPEOOCTEPEXEHUA

e [1ns1 cnonb30BaHWsi TONbKO B in-vitro AnarHoCTuKe.

e Tonbko AN NpodecCcrMoHanbLHOro NCNornb30BaHMs.

e O6pasubl MouYM MOryT ObiTb MOTEHUMANbHO  MHEEKLMOHHBLIMU.
Heobxoammo npuaepxmeaTbCs COOTBETCTBYHOLLMX NpaBun obpatyeHne
N METOA0B YHUHTOXEHUS.

o W3beranite nepekpecTHOro 3arpsi3HeHVs 06pa3LoB MOYW, MCMOMNb3ys
HOBYIO €eMKOCTb Ans 3abopa 00pa3uoB M NMNETKy AnA Kaxgoro
obpasua mouu.

NOCTABNAEMbIE PEAFEHTbI U MATEPUATbI

e VHavBuayanbHo oGepHyTble TecToBble nonocku. Kaxaas nonocka
COOEPXUT MeMOpaHy, MNOKPbITYI0 4YerloBeYeckum anbbyMuHoM W
nogknagky €  KOMMOMOHbIM - 30M0TbIM  KOHbLIOraToM,  MOKPbITYO
MOHOKIOHasbHbIM aHTUTENIOM aHTUYENOBEYECKOro anbbymMumHa.

o OavH BKNagblW UHCTPYKLMK

TPEBYEMbIE, HO HE NOCTABJIAEMbIE MATEPUATbI
e EmkocTn (koHTelnHepbl) Ans 3abopa obpasuos
e Tanwmep

3ABOP U OBPALLEHUE C OBPA3LIAMU

[ns npoBegeHust TeCTa UCMONb3YMTE MEPBYI0 YTPEHHIOW MOYY, TaK Kak
dusnyeckoe AeiicTBME MOXET YBENnUYMBaTb KOMMYEeCTBO anbbymuHa B
Moye. OG6pasubl M KOHTPOMKW, KOTOpble ObIMM OXMaxaeHsbl, nepes
TECTUPOBaHUEM JOJDKHbI GblTh MPUBEAEHbI K KOMHATHOW TeMnepaType.

NMPOLENYPA TECTA

[ns npoBedeHUs aHanu3a WCMONb3yiTe MEPBYHO YTPEHHIOW MOYy, Tak
KaKk usndeckme [OeWCTBUS MOTYT BbI3BaTb MOBbILIEHWE  YPOBHS
ansbymunHa B Moue.

MpeaBapuTernbHO  3aMOpOXEHHbIE  0b6pasubl  nepeg
aHanvsa cnepyeT NpUBECTU K KOMHATHOWM TemnepaType.

npoBeAEHNEM

OTKpoONTE MELLOYEK HEMOCPEACTBEHHO Nepes NpoBeJeHneM TecTa.

1. Cobepute obpasel MOYM B YMCTYO MpPoBUPKy. YAOCTOBEpbTECH B
[ocTatoyHoM obbeme obpasua — KpacHasi obnacTb Mornocku
[OMmkHa ObITb NOrpyxeHa B XMAKocTb (Mpubn. 1 cm.).

2. lNpvBegute MeloYeKk K KOMHATHOM TemnepaType, BCKpoWTe
MeLLoYeK 1 U3BRekUTe norocky. Mocne BCKpbITUA NOMOCKY crneayet
UCMornb30BaTb HE3aMeaIUTENBHO.

3. Morpysute obnactb nonocku ¢ nomeTkon MAX B obpaseL, Moun He
BblLLE 3TOM OTMETKM.

4. Habniogante ocBoboXaeHWe KOMmouaHOro Komnrekca 3o5oTta Ha
membpaHe. OHO npoucxoaMT B BuOE PO30OBOrO  OKpaca,
OBUXYLLErocst No nepeiHen CTopoHe MembpaHbl, U, B 3aBUCMMOCTH
oT obpasua, nosiensietcs Yyepes 10-15 cekyHa.

5. W3BnekuTe nonocky v NocTaBbTe €e rOpU3OHTanbHO Ha MIOCKYH
NMOBEPXHOCTb.



LiBeTHOM KOHeL ANs AepXaHnsi TECTOBOW MOMOCKU

Bernoe none peakuuu (roe NOSBNSETCS NUHUS)

YepTouka MAX

O6pasel Moun

Mo uctedyeHunto 5 MUHYT cuuTanTe pesynbTaThbl:

WHTEPMNPETALUUA PE3YIIbTATOB

OTPULIATENIbHbBIN (negative):

MosiBnAtoTCs OBE UBETHble NUHWMKW. JlMHUs B TecToBon ob6nactu (T) -
NVHMA obpasua HapKoTMKa; NMHWA B KOHTpomnbHow obnactu (C),
ucnonb3yeTcst  Ans  NOATBEPXKAEHWSI  MPaBUMbHOCTM  UCMOSTHEHUSI
nornockn. VIHTEHCMBHOCTb LBETa TECTOBOW MUHUU MOXET OblTb Gonee
cnabown nnu 6onee CUNbHOM, YeM KOHTPOSbHOM JIMHUN.

MNONOXUTENbHbIN (positive):
B koHTponbHoi obnactu (C) nosBnseTcs TONbKO oAHa LBETHas NMHUS.
OTcyTCTBME TECTOBOW NIMHMM YKa3blBaET Ha MOMOXUTENbHbIN pe3ynbTar.

HEOEWCTBUTEJLHLIN (invalid):
B KOHTponbHOW 06nacT NuHKUsS He nosiBnsieTcsi. HW npu kakmx ycrnoBusix
HEeBO3MOXHO ~ OMpeAenuTb  NONOXWTenbHOCTL  obpa3ua noka He
obpasyeTcs KOHTPONbHAsA NMHUS.

iy LAl 12t T L

negative positive invalid

lpumeyvaHue:
OueHb criabasi smHusi B T €CT OBOU 0671acT U yKasblBaeT , YT O

ansoymmuH B 06pasie brim3oK K BEINYNHE UCKIIIOYEeHNS] T ecT a (cut-off).
lpexze, 4Yem nfenar b [MONIOKUT €/IbHOE 3aKIToYeHne 3T U o06pasLibl
LOJ/DKHBI  [TOBT OPHO T €CT UPOBAT bCS WM 1104T BEPKAAT bCs  bosiee
crieyn@uaHsIM MET OLOM.

OrPAHUYEHUA NPOLIEAYPLI

e  Ananus paspaboTaH TOMbKO AN WCMONb30BaHUA C YENOBEYECKON
MOYOWA.

e  [lonoxuTenbHbIi pe3ynbTaT TecTa ykasblBaeT TOMbKO Ha Hanuyue
anbbyMuHa, 1 He ykasblBaeT Ha AnabeTudeckyro HedponaTuio.

e  CywecTByeT BEpOSITHOCTb  TOTO, YTO  TEXHUYEcKMe  unm
npouenypHble  MOTPelHOCT  Takke kak W gpyrue, He
nepeyvncreHHble, BellecTBa 1 akTopbl MOryT MOBAWSITL HA TECT U
Bbl3BaTh OWMOBOYHbIE pedynbTatel. Cm. CMEUNOUNYHOCTD, roe
NPMBOAWUTBLCA  MNepeyeHb  BELWeCTB,  KOTOpble  MPOU3BOAST
MONOXWUTESbHbIE Pe3ynbTaThl, UM KOTOpblE He BIMSIIOT Ha poGoTy
TecTa.

e Ecnu nopospesaetcs, uyTO
MapKuMpoBaHbl WM MOAMEHEHDI,
HoBOro obpasua 1 NoOBTOPUTL TECT.

obpasubl  ObinM  HenpaBUNbHO
Heobxoaumo caenaTb 3abop

KOHTPOJIb KAYECTBA

MpodeccroHanbHast nabopartopHas npakTuka pekomeHayeT
MCMNOJb30BaHME KOHTPOJIbHBIX MaTtepuarnoB, 4ToObl rapaHTUpPOBaTb
npaBunbHOCTL paboTbl Habopa. KoHTposbHblE 06pasLbl eCTb B NPOAaxe.

PABOYUE XAPAKTEPUCTUKU

ToyHocTb

ToyHOCTb TecTa Ha anbbymumH Obina OUeHEHa MO CpaBHEHWUID C
KOMMEpPYECKN UMEIOLLMMCH UMMYHOSOTMYECKAM aHanu3om C BENUYMHOWM
uckntodeHnss 20 mkr/mn. 100 o6pasuoB Moy, cobpaHHble OoT
nobposonbleB TecTupoBanucb obeummn npouegypamm ¢ > 98 %
coBnageHuem.

BocnpoussoamMmocTb
BocnpoussogumocTb Tecta Ha anbbymuH Obina oueHeHa B 4 pasHbiX

MecTax Mpu WUCNonb3oBaHUM crenbix KoHTponen. M3 50 obpasuos c
KOHLEHTpauuamu anbbymmuHa <10 mkr/mn Bce Oblnu onpeneneHbl Kak
oTpuuatenbHble. M3 50 obpasuoB C KOHUEHTpauusaMu anbbymunHa >40
MKI/MI BCe Oblny onpeaeneHbl Kak NoNoXUTENbHbIE.

YyBCTBMTENLHOCTD
TecT Ha MMKpOoanbObyMuUH UMEET YyBCTBUTENBHOCTL 20 MKI/MI MOYM.

CneundunyHocTb

CneunduyHocTb  TecTa Ha  MUKpoanbOymuH Obina  npoBepeHa
nobGasneHnem pasnuyHbIX COCTaBNALLMX, KoTopble MoryT
npucyTcTBOoBaTb B Mo4ye. Bce coctaBnsiowime Obinu noaroTtoBrieHbl B
3[0POBOVi YENOBEYECKON MOYE C HU3KMM KONUYECTBOM anbOymuHa.

Cnepytolime cocTaBnsowmMe Aanv MonoXuTenbHble pesynbTaTbl npu
TECTMPOBaHMMN B KONUYECTBE PaBHOM UM BOrbLUEM YEM KOHLIEHTpaLuK,
NepeYnCIiEHHbIE HIDKE:

e  Anbda-cpetonpotenH (ADI) 1000 mkr/mn

Cnepylowme cocTaenslolmne He nokasanu nepekpecTHoW peakuuu
Npy TECTUPOBAHUU B KOHLUEeHTpauusax ao 1000 mkr/mn:

MapaokcuauetaHunug, ALeToH, AMUTPUNTUNMH, AMILUIMH, AcnapTam, ACiVpWH,
ATtponvH, BeHsokauH, BunupyouH, KodenH, XnopoxuH, (+) -XnopdgeHnpamux, (+ /-
)-Xnopdenmpamun,  KpeatuH, [OekcbpomdeHupamuH, [OekcbpomdopaH, 4-
[AvmeTnaamvHo-aHTMNUpKH, [onamuH, (+ /-)-OdedpuH, (-)-OcbeppuH, (+)-
OnuHedpurH, SpuTpomuumH, ITunosbii cnupT, Pypocemwupa, [niokosa, ddwup
Fmuuepwuna Measikona, Nemorno6buH, MimunpamuH, (+ /-)-UsonpotepeHon, NinaokavH,
D-MeTtamdeTtamuH, L-MeTtamdeTtamuH, (+ /-)-3,4-meTuneH-gmokcuMeTamdeTamumH,
(1R, 2S)-(-)-N-MeTtun-OdenpwH, (+) -Na-npokceH, (+ /-)-HopaceapwH, LLlaBenesas
kucnota, Menvuunnuu-G, ®enunpamuH, PeHTnasuH, L-PeHunacpuH, D-
deHunatunamuHd, HoBokauH, XuHuauH, PanutuauH, PubodnasuH, Xnopuctbii
HaTpuin, CynuHpak, TuopupaswH, TpudTasuH, TpumetobeHsamua, TupamuH,
ButamuH C.
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