KACCETA "DIAQUICK"

AanA KAHECTBEHHOIO BbIABIEHUA
AHTUTEHOB POTABUPYCA B OBPA3LIAX
KAJIA HYEJTOBEKA

Z09610B, Rotavirus Cassette

Kamanoa. Ne :Z09610B
lNpoussodumens: Dialab (Aecmpusi)

Memoduka om 01-2011
Bepcus 02

OcHosol _npu_rnposedeHuU aHanusa s18/15emcsi _opuauHas
UHCMPYKUUU Ha aHa/ulckoM $i3biKe, 8/10XeHHOU 8 Habop.
Homep u Oama eepcuu opuzsuHana u __rnepesoda
uHcmpykuuu 8o/mkHbI cosrnadame.

Cocras:
209610B - 1 TecT B nHAMBMAYanNbHOW ynakoBke
- 1 6ydepHas Tpybka

- 1 BKNagbILL UHCTPYKLUM

UcknroyumenbHo 0551 npogheccuoHanbHO20 ucrnosib3oeaHus & In-
Vitro duazHocmuke

OBLUAA UHOOPMALUA

MeTop MMmyHoXpomaTorpaduyecknin aHanms Tuna
CaHABUY

CpoK XpaHeHusi 18 mecsueB OT AaTbl U3rOTOBIEHMUS

YcnoBusa xpaHeHUs 2-30°C

O6pasubl O6pasupl kana Yenoseka

Pe3ynbTaTthbl Yepes 5 MUHYT

NPUHUUN PABOTbI TECTA

DIAQUICK PoTasupycHas Kacceta ABnsieTcs
VMMYHOXpOMAaTOorpadoMyeckuM aHanu3om TBepAon asbl Tuna CIHABUY.
[Ina BbINOMHEHWA TecTa, OnpefderieHHOe KONMYECTBO pas3BedeHHOro
obpasua ctyna gobaBnsT B NyHKYy TecT-kacceTbl. Obpasel, npoxoauT
yepes 0003HaYeHHyl MoWagKy, COAEePXallyld  pPOTaBUPYCHbIE
aHTUTenNa, CBsI3aHHbIe C KpacHbIM KONMouAHbIM 3o510ToM. Ecnn obpasel
COOEPXKUT aHTUreHbl poTaBMpyca, aHTUreH CBA3bIBAETCS C aHTUTENaMW,
HaHECEeHHbIMU Ha YacTWLbl KOMMOWAHOro 30510Ta, Ans (hopMUpPOBaHUS
KOMMJEKCOB aHTUreH-aHTUTeN0-30/10T0. OTU KOMIJIEKChl ABUraloTcs Mo
HUTPOLIENMIONO3HON MeMbpaHe non AeNCcTBUMEM KanummsipHbIX cui B
CTOpPOHY 06nactu TecToBOW JIMHUM, Ha KOTOPOW POTaBUPYCHbIE
cneundmyeckme aHTuTena obesnsukeHbl. Korga KoMnnekchbl 4ocTuraloT
TECTOBOW NIMHUW, OHU CBSI3bIBAKOTCS C aHTUTeNnaMu Ha MeMbpaHe B BUAE
nVHWK. BTopas kpacHasi KOHTporbHas NUHUS Bcerga OyaeT nosiBnsATbCS
B OKHe pe3ynbTaToB, yKasbiBasg Ha TO, YTO TecTUpoBaHMe Obio
NpoBeAEeHO KOPPEKTHO U YTO TECTOBOE YCTPOWCTBO paboTaeT A0MKHbIM
obpa3om. Ecnv aHTUreH potaBupyca OTCYTCTBYET WNW HWXKe npenena
oBHapyxeHUsi TecTa, TONbKO KOHTpOSibHas NuHus GyaeT BugHa. Ecnu
KOHTpOrbHas TNNHUS He nposiensieTcs, TecT cuntaeTcs
HefeCTBUTESNbHbIM.

NOCTABNAEMbIE MATEPUANDI

e VHaMBMAyanbHO ynakoBaHHbIE TECTOBbIE KacCeTbl

. Mpobupkm ansa 3abopa obpasuos ¢ 1,5 mn 6ydepom kaxagas ons
3abopa un pacTBopeHusi

e  Bknappllw ynakoBku

TPEBYEMbIE, HO HE NMOCTABNAEMbIE MATEPUATbI

o ABcopbupytowme candeTkv Ans npeaoTBpaLleHns pacteopa oT
pa3bpbl3rnBaHns

. MoacTaska ansa cbopa eguHuy, obpasLos

. Tavimep

XPAHEHUE N CTABUIIbHOCTb

TecT  HeoGXOAMMO  XpaHUTb  YMaKOBaHHbLIM ~ MpPW  KOMHAaTHOMN
Temnepartype unu oxnaxaeHHbiM npu Temnepatype 2-30°C (36-86°F). B
3TUX YCMOBUSIX TeCT 1 Oydpep ocTalTca CTabunbHbIMU B TEYEHNE CpOoKa
rogHoctu. TecT [OMmKeH oOcTaBaTbCHd B repMETUYHON ynakoBke C
ocywwutenem o ucnomnb3oBaHusa. HE  3AMOPAXWMBATbL. He
MCMOoNb30BaTb NOCNE OKOHYaHNS CPOKa rogHOCTHU.

NPEOOCTEPEXEHUA
e [Ina wucnonb3oBaHuAa
[ANarHocTuke.

TONMbKO B Npod)eccuoHanbHon  in-vitro

e  Wcnonb3oBaTb 3awuWTHble nepyaTku
CoCTaBnALLMMN TeCTa 1 obpasLamu.

. Obpasubl M WMHAKTMBUPOBAHHbIN [103UTMBHLIN KOHTpOnb MoryT
cogepxarb BO3Oyautenem MH(EKLMNOHHBIX 3aboneBaHuii.
HeobxoaMmo  npuaepkuBaTbCsi  COOTBETCTBYIOLWUMX  NpaBun
obpallieHnst 1 MeTOA0B YHUUTOXEHWS.

e  He ncnonb3oBaTb KacceTy MO MCTEYEHWIO CPOKa FOAHOCTH.

B npouecce pa6OTbI C

. BblﬁpaCbIBaTb BCe NCNoJSib30BaHHbIE mMaTtepuansbl B
cooTBeTCTBYHOWLNE KOHTEeNHepbI. OGpamaTbcn KaK C noteHuuasnbHO
onacHbIMN.

3ABOP, NOArOTOBKA U XPAHEHUE OBPA3LI0B

3AB60P 1 XPAHEHUE OBPA3L|OB

O6pasubl CTyna OOMKHbI OblTb B35AThl, KaK TOJIbKO MOSIBATCS CUMMTOMbI

6onesHn. KommuyecTBO BMPYCHbIX YacTuL, YMEHbLUAeTCH Yepe3 OfHYy

Heaento. Obpasubl kana AoMmKHbl ObiTb COGpaHbl B KOHTENHEPbI, KOTOpble

He copepxaT ApYroi cpefpbl, KOHCEPBAHTOB, >KMBOTHOW CbIBOPOTKU UMK

MOHLLMX CPEACTB, Tak Kak nobas n3 aTmx Ao06aBOK MOXET NOBMNUATL Ha

DIAQUICK poTaBupycHyto kacceTy.

Obpasubl MOryT xpaHuTbcs npy TemnepaType 2-8 °C B TeueHue 2 aHen,

He BNVSAs Ha KayecTBO pesynbTaTa Tecta. [ns AnUTEnbHOro XpaHeHusi

obpasuoB pekomeHayeTcs Temnepatypa -20 °C wunu Huxke. MoBTOpHOE

3aMOpaxvBaHne 1 pa3MopaxuBaHne obpasLoB HE PEKOMEHAyeTcs, Tak

Kak MOXeT NPUBECTU K OLIMBOYHBIM pedynbTaTam. He xpaHuTb obpasLbl

B CamMOpa3mMopaxmMBatoLLMXCS MOPO3UITIbHUKaX.

OArOTOBKA OBPA3LIOB

—  OTkpblTb  nakoH ¢ obpasuoM, WCMonb3ys  npunaraembin
annnvKaTop Ha Kpblllke AN nepemelleHns HeBGOomMbLIOoro Kycoyka
kana (4-6 mm B Amametpe, npumepHo 50-200 mr) Bo nakoH €
obpasuom, cogepxalimi 6ydep Ans NOAroToBku obpasLa.

—  [Ons xugkux uny nonyteepabix obpasuos kana, gobasute 100 mkn
Kana BO (prilakoH C COOTBETCTBYIOLLEN MUNETKON.

—  3ameHnTb nanoyky B OyTbINke M HaaexHo 3akpbliTb. CmewaTb
obpasel kana c Oydepom, TwaTenbHO BCTpsixvBas OyTbinky B
TEYEHNE HECKOIbKUX CEKYH.

NPOLIEAYPA TECTA

1) TpuBecTn BCce maTtepuanbl 1 obpasLbl 4O KOMHATHOW TeMnepaTypbl
nepes 1cnonb3oBaHNeM.

2) W3Bneub TecT-kacceTy U3 repMeTUHHON YNaKkoBKU.

3) [HepxaTtb OyTbINOYKYy BEpPTMKANbHO C KOHYMKOM, HamnpaBfieHHbIM B
CTOPOHY OT TecTa, OTOpBaTb KOHYUK.

4) [OepxaTb OyTbINIOYKY B BepTUKaNbHOM MONIOXEHUM HaA IyHKON
TectTupyemonm kapTbl, gobasutb 3 kannm (120 -150 mkn)
pa3BefeHHo Npobbl kana B MyHKYy.

5) CuutaTb pesynbtaT nocne 5 - 10 MuHyT. CunbHas nonoxutensHas
npoba MoxeT nokasaTb pe3ynbTaTbl ObiCTpee.

BHumaHue: cynTbiBaHMe pesynbratoB nocne 10 MuH.

AaTb HETOYHbIN pe3ynbTaT.

MOXeT

KOHTPOJ1Ib KAYECTBA

1) KoHTponbHasi mnonoca ABMSETCS BHYTPEHHUM peareHToM U
npoueaypHbiM  KoHTponiem. OHa nosiBATCA, ecnu  TecT 6bin
NpoBefieH NPaBUIbHO U peareHTbl SBNATCA PeakTUBHbIMU.

2) Hapgnexalas nabopatopHasi NpakTUka pPeKoOMEHOYET eXeAHEBHOe
MCMONb30BaHWE  KOHTPOSIbHbIX  MaTepuarnoB  Ans  NPOBepKu
HagexXHocTn ycTpoicTBa. KOHTpOnbHbIM MaTepuan (He BXOAUT B
KOMMJIEKT), eCTb B Mpoaaxe.

WHTEPMNPETALIUA PE3YJIbTATOB
[ns uHTepnpeTauun pesynbTaToB TecTa NuHusi(n), kotopasi(ble)
nosiBMNach B OKHe pesynbTaToB TecTa BU3yarnbHO MHTEPNpeTUpyeTCs.
MNONOXUTENLHLIW (positive):
[Be pas3nuuHble LBETHble NUHUM MOSBMSAITCA Ha
membpaHe. OpgHa uBeTHas nuHUM obpasyeTca B
KOHTponbHol obnactn (C), a apyras oT4yeTnueas
LBETHas NMUHUS NosiBUTCS B TecToBol obnactu (T).
= NMPUMEYAHUME: WHTEHCUBHOCTb LBETa JMHUMM B
TectoBom pervioHe (T) OyaeT BapbupoBaTbCcs B
3aBVCUMOCTY oT KOHLieHTpaLuum aHTUreHa
potaBupyca B obpasue. Takum obpasom, nwoboON OTTEHOK LBeTa B
obnactn TectoBon nuHMM (T) ykasbiBaeT, 4TO poTaBupyc Obin
obHapyxeH. He nbiTaitecb onpeaenqTb KONMMYECTBO aHTUreHa C 3TUM
KayeCTBEHHbIM aHanM3omM.

OTPWLATENIbHBIN (negative):

Tonbko OfHa UBETHasi NMUHUSI MOSIBNSAETCH B KOHTPOJIbHOM
o6nactu (C). He nosiBnsieTcs nuHMsa B TeCcToBOW obnactu
(T). OTtcyTcTBME NWMHMK B TecToBol obnactu (T) ykasbiBaerT,
4YTO pOTaBUPYC He Obin 06HapYXXEeH C MOMOLLIbIO aHanm3a.




HEOENCTBUTENbHbIW (invalid):
KoHTponbHass muHus (C)  He  nosiBnseTcs.
PesynbTatbl noboro Tecta, B KOTOPOM KOHTPOSbHas
- NNHUSA He NosiIBUMacb B yKa3aHHOE BpeMms YTeHwus,
OOMKHbI ObITb OTOpOLLEHbl. HegocTaTtouHbii 06bem
obpasua, HegocTaTouyHble murpaumm obpasua, unm
HenpaBubHas MeToauka MpoBedeHUsi TecTa  sBnsiloTcs Haubornee
BEPOSATHBIMU MPUYMHAMUN HE NOSIBNEHNS NIMHUN.

OMPAHUYEHUA NPOLIEQYPbI

1) TecT npegHasHayeH AN KAYECTBEHHOro onpefeneHus aHTureHa
poTaBupyca B obpasue Kana W He onpefenser KonMyecTBO
aHTUreHoB.

2) TecT npegHasHayeH TonbKo Ans guarHoctuku In Vitro.

3) Pesynbtathl TecTa [OMMKHbI ObiTb MCMOMb30BaHbl TOMbKO ANSA
OLeHKM MaLMeHTOB C Mpu3Hakamm U cuMmntTomamu 3aboneBaHus.
OKOHYaTENbHbIA KMUHUYECKUIA AMAarHo3 OOSKeH ObiTb MocTaBreH
Bpa4oM Mocrne BCeX KIMHUYECKMX 1 NTabopaTopHbIX NCCrefoBaHuA.

OXWAAEMbIE 3HAYEHUA

PotaBupychaa DIAQUICK kacceta oOHapyxuBaeT npucyTcTeue
aHTUreHoB poTaBupyca B obpasue cTyna. Oxuaaemble 3HaveHus Ans
noboro AaHHOro HaceneHus AOSMKHbl ObiTb OnpedeneHbl Ans KaXaown
nabopatopun. MonoxuTensHbIi ypoBeHb Ntoboin nabopatopum MoXeT
OTNNYaTbCA B 3aBWCUMOCTU OT reorpaduyeckoro MosoXeHnsl, BpeMeHu
roga v yCrioBUn XXn3Hu.

PABOYME XAPAKTEPUCTUKN

YyBCTBUTENBHOCTb U cneunruyHOCTb

Potasupychas kacceta DIAQUICK nokasana 98% 4yBCTBUTENbHOCTU W
97% crneundunyHoOCTU no CpaBHEHUIO c pesynbTatamu
MMMyHoepMeHTHOro TBepaodasHoro aHanusa (MOTOA).

BocnpoussogmmocTtb

BocnpousBognmocts  poTaBupycHoii  kacceTbl  DIAQUICK  6bina
onpejerneHa ¢ UCNoNb3oBaHNEM OTPULIATENbHBIX, HU3KOMOMOXNTENbHbIX
N BbICOKOMOMOXUTENbHBIX  KOHTponewh. 3OTu  obpasubl  6binu
npotectMpoBaHbl B 10 MOBTOPHbIX CRenbix WUCCnegoBaHusx 3
onepaTopamu, paboTalluMMy He3aBUCUMO ApYr OT Apyra B TOW Xe
nabopatopun. CoBnageHve oxvaaemoro pesynbtata coctaBuno 100%.

MepekpecTHasi peakTUBHOCTb
Pesynbtatel  potaBupycHoro  DIAQUICK  akcnpecc-tecta  moryT
nepecekaTbcsl ¢ 06e3bSIHBUM M CBUHBIM @aHTUreHaMu poTaBupyca.
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