YKA3ATEIb YPOBHA "DIAQUICK™

AnA KAHECTBEHHOIO ONPEAENEHUA
AHTUTEHOB BUPYCATPUININTA TUTAAUNB
B OBPA3LIAX MA3KOB YEJIOBEKA

2094408, Influenza Ag Dipstick

Memoduka om 12-2011
Bepcus 02

Kamanoz. Ne  : Z09440B
lNpoussodumens: Dialab, (Aecmpusi)

OcHosol rnpu nposedeHuu aHanu3a s8/1s9emcs _opuauHan
UHCMPYKUUU Ha aHesulcKOM $i3biKe, 8/10XeHHOoU 8 Habop.
Homep u dama eepcuu opusuHana u nepesoda UHCMpPYKUUU
QomKHbI cognadams.

CocraB:
Z09440B -1 oTAenbHO 3anakoBaHHbIA TECT
Z09440BN - 1 npobupka ¢ aKCTpakunoHHbIM Bydepom (0,3 mn)

- 1 cTepynn3oBaHHbIN TaMMoH
- KOHTpOJSibHble TammnoHbl (A +, B +, oTpuuaTenbHbIit)
- 1 BKNaAplLL MHCTPYKLMK

HUcknroyumensHo 01151 npogheccuoHasibHO20 UCMOob308aHUs 8 in-
vitro duazHocmuke

OBLAA UHOOPMALINA

MeTton VIMmyHOXpomaTorpaduyeckuii aHanus tuna
CAHABWY

Cpok

XpaHeHuA 24 mecsua oT AaTbl U3rOTOBMEHUS

YcnoBus

XpaHeHus 2-30°C

O6pas3ubl O6pa3sLbl Ma3koB YenoBeka

Pe3ynbTaTthbl Mocne 10-15 MuH.

NPUHUUN PABOTbI TECTA

YkasaTenb ypoBHA aHTureHa Bupyca rpunna DIAQUICK wucnonbsyet
MOHOKIOHanbHbIe aHTUTena, XapakTepHble [AnA aHTUreHoB Bupyca
rpunna Tuna A 1 Tuna B ana TouyHoro onpegeneHvs uHdekuun rpunna.
AHTUreHbl Bupyca rpunna, Tun A n tun B, B o6paskax maskoB U3 Hoca unm
ropna MMelT BO3MOXHOCTb pearMpoBaTb C  MOHOKMOHamNbHbIMM
aHTUTenamu aHTu-BMpyca Tuna A u aHTu-BMpyca Tuna B, conpsikeHHbIX ¢
30/10TOM, C MOCMNEAyLWM B3aMOAENCTBMEM C MOHOKMOHamNbHbIMU
aHTUTenamu aHTW-BMpyca Tuna A n aHTu-Bupyca Tuna B B obnactu
TecToBbIX nuHun. Korga ak3emnnsp obpasua w3 Hoca wunu ropna
MHMMUMPOBaH BUpPYCOM rpunna Tvna A w/vnun Tuna B, Buanmas nuHus
nosiBMsAeTCsA B TECTOBOW 30HE Ha MeMbpaHe. YkasaTtenb YpOBHS aHTUreHa
sBupyca rpunna DIAQUICK moxeT Takke pasnuyatb aHTUreH Bupyca
rpunna Tuna A oT aHTUreHa Bupyca rpunna tuna B.

KomMmno3uuusa

MbILLMHOE MOHOKIOHaNbLHOE aHTUTENOo

AHTU-BUPYCA TPUMNA A 1o 0,2 £0,04 mxkr
MbILLMHOE MOHOKIOHaNbLHOE aHTUTENO

AHTU-BMPYCA TPUMNA A 2.t 0,5 £0,01 mkr
MbILLMHOE MOHOKIOHaNbLHOE aHTUTENO

aHTU-BUPYCa PUMNA B 1. .o 0,15+0,03 mxr
MbILLMHOE MOHOKIOHaNbLHOE aHTUTENO

aHTn-Bupyca rpunna B 2....................
AHTV-MbILUWHBIA UMMYHOrNoGynuH G .
3onoToconpshkeHHas naHenb ...
[MaHenb 06pa3LOB ...........c...... .. 41 x18+3,6 mm
[OrNOTUTENBHASA MAHEIb ..e.veniiieieeiiees ceneeens 411 x 384 mMm
HuTpouenntonosHaa MembpaHra ....................... 4+1 x 255 mMm

... 0,15£0,03 mkr
... 0,810,16 mkr
4+1 x 7+1,4 Mm

XPAHEHUE U CPOK TOOHOCTHU
1. XpaHuTb TEeCcTOBOE YCTPOWCTBO FEPMETUYHO YMakoBaHHbIM Mpu
Temnepatype 2-30 °C (34-86 °F). He 3amopaxuBaTb.
2. Cpok rogHocTu: 24 mecsiLa oT AaTbl U3roTOBMEHMS.

NMPEOOCTEPEXEHUA

. Tonbko Ans anarHocTukn In-Vitro.

. He wcnonb3oBaTb TECTOBYH MOMOCKY MOCIIE WCTEYEHUS] Cpoka
roOHOCTW.

. Bce o06pasubl crnegyer cuutaTh MNOTEHUMANbHO OMacHbIMU 1
obpawatbCd C HUMM HeobXxoaMMO Kak C  WMHEKUMOHHbIMU
BellecTBamMy. TecToBas Moflocka [JofkHa ObiTb BbiOpolleHa B

Hagnexawun KoHTerHep Ans 6Guonorvyeckn OnacHbIX BeLLECTB
nocrne TeCTMPOBaHUS.

. TecToBasl norocka YyBCTBUTENbHA KaK K BMaXXHOCTU TaK U K Tenny.
Takum obpasom, BCKpbIBaTb repMeTUYHYo yMaKkoBKy
TECTOBOrO yCTponcTBa HenocpeaCcTBEHHO nepen ero
MCrOoNb30BaHNEM.

. He BcKkpbIBaTh ynakoBKy 4O TeX MOp, NOKa Bbl HE rOTOBbLI NPOBOAUTL
TeCcTUpOoBaHue.

. Kak 1 BO BCex [AMarHOCTUYECKMX TecTaX, OKOHYaTenbHbIN
KMUHWYECKUIA [MarHo3 He MOXEeT OCHOBbIBATbCS Ha pesynbTaTtax
O[HOr0 TECTa, HO AOMKEH ObITb cAenaH BpayoM TOJSIbKO MOCre BCEX
KIMHUYECKMX U NabopaTopHbIX NCCNEeLOBaHUN.

METOObl TECTUPOBAHUA
1. 3ABOP N MNOArOTOBKA OBPA3LIOB
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1) O6pasLibl HasanbHbIX Ma3KOB
B351Tb HOCOBOW TaMMOH, BXOASALLMI B KOMNNEKT. HaknoHWTb ronosy
nauueHTa Hasag Ha yron 70 ° u akkypaTHO BCTaBUTb HOCOBOW TamroOH B
HO3Apto € HambonbluMMK BbiAeneHnsamy. OYeHb akkypaTHO BpallaTb
TaMrMoH 1 NpoaBuraTb €ro 4o Tex nop, noka He yrnpeTecb B HOCOBYHO
paKkoBMHY. AKKypaTHO NMPOBEPHYTb TaMMOH NPOTMB CTEHOK HOCca
HecKonbKo pas.
2) O6pasLibl MaskoB U3 ropna
[ns 3abopa obpasua maska 13 ropna, TwarenbHO NoTepeTb BUCKO3HbIM
TaMMoHOM A1 Ma3Ka ropfa Ha o6erx NOBEPXHOCTAX MUHAAMNWH 1 3adHewn
rnoTku. M3Bneyb TamnoH M3 MomocTM pTa U BCTaBUTb B BymaxHyro
06epTKy HAKOHEYHUKOM BHU3.
2. XPAHEHWE OBPA3LIOB
1)  O6pa3subl OMKHbI ObITb NPOTECTUPOBAaHBLI Cpa3dy nocne ux sabopa.
2) He wucnonb3oBaTb HMKaKyld TPaHCMOPTUPOBOYHY Ccpeay Ans
XPaHeHUsi Uy TPaHCNopTUPOBKM obpasua.
3) O6pasubl MOryT XpaHuTbCs npu Temnepatype 2-8°C wnu npu

KOMHaTHOW Temneparype (15-30°C), B
UYNCTOM, CYXOM, 3aKpbITOM KOHTelHepe Ao 8 yacoB [0 Havana
TECTMPOBaHUSI.
3. MPOLEAYPATECTA
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1) TMpuBecTn TecT-noONoOCcKy ¥ NPoBMpKy A0 KOMHATHOM TemnepaTypsl
nepef TECTMPOBAHWEM.

2) MopgrotoBuTtb 0bpaseL(Lbl) Ma3ka(oB) NaumneHTa(os).

3) BcTtaBuTb TamnoH ¢ o6pasuomMm nauueHTa B nNpobupky. MokpyTutb
TaMMNOHOM, MUHUMYM MSATb pas3, NpwxumMasi rofioBky TamrnoHa Ko
[OHY 1 CTEHKaM Npobupku.

4) TpwxaTb rofoBKy TaMmnoHa K CTeHkam npobupku nepen ero
n3BreyYeHmem. YTUnuanpoBaTb MCMOMb30BaHHbLIN TaMMoOH B
COOTBETCTBUM C WHCTPYKUMEN MO YHUYTOXEHWIO Buonornyeckux
OTXO[OB.

5)  W3Bneyb TeCT-NoNocky n3 onbru.

6) [MomecTuTb TecT-nonocky B NPobupky cTpenkamu BHU3. He
nepeHoCUTb UK NepeaBuraTe TECT-MOSIOCKY 0 TEX Nop, Noka TecTt
He 3aBepLUEH U He FOTOB K CUYUTBLIBAHUIO.

7) MNopoxpatb 10-15 muH. CunTaTth pedynbTathl nocne 15 MuH.

MHTEPNPETALUA PE3YNIbTATOB
1. OTPUUATENBbHbLIN (Negative)
TonbKo UBeTHas NUHWSA BUAHA B KOHTponbHon obnactu (C).

TT2C
[l |1-C||nnuenzaAfBanﬁgenstrp “

| [¢=sample T |

2. NONOXUTENbHLIN (Positive)
1) MNonoxuTenbHbIA ANst BUpyca rpunna tuna A: ABe UBETHble NUHUK
BMAHbI B TectoBon obnactn 1 (T1, cocegHel ¢ naHenbo 06pas3uoB)
M KOHTPOMbHOW obracTu.
MmTm2C

[ IﬁSarnple T#[ l! M thI Influenza A/B antigen Strip “




2) TNonoxwutenbHbIA ANs BUpyca rpunna Tvna B: gBe uBeTHble nNuHUK
BMAHbI B TecTtoBoW obnactm 2 (T2, ueHTp MembpaHbl) W
KOHTpOmMbHOMN obnacTu.

TIT2C

| |emsample Twp| [ | [¢mC] intuenza avis antigen sp [T

3. HEOEMCTBUTENbHbBIN (Invalid)

Ecnun B KoHTponbHow obnactu (C) He BuOHaA UBETHas NUHUSA,
pesynbTaT HeaencTBUTENeH. OTO CBA3aHO C Mopyelt McnblTaTenbHOro
YCTPOWCTBA UMW HeHaanexallym npoBefAeHMeM UcnbiTaHuid. MoBTOpuTb
TECT C HOBOW TECTOBOW MOJSIOCKOW.

MT2C

| I{-Sampre T-}| |q-c||nnwnaenfaamigen Strip "

KOHTPOJ1b KAYECTBA

[MosiBNeHMe KOHTPOSIbHOW NMHWMM YyKasblBaeT Ha TO, YTO [OCTaTO4YHOE
KOMMYECTBO XMAKOCTM obpasua 6bino AobaBrneHo AN KanunmisipHoro
nepemeLLeHnsi, 1 BCe peareHTbl TECTOBOW MOJSIOCKM paboTaloT JOMKHbIM
obpaszom. OTCyTCTBME KOHTPOSIbHOW JMHWM MOXEeT O3HavaTb, 4TO
HeJocTaTo4HOE KONMyecTBO obpasua 6bino gobasBneHo wmnu TectoBas
roriocka UcrnopyeHa.

OrPAHMYEHUA

e  TecT-nonocka aHTureHa supyca rpunna DIAQUICK npegHasHaveHa
OS5 NePBUYHOTO CKPUHMHIa BUpyca rpunna tmna A v tuna B.

. [aHHble TecToBble MOMOCKM MOryT obecneuntb ObICTPbIA U MPOCTON
cnocob nonyyeHuss pesynbTata, HO MOMHOCTbIO HE  UCKMHYalT
BO3MOXHOCTb NOXHbIX MONOXUTENbHBbIX unu NOXHbIX
oTpuLaTenbHbIX pe3ynbTaToB, BbI3BaHHbIX pasnuyHbIMU
daktopamn. Takum obpasom, pesynbTaTbl TECTUPOBAHWUSI AOSKHbI
OLEHNBATBLCS B COBOKYMHOCTU C APYrUMU KITMHUYECKAMU OaHHbIMU,
KOTOpbIMU pacrnonaraeT Bpau.

e  O6pasubl, cobpaHHble nocrie 3Ton asbl, MOryT coaepaTb TUTPbI
aHTUreHa HWwke Mopora YyBCTBUTEMLHOCTM peareHTa. Takum
obpa3om, oOTpuuaTenbHbI  pe3ynbTaT TecTa He WCK4vaeT
3apakeHus1 BUpycom rpunna tuna A unm tuna B.

PABOYME XAPAKTEPUCTUKN

DIAQUICK Kommepueckuin Tect
BupycHas kynbtypa / RT-PCR | AHTUreH rpunna rpunna

POS NEG POS NEG

Type A 75 69 6 69 6

POS Type B 25 23 2 23 2

Sub Total 100 92 8 92 8

NEG 100 1 99 1 99
TOTAL 200 93 107 93 107

YyBCTBUTENBHOCTL 92% (92/100) 92% (92/100)

CneuncuyHocTb 99% (99/100) 99% (99/100)
[locToBepHOCTb 95,5% (191/200) 95,5% (191/200)

1. AHanuTuyeckas cneundUYHOCTb M NMepeKkpecTHas pPeakTUBHOCTb
YkazaTenem ypoBHsi aHTureHa Bupyca rpunna DIAQUICK oueHunu B
obwen cnoxHoctn 28 6GakrepuanbHbIX U BUPYCHbIX  LUTAMMOB.
VMccnepoBaHnmsa nokasanu OTCYTCTBME MEPEKPECTHOM PeakTUBHOCTM
ykasaTens ypoBHsi aHTureHa Bupyca rpunna DIAQUICK c 28
TECTVPOBaHHLIMU GakTepUanbHbIMU 1 BUPYCHBIMU NaHENSMU.

2. AHanuTU4eckasi YyBCTBUTENbLHOCTb

AHanutnyeckas YyBCTBUTENBHOCTb Obina yCTaHOBIIEHA npu
MCNONb30BaHUK B 0OLLEN CMOXHOCTM 6 LITaMMOB BUPYCOB rpunna: 3
Bupyca rpunna A un 3 Bupyca rpunna B.

3. ToyHOoCTb

1) B pamkax npoBedeHWs TecTa, ero npou3BOAUTENbHOCTb Obina
onpeferneHa OAHWM  @HanUTMKOM C MUCMOJSIb30BaHWEM 3 pasHbiX
napTui.

2) Mexagy npoBedeHWsIMKU TecTa, ero Mpou3BOAUTENBHOCTbL  Obina
onpefeneHa 3 aHanuMTUKaMu C WCMOMNb3OBaHWEM 3 pasnuyHbiX
napTui, cofepXawmx pasfnunyHble KOHLEHTpaLuM Kaxaoro Tuna
BMpyca rpunna. He ©6bino obGHapyxeHo OTNMYMIA  Mexay
pasnNUYHbIMU aHaNUTUKaAMMU.
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