DIANEB

Ha6op UDA
Ana onpeneneHns
aHTuten knacca IgM k Bupycy renatuta A

Kam. Homep :1718-12
Konuyecmeo 196
Mpouszeodumens  : DAI (CLLA)

Memoduka om 22-09-2009

BHumaHue: ocHogol npu npoeeOeHuu aHasnusa sersidemcs opucuHar
UHCMPYyKUUU Ha aHerl. A3blKe.

AHanus HAV IgM ELISA
M MMMYyHOCOpPGEHTHbIN aHanu3 ¢ NpuMeHeHueM
eToa
¢1MKCcMpoBaHHbIX hepMEHTOB
MpuHumn KoHkypeHTHbIN UDA; NoKpbITLIA aHTUreHaMu
nnaHwer
Onana3soH KauyecTBeHHbIW — NONOXUTESbHbIN;
obGHapyxeHus oTpuuaTenbHbIN KOHTPOJIb U NOPOroBoe
3Ha4YeHue
O6pasey 100 mkn
CneuunduryHoCTb 100 %
YyBcTBUTENBHOCTH 100 %
O6wee Bpems ~ 75 MUH.
Cpok rogHOCTH 12-18 mec.

HA3HAYEHUE

OTOT Habop ABNAETCA UMMYHOEPMEHTHBIM HabopoM AN Ka4eCTBEHHOro
onpegeneHns IgM-aHTUTEen Kk Bupycy renatuta A B 4YernoBeveckomn
cbiBopoTKe Mnu nnasme. OH NpegHasHaveH Ans MccrenoBaHusi 4OHOPOB
KPOBW W ANS AMArHOCTMKM NauMEeHTOB C MHAEeKLuel Bupyca renatuta A.

KPATKOE OMUCAHUE
(Cm. 8 opuzuHae UHCmMpyKyuu).

NPUHUUN AHATNTU3A

OT1oT Habop mcnonb3yeT TBepaytlo dasy, Henpsmon ELISA aHanu3 gns
onpepenexHns aHTuTen k HAV B p[AByx LaroBoW WHKyGaLMOHHOW
npoueaype. [onucTMponosble MUKPOMYHKNM MpeaBapuTenbHO MOKPbITh
aHTuTenamu K 4yenoseveckomy IgM (aHTu-p uenb). JobasnsatoTcs obpasubl
CbIBOPOTKM /MNa3Mbl NaLMeHTOB M BO BpeMs NepBon MHKybaumn nobble
IgM aHTuUTEna cBA3bIBaOTCA K Avenke. MNocne NpoMbiBaHUA BCeX ApYrnux
KOMMOHeHTOB obpasua u yactuyHo IgG aHTuTen, cneuududeckun IgM,
3axBadeHHbI Ha TBepAon hase  onpegensietcs pobaeneHvem HAV
aHTUreHoB, KOHbIOTMPOBaHHbLIX Mepokcuaason xpeHa. Bo Bpems BTOpoW
MHKY6aLWK, KHbIOTMPOBaHHBIE aHTUIEeHbl Crieundnyeckn pearmpyroT TOMbKo

c HAV IgM aHtTuTenamm wn nocne npoMblBaHMA  ANS  yAaneHus
HEeCBsi3aHHbIX KOHbOratoB, [JAobaBnsieTcs pactBop XxpomoreHa. [lpu
NPUCYTCTBUU (aHTn-p)-(HAV-IgM)-(anTureH-HRP) MMMYHOKOMIMIEKC,

BecuBeTHble XPOMOreHbl rmaponnsnpytoTesa cessbiBaHneM HRP koHblorata
K ronybomy okpalleHHOMy npoaykTy. [onybol okpac u3meHsieTcs Ha
XKenTbl MOCrne OCTaHOBKM peakLuun cepHow kucnoton. Konnyectso okpaca
N3MepsieTCs 1 NPOMNopLMOHanbHO KONMMYECTBY aHTUTena B obpasue. JlyHku,
cogepxawume obpasubl oTpuuatensHble k HAV-IgM aHTuTenam octatoTcst
6ecuBeTHbIMU.

Cxema npuHuMna aHanu3a: UPA-3axBaTt
(Cm. 8 opuzuHae UHCmMpyKuuu).

KOMMOHEHTbI

=  MwuKpOnyHOYHbIA NNaHLeT, 3auKkcMpoBaHHble B 6enom gepxatene
MycTble MUKPOITyHOYHble nonocku. lNnaHweT 3anevyaTtaH B nakeTe u3
donbru ¢ ocylunTenem.
8x12/12 8-nyHOYHbIe NONOCKN Ha NAaHLeT.

Kaxpas nyHka cogepxuT aHTu-IgM aHTuTena (aHTu-P  Uenb).
MwuKponyHoUYHble  Monocku MOryT  WCMOMb30BaTbCA  pasfenbHO.
MomecTTe Heucnonb3oBaHHbIE JYHKW B MNAcTUKOBLIN  MakeT ¢

ocyluuTenem u xpaHnTe npu 2-8°C.

=  OTpuuaTenbHbIA KOHTpOnb, 1 cn.
>KenTtas )maKkocTb B briakoHe C 3eMeHON KPbILLKON.
0,5 mn B chnakoHe.
MpoTenH-ctabunuaumpyowmnin  6ydep, HepeaktusHbii k HAV  IgM.
KoHcepsaHTbl:  0,1% [lpoknun 300. [locTtaBnsieTcs roToBbIM K
ncnonb3oBaHuto. Mocne BckpbITUS, cTabuneH 1 mecsw npu 2-8°C.

1718-12, HAV IgM
MonoXxutenbHbIN KOHTPOnb, 1 n
KpacHas »xnaKkocTb B (oNiakoHe C KPaCHOM KPbILLIKOW.
0,5 mn B cbnakoHe
OuunweHHble aHTM-HAV IgM aHTuTena, pasbaBneHHble B NpOTeuH
cTrabunuanpytowem 6bydepe, cogepxaliem KoHcepaHTbl: 0,1 %
MpoknuH 300. loToBbLIM K ucnonb3oBaHuio. [locrne BCKPbITUSA
cTabunbHbl 1 MecsL npu 2-8°C.
PeareHT HRP-kOHBlOraTa, 2 dn.
KpacHas xwuakocTe B 6erom griakoHe ¢ KpacHOW KpbILLKON
6 wMn B dnakoHe. HAV  aHTUreHbl, KOHbHIMPOBAHHbLIE
nepokcmaason xpeHa. [OToBbIi K ucnonb3oBaHuto. [locne
BCKPLITUA cTabuneH 1 mecsiy npu 2-8°C.
UcxoaHbi npombIBOYHbIM Gydep, 1 6yT.
BecuBeTHasi XnakocTb B 6enomM criakoHe ¢ KpacHOW Kpbiwkon. 50
mn B OyTtbinke. PH 7,4 20 x PBS (cogepxawwui TBMH 20 B
KayecTBe AeTepreHTa).
Pa3b6aBuTb nepen ucnonb3oBaHueM. KoHueHTpaT Heobxoaumo
pa3baButb 1:20 AUCTUNNNPOBAHHON / AENOHWU3NPOBAHHOW BOAON
nepen wucnonb3osBaHveMm. [locne pas6asneHus, crtabuneH 1
Heaernto Npy KOMHATHON TeMnepaType unm 2 mecsua npu 2-8°C.
PacTBop xpomoreHa A, 1 ¢n.
BecuBeTHas xunakocTb B 6enom drakoHe ¢ 3eMneHON KpbILWKOn. 7
M B conakoHe. PacTBop nepekncy MoYeBuMHbI.
[oTOBbIA K UCNONb3oBaHMIO. [ocne BCKpbITUSA cTabuneH 1 mecsy
npu 2-8°C.
PacTBOop xpomoreHa B, 1 ¢n.
BecuBeTHas XnMAKOCTb B YEPHOM (PfTaKOHE C YEpPHOMN KPbILLKOW. 7
mn B conakoHe\ TMB pactBop, TMB pacTBOpPEHHbIN B IMMOHHOW
kucnoTe. [0TOBbIN K UCNONb30BaHMIo. ocne BCkpbiTUS cTabuneH
1 mecs npu 2-8°C.
Cton pactBop, 1 dn.
BecuBeTHasi XnakocTb B 6enom nakoHe C XXenTon KPbILKOW. 7
mn B conakoHe. Pa3baeneHHasi cepHas kucnota (0,2 M H,SOy)
MnacTukoBbIN repMeTUYHbINA NakeT , 1 wWT.
[na Hencnonb3yeMblx NONOCOK
KapToH Ans HakpbITUA NnaHweTa, 2 nucta
[nAa  HakpbITMA  nNnaHweTa BO  BpeMsA  WHKybauumn
npeaoTBpaLleHnsl UCNapeHns U 3arpsi3HEHNUs MyHOK.
WHcTpykuma, 1 ak3.

OONONHUTENBbHBLIE MATEPWUANDbI U UHCTPYMEHT, YTO HE

NOCTABIIAETCSA

1. Caexasn AUCTUNNMpOBaHHasn nnvM 4eNOHN3MpoBaHHasi Boaa

2. OpHopa3soBble nepyaTku U Yachbl

3. KoHTeliHep ons oTxonoB..

4. OpHopasoBsble V-06pasHble KIOBETKU.

5. Cuctema pfgnsi BHeceHus w/unu nuneTka (ogHoO- uMnn
MHOrokaHarnbHas), 04HOPa30Bble HAKOHEYHUKM.

6. AbcopbupytoLas TkaHb UK YUCTOe MOoNoTeHLE.

7. Cyxoli uHKky6aTop Mnm BoasHas 6ams, 37+0,5°C.

8. Mukpoluelikep Onsi pacTBOPEHUSI U CMELUMBAHUS KOHborata C
obpasuamu.

9. MwukponnaHLWEeTHbIN cYnTbIBaTENb, OOHA ANuHA BOMHbl 450 HM
nnun aBonHas anuHa BosHbl 450 1 630 HM.

10. MwukponnaHweTHas cuctema Ans acnupauum / NpoMbIBaHuS.

11.  OObIYHbIV ConeBon pacTBOp ANA pas3basneHns obpasLos.

CBOP N XPAHEHUE OGPA3LIOB

1.

C6op obpasuyoB: [lna 3T0ro aHanmMsa MOXeT MCMOob30BaTbCs U
cBexasi CbiIBOpoTKka M nnasma. Kposb, cobpaHHasi BEHOMYHKUMWEN,

JOMKHA  CrycTUTbCs  MpUpoAdHbIM  nyTem.  Heobxogumo
npocneautb, 4to 6 o06pasubl CbIBOPOTKM He copepxanu
MuKpoopraHuamoB. [lobble BuAWMBbIE YacTuubl B obpasue

Heobxogumo yganutb ueHTpudyrmposaHnem npu 3000 06/MuH.
20 MWHYT NPV KOMHATHOW TemnepaType unu dunbTpaument Ha
0,22 u cunbTpe. Mna3ma, cobpaHHan B EDTA, untpat HaTpus
UNM renapuH MOXeT TECTMPOBATbCSl, HO HEnb3si UCMONb30BaTh
BbICOKO NUMNEMUYECKME, WKTePUYECKMe WU reMonm3vpoBaHHbIe
obpasubl, 4YTO MOryT pAaTb danblumBble pe3ynbtatbl. He
HarpeBawTe WHaKTMBMPOBaHHble 00pa3ubl. ATO MOXET BbI3BaTb
yXyALieHne obpasLos.

TpaHcnopTUPOBKA U XpaHeHue: XpaHuTe obpasubl npu 2-8°C.
O6pasupbl, 4TO He OyayT aHanuM3upoBaTbCA B TeveHun 3 OHen
HeoBxomuMo 3amopoante o —20°C urm Huxke. Wsberaiite
MHOTrOKpaTHbIX 3aMopaXuBaHusi / oTTanBaHus.

MopgroTtoBka obpasuyoB: Kaxabin obpasel cnegyet pas3baBuTb
1:1000 06bIYHBIM CONEBBLIM PACTBOPOM.

CMNEUNAIIbHAA MHCTPYKLUA NO NMNPOMbIBKE

1.

2.

MpaBunbHas npouedypa NPOMbIBKM BaxHa ANs  MOMyYeHus
KOPPEKTHBIX 1 TOYHbIX AAHHbIX.
[Moatomy pekomeHayeTcs 1cnonb3oBaTb ELISA

MI/IKpOI'IﬂaHLIJeTHbIVI npomMbiBaTeSlb  XOpoLwlero KadvectBa. B
OCHOBHOM Tpe6yeTc;| He MeHee 5 MPOMBLIBOYHbLIX LMKIOB Mpu



350-400 mkn Ha nNyHKy Ans  npegoTBpalleHnsl  owmnbBoYHO
NOMOXUTENBHOWN peakuun.

[na npepoTBpalleHns 3arps3HeHns nnaHwerta obpasuyom unu HRP-
KOHblOraToM  He BblOpacbiBaliTe coaepxumoe sdeek, a pJainTe

BO3MOXHOCTb  MMIAHWETHOMY  MpPOMbIBaTENbY aBTOMaTMYECK
acnupupoBsaTb ero.
Ml pekomeHayem kanuGpuposaTb npombiBaTenb. Ons

NOATBEPXKAEHNUST aHANUTUYECKUX XapaKTepucTuk. Y6eauTecb, 4TO
KaHanbl AN BHECEHVS He 3abroknpoBaHbl W He 3arpsi3HeHbl, YTO
BHOCWUTBbCS  [OCTATOYHOE  KONMMYecTBO 006bema, NPOMbIBOYHOIO
bydepa.

Mpy pyYyHOM MPOMbIBaHMM HEOBXOAMMO 5 LMKIIOB MPOMbIBAHWSA Npu
350-400 mkn Ha NyHKY W acnupupoBaTb XuakocTb 5 pas. Ecnu
norny4YeHbl HW3KME pe3ynbTaTbl, YBENUYbTE KOMUYECTBO LMKIIOB
NPOMbIBaHWS 1 BPEMS BbIAEPXKKN.

Mpy acnupauum XnakoctTn U3 siveek, ee Heobxoanmo obpabaTbiBaTh
pacTBOPOM rMMoxXnopuga HaTpus npu KoHueHTpauum 2,5% 24 vaca,
nepes BbINMMBaHNEM XUOKOCTH.

KoHLEeHTppoBaHHbI NPOMBIBOYHLIM Bydep Heobxoanmo pasbaBuTb
1:20 nepen ncnonb3oBaHveM. [Insa ogHOro nnadweta cMelwante 50
MI KOHUeHTpata ¢ 950 mMn Boabl A0 KOHeyHoro obvema 1000
pa3baBneHHOro  npombiBoYHOro  Gycpepa. Ecnm  He  Byget
MCMNOMb30BaTbCA UEMnbIi MNAaHWeT, MNPUroTOBbTE KpaTHbIM OO0beM
nNpoMbIBOYHOro Bydepa.

XPAHEHUE U CTABUIIbHOCTb

KoMnoHeHTbl Habopa cTabunbHbl [0 OKOHYaHWS Cpoka MNPUrogHOCTM,
YKa3aHHOIl Ha 3TukeTke npu xpaHeHun npu 2-8°C, He 3aMopaxmBaTthb.
M3berante sarpssHeHusi Habopa MMKPOOPraHusMamm u XUMuMKanusamu BO
BpPEMS XpaHeHWs.

NPEOOCTEPEXEHWUE U BE3OMACHOCTb
Ins anarHoctukm IN VITRO.

anga Ucnonb30BAHUA KBANMM®ULIMPOBAHHBLIM MEPCOHAITIOM
NDA aBnsieTcs YyBCTBUTENBHBIM K TEMMEpaType U BpemMeHUu. Ons TOYHbIX
pe3ynbTaToB CTPOro CreaynTe WHCTPYKLMUK.

1.

15.

16.

17.

He wMeHante peareHTbl pasHbIX NOTOB M pasHbix HabopoB.
KoMnoHeHTbl Habopa TOYHO COOTBETCTBYIOT AN ONTUMAnbHOroO
MCMOMNHeHNs aHanuaa.

Ybeautecb, 4TO BCe peareHTbl COOTBETCTBYIOT cBoemy IoTy. He
MCMONb3yNTe peareHTbl MOCIe NCTEYEHUS CPOKa MPUroAHOCTH.
[MpuBeante peareHTbl K KOMHaTHOW TemnepaTtype (18-25°C) nepeg
ncnonb3oBaHneM. BCTpsxHWTe peareHTbl nepea NCnosib3oBaHNEM.
Mocre 1Cromnb3oBaHMUs MoMecTUTe peareHTsl npu 2-8°C.

He poTparuBantecb KO AHY M K MOBEPXHOCTU SYeeK; oTneyaTku
nanbLeB 1 LapanuHbl MOryT BINATb HA TOYHOCTb CHUTLIBAHUSI.

Mpwy cunTbIBaHNM YOEaUTECH, YTO NYHKU CyXue U HET My3blpew.

He ponyckaiite BbICbIXaHWUSA A4Yeek nocre NPOMbIBaHUS,, HEMEANEHHO
nposoavTe CreaylowuWid war, He Aonyckante dopmypoBaHus
nysbiper npu gobasneHun nyssipen.

MN3berainTe AnuTEnNbHbIX MEpPepbiBOB MexAy Llaramu npoueaypsbl,
cobntopante oAMHaKoBble YCIOBUSA ANSt BCEX sSiHeeK.

Kanubpupynte nuneTkn 4acto, Ans MOATBEPXAEHUA TOYHOCTW.
Mcnonb3yiiTe ogHOpPa3oBble HAKOHEYHWKM AnA Bcex 06pasuoB U
peareHToB AN NpefoTBPaLLeHNs nepeKkpecTHOro 3arpsasHeHuns. He
nuneTnpynTe pTom.

PekomeHgyeTca  ucnonb3oBaHue aBTOMaTMYECKMX NUNETOK W
CMEHHbIX HAKOHEYHVKOB.

Y6eauTecs, 4To TemnepaTypa BHyTPW MHKy6aTopa pasHa 37°C.

Mpwn nobasneHun obpasua, He 4OTParMBanTeCh KO AHY AYeeK.

Mpn wn3mMepeHUn nNNaHWETHBIM CUYUTLIBATENbOM, PEKOMeHAyeTCs
namepenve npu 450 n 630 HM.

Bce o6pasubl M3 YenoBe4yecKkoW KpoBWM SABMAAOTCA MNOTEHUMarbHO
MHMUMpoBaHbl. CTporo cnegyinte npasunam 6e3onacHoi paboTbl ¢
HUMW. He ewbTe, He nNenTe, He KypuTe U He NPUMEHSINTE KOCMETUKY
npu NpoBeAeHUn aHanuaa.

HakoHeuYHWKN NUNeTok, nakoHbl, NOMOCKN U KOHTENHEepb! o6g)a3u,os
Heobxogumo cobpaTtb u ayToknaBupoBatb 1 yac npu 121°C unm
obpaboTatb 10% runoxnopugom Hatpust 30 MUHYT.

Cton pacTBop SBRSeTCS cunbHOW  kucrnoTton.  SAO0OBUTLIN.
Mcnonb3ynte octopoxHo. lNpu nonagaHuyM Ha KOXy Wnu B rnasa
HemeaneHHo npomonTte Bogon. MNpoKnuH 300, 4TO Mcnonb3dyetca B
KayecTBe KOHCEpBaHTa, MOXET Bbl3biBaTb Pa3fpaKeHUN KOXU.

Ha depmeHTaTnBHYI0 akTMBHOCTb HRP-kOHBblOraTta MOrytT BnusTb
MbiMb U peakTUBHbIE XUMUKaNMM W BellecTBa, Kak rmnoxnopvg
HaTpWs, KWUCNoTbl, LWenoun u T.n. He nposBogute aHanu3 npu
NpUCYTCTBUM 3TUX BELLECTB.

NPOLIEAYPA AHANU3A

1.

MogrotoBka peareHToB: [lpyBeauTe peareHTbl K KOMHaTHOM
Temneparype (18-30°C). [poBepbTe KOHUEHTpAT MNPOMbIBOYHOMO
6ydepa, HeT nu comneBblXx kpuctannoB. Ecnu kpuctannesl
obpasoBanucb, pacTBOpUTE WX HarpeBaHWEM Mpu 37°C pgo nonHoro

10.

1.

1718-12, HAV IgM
pacTBopeHusi Kpuctannos. Pa3baBbTe UCXOAHbIA MPOMbIBOYHbIV
bydep 1:19 oUCTUNNMPOBAHHOM UMW OENOHU3UPOBAHHOW BOAOMN.
Wcnonb3yiite TONMBKO uYMCTble nNpobupkn Ans pasbaeneHus
npomMbiBoYHoro  Gydepa.  [omeTbTe  Tpu  NyHKM  Kak
oTpuuaTenbHbI KOHTponb (Hanp. B1, C1, D1), aBe nyHku kak
NONOXMTENbHbIV KOHTponb (Hanp. E1, F1) n ogHy kak 6naHk. (A1
— HM obpasupl HM HRP-koHbloraT He AomkeH AobaBnATbCs B
NyHKy 6naHka). Vicnonb3ynte 4nMcno nonocok, Heobxogumoe Ans
TecTa.

Pasb6aBneHus o6pasua: Pas6aBbTe 06pasupbl 1:1000 06bI4HbIM
coneBblM pacTBopoM. He pasbaBnanTte KOHTPOMM, OHKU
NOCTaBMAOTCA rOTOBBIMU K MCMOMNb30BaHMIO.

[No6aBneHune o6pa3sua: [lobasbTe 100 Mkn 06pasLoB B Kaxayto
nyHky 1 100 MK NONOXUTENBHOIO N OTPULIATENBHOIO KOHTPONen
B CcooTBeTCTBywWMe nyHku. [lpumeyaHue: wucnonb3lynute
pasHble HaKOHEYHWKMN ansa Kaxaoro obpasua,
OTpULATEeNbHOIO KOHTPOMNS W MONMOXWUTENbLHOrO KOHTpOnNs
Ans NpefoTBpalleHUs NepeKPecTHOro 3arpsa3HeHus.
Wukyb6aums (1) obpasua: Hakpovite nnaHweT u uHKybupyiite 20
MWHYT npu 37°C. PekomeHaoyeTcss ucnonb3oBaTb BOASHOMN
pesepByap [ANns MoaAdepXaHus crabunbHOW TemnepaTtypbl U
BMaXHOCTU BO Bpemsi MHKybauun. Ecnu ucnonbayertcss cyxow
MHKy6aTop, He OTKpbIBaNTe ABEPU YacTo.

MpombiBka (1): llocne OKOHYaHMA WHKYOauuW, BbIHBTE W
BbIOpoCbTEe HakpbiBaTenb. [lpomonTe kaxayilo nyHky 5 pas
NpoMbIBOYHbIM Bydepom. Kaxabii pa3 Bblgepxute nyHku 30-60
ceKyHp. [locne KOHEYHOro NPOMbIBaHWSA MepeBepHUTE MaHLeT
Ha OymaxHoe nonoTeHue W MocTyyuTe Mo MnaHweTty Ans
YAANeHUs XUAKOCTU.

Do6aBneHne HRP-koHblorata: [obaBbte 100 mkn HRP-
KOHBIOraTa B Kaxxayto NyHKy Kpome GraHka.

UHky6auus (2) HRP-koHblorata: Hakponte nnaHwweT NneHKon un
VHKYOupyriTe 40 MUHYT Npu 37°C.

MpombiBka (2): [Mocne OKOHYaHWA WHKYOauuwn, yganute u
BblOpocbTe HakpbiBaTenb. [lpomonTe Kaxaylo nyHky 5 pas
pa3baBneHHbIM MPOMbIBOYHBEIM Bydepom Kak B ware 5. Kaxabiv
pa3 Bbigepxusante nyHkn 30-60 cekyHpa. [locrne KoHeuyHOro
NpPOMbIBaHUSA NepeBepHUTE NraHwWeT Ha GymaxkHoe nonoTeHue u
NnocTyunTe No NnaHweTy AN YAANeHns XUaKoCTU.
3akpawmBaHue: BHecute 50 Mkn xpomoreHa A u 50 Mkn
XpomoreHa B B kaxagyto NnyHKy, Bknovas GnaHk v cmeluanTte
NOCTyKMBaHUEM MO NnaHweTy. MIHKyOupynte nnaHweT 15 MUHYT
npu 37°C, B TeMHOM MecTe. DepMeHTaTMBHAA peakums Mexay
pacTBopamu XpOMOreHoB BblpabaTbiBaeT ronyboi okpac B
NONOXMTENbHOM KOHTpone u aHtu-HAV IgM  nonoxutensHom
obpasue.

OcTaHoBKa peakumu: Vicnonb3ys MHOrokaHanbHy NMNeTky unu
BPY4YHYyl0, BHecuTe 50 MKN cTonm pacTBopa B KaXAayl JYHKY U
cmeluanTte nocTykMBaHWeM nerko Mo  nnaHwety. B
NONOXUTENBbHOM KOHTporne u aHTu-HAV IgM nonoxutensHom
obpa3sLe pa3BMBaeTCs UHTEHCUBHBIN XXENThIN OKpac.

N3mepeHue abGcopbuum: OTkanubpupyihTe  nnaHLWeTHbIA
cuMTbiBaTeNb JyHKOW GnaHka u cuutante abcopbumio npu 450
HM. Ecnv ncnomnb3yeTcsd  WMHCTPYMEHT C [ABOWHbLIM (PUnbTpoOM,
ycTaHoBUTE ANWHY BOMHbl Npu 630 HM. Bbluucnute BenuumHy
UCKIIOYEHNA 1 oueHuTe pesynbTatel (MpuMeyaHue: cuuTtaiite
abcopbumio B Te4eHNM 5 MUHYT NOCne OCTaHOBKU peakuum).

MHTEPNPUTALUMUA PE3YJNIbTATOB U KOHTPOJlb KAYECTBA

Kaxabll nnaHweT [OMKEH NpUHMMATbCS OTAENbHO, HECMOTPS Ha
KONMMYECTBO aHanusupyeMblii NnaHweToB. Pe3ynbTaThbl BbIMUCHSIOTCS
kak oTHoweHune Ol obpasua k BenuumHe ucknodeHus (CO). Ecnm
BefiMuMHa UCKIoYeHNs Bbina cuMTaHa Ha NiaHWeTHOM CYUTbIBaTenbe

C

OAHUM DUNLTPOM, pesynbTaThbl Heobxoanmo Bbl4UCNATb

oTHUMaHuem OI1 nyHku 6rnaHka oT HaneYaTaHHbIX BENWYMH 06pa3sLoB
N KoHTponen. Ecnu cunTbiBaeTcs Ha MNaHLWETHOM CYMTbIBATENbe C
OBOMHLIM ~ UNbLTPOM, He oTHumanTe OI1 nyHkm 6GnaHka oT
HaneyaTaHHbIX 06pa3LoB M KOHTPONEN.

1.

BbluMcneHne BennuuHbl uckno4venms (CO) = Nc*2,1
*Nc — cpeaHsas abcopbuunsi Tpex oTpuuaTenbHbIX KOHTponen
BaxHo: Ecnu cpegHsasa Ol oTpuuaTenbHOro KOHTPONSA HUXe
0,05, npuHumaiTe ee kak 0,05.

Mpumep:
. Bbluncnenue Nc:
Ne nyHkn B C1 D1
O otp. KoHTpONS 0,02 0,012 0,016
Nc=0,016
(CpepHee 3Hayerme Himke 0,05, noatomy ero Basmm kak 0,05)
. Bbiuncnenme BenuumHbl ncknioderms (CO) = 0,05 * 2,1 = 0,105

Ecnn oguH n3 oTpuuaTenbHbIX KOHTPOMEn He COOTBETCTBYET
crneundukaumMm avana3oHa KOHTPOMs kayecTBa, ero Heobxoanmo
OTGDOCI/ITI: N BbIMUCNUTL CpeHee [OBYX OCTaBLUMXCA BEJIUYUH.




Ecnn Ol 6Gormee 4YeM OOHOFO KOHTPOMS HE COOTBETCTBYET
cneunduKaumm gmanasoHa KOHTPOMsl KayecTBa, TECT HEBEPHbLIN U ero
HY>KHO MOBTOPUTb.

2. [Ouana3oH KOHTpoOnsA KavecTBa
L] Abcopbuuns bnaHka Hke 0,080 npu 450 HM.
. Abcopbums O NonoXuTenbHOro KOHTPOMs AoMmkHa ObiTb paBHa
unu Bbiwe 0,800 nocne 6naHkMpoBaHUS.
L] Abcopbuumsa Ol oTpuuaTenbHOro KOHTPONs AOSkHA ObiTb paBHa
mnun Huke 0,100 nocne 6naHKMpoBaHUS.

3. WutepnpeTauus pe3ynbTaToB:
(S= nHanBnayanbHas abcopbumsa kaxaoro obpasua)

OTpuuartenbHble pe3ynbTaTthl (S/CO<1): o6pasubl, 4YTo fganu abcopbuuto
HKE BENWYMHbI  WUCKMIOYEHUs, SBMATCA OTpUUATenbHbIMM B 3TOM
aHanuse, 4To ykasblBaeT Ha oTcyTcTBue IgM aHTuTen k Bupycy renatuTa
A. lMoaTomy, naumeHTbl BO3MOXHO He MHMUUMpoBaHHble HAV.

MonoxutenbHble pe3ynbTaTtbl (S/CO21): ob6pasubl ganu abcopbumio
BbILE WU PaBHYIO BENIMYMHE UCKIIOYEHUS, MPUHUMAIOTCA Kak U3HayanbHO
peakTMBHble, YTO ykasblBaeT Ha npucytcteue IgM aHTuTen k renatuty A.
PekomeHayeTcA NOBTOpPHOE TeCTMpPOBaHWeE ay6nukatos. [loBTOpHO
peakTuBHble 06pasLbl paccMaTpuBaloTCA  KaK nonoxwuTenbHble Ha IgM

aHTuTena Kk HAV u noatomy naumeHTbl, BO3MOXHO, MH(ULUPOBAHHbIE
BMPYCOM renatutom A.
FpaHuyHble (S/CO=0,9-1,1): O6pa3ubl ¢ abcopbunen BeJINYUHbI

ucknrovenna mexagy 0,9 u 1,1 paccmatpuBaloTCs Kak rpaHudHble W”
pekoMeHayeTcs  MOBTOpHOEe TecTupoBaHue aybnukatoB. [loBTOpPHO
nonoXxuternbHble 06pa3ubl paccMaTpUBaOTCS Kak NOnoxuTenbHole Ha IgM
aHTuTena Kk HAV.
PekomeHngyeTtcs
CUCTEMOWN.

noaTBepXKAEHWE  AMarHo3a  ApYroi aHanuTu4eckoi

O®DPEKTUBHOCTb AHAINTU3A U OXKUAAEMBIE 3HAYEHUA
YyeBcTBUTENbHOCTL:  KnuMHM4yeckass 4yBCTBUTENbHOCTb Habopa Obina
oueHeHa TecTMpoBaHMeM 06pa3uoB nomny4veHHblx Ansg 739 (288 petent n
451 B3pocnbIX) UHOMBUAOB C NOJO3PeHUAMU Ha uHdekumto HAV. [pyras
rpynna o6pasyoB 1950 340poBbIX OOHOPOB KpoBWM Obina TecTupoBaHa
Ans onpeAenenns KIMMHUYECKON cneunduyHOCTU TecTa. AT OLEHKM Gbinn
npoBefeHbl NpU NPSAMOM CPaBHEHUW C APYTMM KOMMEPYECKU LOCTYMHOM
HAV IgM ELISA Habope, ncnonbayeMom Ansi NOATBEPXAEHUS aHanusa.
PesynbTatbl ykasaHbl BHM3Yy. PesynbTarhl, nony4eHHble B nabopatopum
MOTYT OT/INYATBLCH OT HUX.

KnuHunyeckasa cneundpmnyHoCTb:

OETU B3POCNbIE
K-8o / OwwnboyHo K-8o / OwwmboyHo
CNeUMMUYHOCTb | MONOXMTENbHBIA | CNEUnUPUYHOCTb | MONOXMTENbHbINA
[loHopel 1220 />99% 3 | 145 730/>99% 4
KnuHuyeckasi YyBCTBUTENBLHOCTb:
Jletun YyBCTBUTEMBHOCTD
Mposep. - + MoaTBepxa. 100%
He nposBnsiowwascs 148 3 | 145 145 100
MHeKUMs
HeakTtupeunckas / 140 15 | 35 35 100
VKTEpUYECKas
BCEroO 288 18 | 180 180 100
Bspocnible YyBCTBUTENBHOCTD
[posep. - + MoaTBepxa. 100%
He 238 192 | 46 46 100
nposiBRsitoLLascs
MHGEKUMS
HeakTupeumnckas / 213 120 | 190 190 100
MKTEpUYECKas
BCErO 451 312 | 236 236 100
JluHetHoOCTb pa3baBneHUss Hepa3baBreHHOro obpasua
KoadhdpuumeHT pasbasneHus obpasua on
1:1 2,543
1:500 2,234
1:5000 1,042
1:50 000 0,673
1:500 000 0,036
UccnepoBaHue nauneHToB, MHPULUMPOBaHHbIX HAV:
[H1 nocne nHpnUMpoBaHus on
0-20 0,031
21-40 0,521

1718-12, HAV IgM

41-50 2,143
51-60 1,890
61-80 0,736
81-100 0,231

AHanuTtu4yeckasa cneumuyHOCTb:

1.

2.

3.

HeT nepekpecTHOW peakTMBHOCTM C obpasuamy MauneHToB,
MHUumpoBaHHbIx HCV, HIV, HBV, CMV u TP.

He Habniogaetcs BnusiHe peBmatounaHoro dhaktopa ao 2000
E/mn.

Ha xapaKTepuCTUKM 3TOrO aHanu3a He BRUST MOBbILEHHas
KOHUEeHTpauus bunupybuHa, remornobmHa n TpuonuHa.

OrPAHMYEHUA

1.

HenosTopsiemble NoNoXuTenbHble pe3ynbTaThl moryT
NosIBMSATHCS Yepe3 OCHOBHble GUONOrMyeckne xapakTepucTuku
ELISA ananu3a. OTpuuartenbHbll pesynbTaT npu onpeaeneHun
aHTUTena He WCKMYaeT BO3MOXHOCTb MHMeKUMW. AHTUTEena
MOTyT He onpeaensATbCsi BO BpeMS paHHUX cTagui 3abonesaHun
N B HEKOTOPbIX MMMYHKOMMPOMMWCHBIX UHAVBUOOB.

Ecnu nocne noBTOpHOrO aHanmusa MEepPBUYHO PeaKTUBHbIX
06pa3uoB pe3ynbTaTbl aHanu3a ocTalTCa oTpuLaTenbHbIMU, 3T
obpasubl HeobxoAMMO cunTaTb HEenoBTOPSEMbIMU (OLIMBOYHO
NONOXWTENbHBIMA) U MHTEPNPETMPOBaTb Kak oTpuuaTesbHble.
Kak n B Apyrux oueHb u4yBCTBUTENbHbIX W®A, owmboyHo
NONOXMNTENbHbIE pe3ynbTaTbl MOTYT CIy4aTbCA MO HECKONbKAM
npuymHaMm, 6GOnbLIMHCTBO W3 KOTOPbIX OTHOCATCA, HO He
OrpaHVM4MBalOTCS, K HECOOTBETCTBUM NMPOMBIBOYHOIO dTana.
MonoxuTtenbHble pe3ynbTaThl AOMKHLI NOATBEPXAATECA APYrUM
[OCTYNHbIM ~ MeToAoM. Jliobble MonoXutenbHble pesynbTaThl
[OIDKHBI MHTEPNPETMPOBaTLCS C UCTOPMEN MauveHTa 1 ApyruMu
KIMHUYECKMMM 1 nabopaTopHbIMU AaHHBIMU.

PacnpocTpaHeHHble OLINGKN: 3aKOHYMICA CPOK MPUrOAHOCTM,
nnoxasi npouefypa NPOMbIBaHWS,, 3arpsi3HEHHbIE peareHThbl,
HenpasurbHbIe LiarM npoueaypbl, HegocTaToyHas npoueaypa
acnupauum BO BpeMs MNPOMbIBaHUsi, HeToyHoe  JobasneHve
o6pasLoB unn peareHToB, HeMonaakn o6opyaoBaHUs, 4acoB.
MpeobnagaHne mapkepa BNUSET Ha BEMUYUHBI aHanNu3a.
OwnboyHo oTpuLaTenbHble pe3ynbTaTbl MOTYT BO3HMKaTb OT
nogaeneHusi cneumdumdeckoro IgM npu NpUCyTCTBMM BbICOKOTO
TMTpa cneumdumyeckoro IgG. Ypanewune IgG MOryT ObITb
nonesHeIMM Ana NpefoTBpalleHns  OLWMBOYHO OTpuLlaTenbHbIX
pe3ynbTaToB.

910 Habop npegHasHadeH TOJIbKO pna aHanusa oTaensHO
B35TbIX 0Opa3L0B CbIBOPOTKM MNM nna3mbl. He ucnonb3osaTtb
AN aHanusa TpynHbIX 0OpasLoB, CMIOHbI, MOYM WNW APYrUX
BUOoXMAKOCTEN UMM COBPaHHON (CMELLaHHOW) KPOBM.

YKA3SATENN HECTABUIIbHOCTU UNU YXYALUEHNA KAYECTBA

PEATEHTOB
1. 3HayeHus MOSOXUTENbHOIO unm oTpuuaTensHoro
KOHTpOne, HaxoasLmecs BHE yKa3aHHOro
OVana3oHaKOHTPOMNs  KayecTBa, SBMSAOTCA ykasaTensmu

BO3MOXHOIO YXy[JLIEHUS peareHToB U/vnu kayectsa paboTsl
onepatopa wnu cboeB obopygoBaHusi. B Takom cnydae
pesynbTaTbl [OMKHbI CYUTATbCS HEAEVCTBUTENBbHLIMU 1
obpasubl AOMKHbI MOBTOPHO aHanuampoBaTbcs. B cnyyae
MOCTOSIHHO OLUMOOYHBIX Pe3ynbTaToB UCXOAS U3 yXyALeHUs!
WM HecTabunbHOCTM peareHToB, HEeMEAJIeHHO 3ameHuTe
peareHTbl ApYrMmu.

2. Ecnn nocne cmewmBaHusa pactBopoB xpomoreHa A u B B
NyHKax LUBeT 3TOW CMeCU B TEYEHUN HECKONbKMX MUHYT
CTaHOBUTLCHA CMHUM, HE NPOAOIMKaNTe NPoOBeAEeHNA aHanusa
1 3aMeHWTe peareHTbl CBEXUMU.

rooHOCTb

He wucnonb3oBaTb Ha60p no wucTteYeHUN cCpoka

rogHoCTM!.

Yka3saHHOro Ha ynakoBke Habopa U 3TUKeTKax peareHToB.

NHOOPMALNA 1A 3AKA3A:

qmn «gUAMEB»
Yn. YopHoeona, 97, 2. UeaHo-PpaHKosck, 76005
Ten.: (0342) 775122
Ten/cpakc: (0342) 775612
E-mail: info@diameb.ua

www.diameb.ua
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