HABOP U®DA
AnA ONPEAENEHUA IgG AHTUTEN K KOPU

1408-1, Measles IgG

Kamanoe. Ne :1408-1
Konuyecmeo 196
lNpoussodumens: DAI (CLUA)

Memoduka om 08-30-2013

OcHogol rnpu nposedeHuUU aHasnu3a sefsgemcs opuauHas
' UHCMPYKUUU Ha aH2rulickoM si3biKe, 8/10XeHHOU 6 Habop.
*

_ Howmep u dama sepcuu opueuHana u nepegoda UHCMPYKUUU
— QosmKHbI cosrnadame.

OBLWAA NHPOPMALIUA

KonuyecTtBo TectoB 96 TecToB

Tect Measles IgG DA
MeTtop UDA: TeepaodasHbIn
MMMYHOCOPGEHTHbLIW aHanu3
MpuHUMN Henpsimoi MUDA: aHTUreHHOE NOKpbITUE

nnacTuH

KonuyecTBeHHbIN: NMonoXUTenbHbINA,
CnabononoXxutenbHbIN,
OTtpuuaTtensHbii KoHTponb

[Onana3oH o6HapyxeHus

O6pasen 10 mkn
CneundmyHocTb 91.0 %
YyBCTBUTENLHOCTDL 99.3 %
O6ulee Bpems ~ 75 MUHYT
CpoK xpaHeHus 12-14 mecsiueB
TemnepaTtypa xpaHeHus 2-8°C

*IlabopamopHble aHanu3bl He Mo2ym 6bimb eOUHCMBEHHbIMU KpumepusiMu 07151
MeOUUUHCKO20 3aKntyeHus. Mcmopusi 6onesHu nayueHma u rnocriedyrouwue mecmsl
O0ImKHBI 6bIMb MPUHSMBI 80 BHUMAaHUE.

HA3BAHUE U HASHAYEHUE UCTMOJIb30OBAHUA

"Diagnostic Automation" Measles IgG ELISA npegHasHadyeH Aans
KonmyecTBeHHOro  onpegenenunss IgG  avtuten kK  Bupycy  Kopw.
MpepHa3HaveH AN UCNOMb30BaHNSA B OLIEHKE CEPONOrMYEeCKOro COCTOSHNSA
naumeHTa K uHdekuun napotuta. OH Takke WUCNOnb3yeTcs ONsi OLEHKM
napHblX  CbIBOPOTOK  Ha  npeaMeT  3HAYMTENbHOro  yBenuyeHus
cneundunyeckoro IgG kak ykasaTensi HefjaBHENW WM TeKywen MHekummn
napotuTa. [inA ucnonb3oBaHus B in-Vitro auarHocTuke. TecT BbICOKOM
CIOXHOCTMU.

BBEOEHWUE (Cm. opueuHan uHcmpykyuu).

MpuHuMn aHanusa

TeBepgodasHble MMMyHOdEepMeHTHble aHanu3bl (MDA) nonaratorca Ha
cnocobHocTb  BuonorMyeckux  MaTepuanoB  (Hanpumep, a@HTUrEHOB)
apcopbypoBaTbCA K MAacTMacCcoBbIM MOBEPXHOCTAM Tuna nonucTupona
(TBeppmas dasa). Korga aHTureHbl cBsi3blBalOTCH B TBEpAoW ase, OHU
BCTynalT B KOHTaKT C CbIBOPOTKOW naumeHTa. AHTUreH cneumduyHoe
aHTUTEenNo, ecnn CyLecTBYeT, CBSA3bIBAETCH C aHTUIreHOM B TBepaon dase,
obpasyss KOMMNMeKCbl aHTUreH-aHTUTeno. M30bIToOK aHTMTen yaanseTcs
npombIBKoiA. [Nocne aToro fo6aBnseTcst KO3NWHbIN aHTU-YenoBedeckuin IgG
rnoGynvH, KOHBLIOTMPOBaHHBLIN C MEepoKCUAa3oN XpeHa OBGbIKHOBEHHOTO,
KOTOPbIA TOrAa CBA3LIBAETCS C KOMMMEKCamy aHuteno-aHTureH. N3bbitok
KOHblOraTa ygansietcs MnpoMbIBKOM C nocnegylowmyMm gobasneHnem
XpomoreHa/cybeTpara, TeTpameTunbeH3namHa (TMB). Ecnun
cneundnyeckoe K aHTUreHy aHTUTENno npUCYTCTBYET B CbIBOPOTKE
nauneHTa, pa3BuBaeTCsi CUHWUIA LBET.

Korna epmeHTaTMBHasi peakuuss ocTaHaBnuBaetcs 1IN H,SO,,
coOepXMMOE IYHOK CTaHOBUTCS XenTbiM. >KenTbld LUBET, KOTOpbIf
ABMSAETCA NPOMOPLMOHAMNbHBIM K KOHLUEHTpauuu aHTUTen B CbiBOPOTKE,
MOXET CYUMTbIBATbCA Ha COOTBETCTBYHLIEM CNekTpodoTOMEeTpe Wnn
MUKpOMnaHweTHoM  cuutbiBatene ana  WNPA. YyBCTBUTENbHOCTD,
cneundunyHocTb 1 Bocnpoussoanmocte UPA moxeT OblTb CpaBHEHa C
OPYrMU  CEepONOrMYeckMMM  aHanusaMum Ha aHTuTena, TakMMu  Kak
MMMYHOTyOPECLEHLMM, CBA3bIBAHNS KOMMIEMEHTa, remMarrimioTMHaumMm u
pagvoMMMyHOaHann3omMm.

NPEOCTABIEHUE HABOPA

MNocTtaBnsieMble MaTepuanbl

Kaxgpin Habop coaepXWMT B [OCTaTOYHbIX KONMYEcTBax creaytolive

KOMMOHEHTbI ANS NPOBEAeHVs YMCna aHanv3oB, YKa3aHHOro Ha 3TUKeTke

yMaKoBKM.

1.  MukponnaHLerT, MOKPbITbINA OYMLIEHHbIM aHTUreHoM
(vHakTMBUpPOBaHHbIM) K BUpycy Kopu: 96 nyHoK, pacnonoXeHHbIx B
nBeHaguatn 1 x 8-nMyHOYHbIX NOMOCKAX, XpaHATCS B nakeTe u3 conbru
c ocywutenem (96T: oguH nnaHweT; 480T: 5 nnaHweToB).
Paz6aBuTtenb obpasua Tun 1: [o0TOB K Mcnonb3oBaHuto. CoaepxuT
npoknuH (0,1%) B kayecTBe KOHcepBaHTa. (96T: ogHa OyTbinka, 30
M, 480T: 2 6yTbinku, 60 Mn Kaxagas).

3. Kanub6partop: uenoBeveckass CbIBOpOTKa WUnu AeduOpUHUMPOBaHHas
nnasma. Asung Hatpus (< 0.1 %) u pen/strep (0.01 %) nobaBneHbl kak
KOHCEpBaHTbI, C yKa3aHveMm crneunduyHoro koadduumeHTa Habopa,
HaneyaTaHHOro Ha aTukeTke dnakoHa. Kanubpartop ucnonbayetcs,
4yTobObl KanubpoBaTb aHanu3, CCbiNasicb Ha exeaHeBHble nepenagbl
Temnepartypbl 1 gpyrue ycnosus aHanuaa. (96T: oamH dpnakoH 0,4 mn;
480T: 1 dnakoH, 0.8 mn).*

4. TMNonoxutenbHbIA KOHTPOMb: YenoBeyeckasl CbIBOPOTKA  MNn
nedmbpuHupoBaHHan nnasma. Asug Hatpusi (< 0.1 %) u pen/strep
(0.01 %) nobaBneHbl Kak KOHCEPBaHTbI, C YKa3aHWEM YCTaHOBIIEHHOIO
OnanasoHa, HaneyaTaHHOro Ha 3TuKeTke (riakoHa. MonoXuTenbHbI
KOHTPOMb UCMOSb3yeTcsl, YTOGbl KOHTPONMPOBAThL MONIOXUTENbHLIN
OmnanasoH aHanu3a. (96T: oauH cpnakoH 0,4 mn; 480T: 1 chnakoH, 0.8
m).*

5. OTpuuaTenbHbI  KOHTPOSNb: YefioBeyeckasi CblBOpOTKa  WUnu
nedmbpuHupoBaHHan nnasma. Asug Hatpusi (< 0.1 %) n pen/strep
(0.01 %) pobaBneHbl Kak KOHCEPBaHTbI, C YKa3aHWEM YCTaHOBIIEHHOIO
OnanasoHa, HameyaTaHHOro Ha aTukeTke dnakoHa. OTpuuaTenbHbI
KOHTPOMb MCMONb3yeTcsi, 4TOObl KOHTPONMMPOBAaTb OTpULATENbHbIN
OmnanasoH aHanu3a. (96T: oauH cnakoH 0,4 mn; 480T: 1 chnakoH, 0.8
m).*

6. KoHblorat nepokcupasbl XpeHa: [OTOBbIA K MCMOMNb30BaHMIO.

KosnuHbln aHTu-yenoseyveckuin IgG, copepxatmii npoknuH (0,1%) u
reHTamMMuMH B KayecTBe KOoHcepBaHTOB. (96T: ogHa OyTbinka 16 mm;
480T: 5 dpnakoHOB, 16 M KaXabln).
PacTtBop xpomoreHa/cybcTpata tvn I: TetpameTunbensnamH (TMB),
roTOBbIA K MUCMONb30BaHMI0. PeareHT OOMKeH ocTaBaTbCA 3aKpbIThIM,
ecnu He nucnonbayetcs. [Mpu ncnapeHun obpasyeTcst 0Cafok B fyHKax
c peareHTtom. (96T: 1 Oytbinka, 15 mn; 480T: 5 cdnakoHos, 15 Mn
KaxKabIW).

8. MpombiBoYHbLIN Bydep Tun | (20X KoHLUeHTpaT): pa3basutb 1 YacTb
KOHUEeHTpaTa + 19 vacren [ENOHN3NPOBAHHOMN unm
anctunnupoBaHHon Boabl. Cogepxxut TBS, TBrnH-20 1 npoknuH (0,1%)
B KayecTBe KoHcepBaHTa. (96T: opHa OyTbinka, 50 mn; 480T: 1
OyTbinka, 250 mn).

9. Crton pactBop: [OTOBbIA K MCNOSMb30BaHUO, copepxuT pactesop 1N
H,S04. (96T:1 6yTbinka, 15 mn; 480T: 5 GyTbinok, 15 mn kaxaas).
*MpuMeyaHue: nakoHbl C CbIBOPOTKOM MOryT coaepaTb W3ObITOUHble

06BEMBI.

OononHutenbHble Tpe6oBaHUA

1. npOMbIBOHHaH 6yTbIJ‘|Ka, aBTOMaTU3MpoBaHHaA nnmn
nosilyaBTomMatuyeckasn cucrtema NMPOMbIBKU MWKPOJTyHOYHOIo
nnaHweTa.

2. MMKpOI‘IMI‘IeTKI/I, BKIOYasi MHOrOKaHarnbHble, CrnocobHble K TOYHOMY

pacnpegeneHutio o6bemoB 10-200 mkn (KB meHbLue yem 3 %).

MepHas konba Ha 1 nuTp.

BymaxHble nonoTeHua.

Mpobupka ans pa3baBneHnsi CbIBOPOTKU.

Pe3epByapbl peareHTOB 45151 MHOroKaHasnbHbIX NMUNETOK.

HakoHeuYHVKM ans nuneTok.

OuctunnupoBaHHasa vnu AevoHnsnposaHHas Boga (dH,O), Twn 1

UKW 9KBMBANEHT.

Tarmep, cnocobHbIN M3MePSATb C TOYHOCTLIO +/- 1 cek. (0 - 60 MuH).

0. Kanuctpbl gnsi otxogoB u runoxnoputa Hatpust 0.5% (50 mn

otbenuneatens B 950 mn dH;0).

11.  MuKkponnaHLWEeTHbIN CcyYUTbIBaTENb C OAMHOYHOW WNWM  OBOWHOMN
OINWHOW BOJHbI ¢ punbTpom 450 HM. Npu ncnonb3oBaHUM OBOMHON
ONWHBI BOMHbI HacTponte pedepeHTHbIn dunbtp Ha 600-650 HM.
O3HakoMbTecb C PykOBOACTBOM MOMb3oBaTens WM CBAXUTECH C
M3roToBUTENEM annaparta, u4ToObl YCTaHOBUTb OCOBEHHOCTU
NMHENHOCTM paboThbl cunTLIBATENS.

3ameuaHue: Vicnonb3oBaTh TONbKO YUCTYIO, CYXYH CTEKIISIHHYIO nocyay.
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XPAHEHUE U CTABUIIbHOCTb

1.

XpaHuUTb HEBCKPLITLIN Habop npu 2-8°C. Habop ans aHanusa MoxeT
6bITb UCMOML30BaH Ha NPOTSXKEHUMN Cpoka roAHOCTM Habopa. CM. cpok
rOAHOCTU Ha 3TUKETKE YNaKoBKM.

2.  HeoTkpblTble MUKpONMNaHweTbl crnegyeT XpaHuTb npu  2-8°C.
Heuncnonb3oBaHHbIE MNOMOCKW AOMKHbI ObITb HEMeANeHHO repMeTUYHO
3aKpbITbl B MELLOYKE C BbICYLUMBAOLWMM CPEACTBOM W BO3BpALLEHbI
OISt COOTBETCTBYHOLLErO XpaHeHus npu 2-8°C.

3. XpaHuTb pacTBOp KOHbIOraTa nepokcuaasbl xpeHa npu 2-8°C.

4. KanubpaTop, NONOXUTENbHbIA U OTpULATENbHBIA KOHTPONW XpaHWUTb
npu 2-8°C.

5. PasbaButens obpasua nntoc Tmn 1 1 20x npombIBOYHbIA Bydep Tvn |
XpaHuTb npu 2-8°C.

6. PacTtBop xpomoreHa/cybctpata Tvn | xpaHutb npu 2-8°C. PeareHT
OOIDKEH OCTaBaTbCA 3aKpbITbIM, ecnn He wucnonb3yetcs. [lpu
ncnapeHun obpasyeTcs ocafok B NyHKax C peareHToM.

7. TpombiBoYHbI Bycbep Tvn | (pa3baBneHHbIn 1x) xpaHuTb npu 21-25°C
0o 5 gHen, nnu po 1 Hegenu npu 2-8°C.

3ameyvaHue: [lpy nopgepxke CTabunbHOW TemnepaTypbl XpaHeHus

peareHTbl n CyGCTpaTbI 6y,E|yT ocTaBaThCs CTabUMbHBIMU B TEYEHUN Cpoka

rogHocT Habopa. Cwm.

CPOK rogHOCTM Ha J3TUKeTKe YNakKOBKW. |-|pI/I

M3roTOBMIEHUN AAHHOIO u3aenus Geinm NPUHATBI Mepbl NPeaoCTOPOXHOCTH,

4YTOGbI

3alnNTUTL peareHTbl OT 3arpAs3HeHuna u 6aKTepVIOCTaTI/NeCKI/IX

HocuTenen. Heobxoammo cobniofate OCTOPOXHOCTb. YTOGbI 3aWMTUTHL

peareHTbl OaHHOro Ha6opa OT 3arpsA3HeHusa.

He wcnonb3ayiite, ecnu

HabnopaeTcs MVIKpO6I/I0ﬂOFVI‘-IeCK08 3arpAa3HeHne nnm ocagok.

MNpeaocTopoXHOCTH

1.
2.

10.

1.

12.

13.

14.

Tonbko Ansa ucnonb3osaHus in-Vitro.

KoMMoHeHTbl  4YenoBeveckoi  CbIBOPOTKM  AaHHoro  Habopa
Mcnonb3oBaHHble B MOArOTOBKE KOHTporen u kanubpaTtopa Obinu
npoBepeHbl MeToAoM, ofobpeHHbiM FDA Ha Hanuuve aHTMTEn K
YyeroBeyeckomy Bupycy nmmyHogedmumta 1 1 2 (BUY 1&2), renatuty
C (HCV) Takke Kk MOBEPXHOCTHOMY aHTWreHy renatuta B, npu aTom
6bIn NonyyeH oTpuuaTenbHbliA pe3ynbTaT. [oCKoNbKy HUKaKon MeToA
NPOBEPKN He MOXeT obecneuntb MOSIHON yBEPEHHOCTW B OTCYTCTBUM
BWY, Bupyca renatuta C, B nnu gpyrmx Bo3byautenen MHeEKUMiA, ¢
obpasuyaMm U peareHTaMu  YenoBEYECKOTO  MPOUCXOXOEHUS

HeobxoaMMo obpaliathCs  kak co  CcrocobHbiMKM  nepepaBaTb
BO30YyaUTENUN MHEKLMNA.
LleHTpbl  KOHTpONsi GONMe3Hn W UX MPeaoTBpaLleHusl, Takke

HaumnoHanbHble MHCTUTYTbI 3[0POBbsi PekoMeHAylT obpalatbes C
noTeHumanbHbIMU BO3OYaUTENAMU WHGEKUMA nNpu cobnogeHnn 2
ypOBHS BMoonacHocTy.

KoMnoHeHTbl 3Toro Habopa Gbinv NpoBepeHbl HA KOHTPOMb KavecTBa
KaKk KOHTpONnbHasi eguHuua napTum Habopa. He cmewwuBath
KOMMOHEHTbl M3 pasnuWYHbIX  HOMEPOB  NapTui  pacTBopa
XpomoreHa/cy6ecTpaTa Tvn |, cTon pacTBopa U NpoMbIBoYHOro Gydepa
T™n |. He cMeluMBaTh KOMMOHEHTAMM OT APYrMX U3rOTOBUTENEN.

He wucnonb3oBaTb peareHTbl MO UCTEYEHUWM Cpoka T[OAHOCTH,
OTMEYEHHOTO Ha 3TUKETKE YNaKOBKU.

Bce peareHTbl OMKHbI GbITb NPYU KOMHaTHOW TemnepaType (21 - 25°C)
nepes BbINONMHEHUEM aHanusa. /3Bneyb TONMbko OGLEM peareHToB,
KOTOpbI Heobxoaum. He nepenuBaTth peareHTbl Hasazg BO (hriakoHbl,
MOCKOIbKY MOXET NPOU30NTU 3arpsisHEHUE peareHTa.

Mepen oOTKpbITUEM (PIAKOHOB C KOHTPONEM M KanubpaTopoM, pesko
yAapuTb NiaHWeToM No TBEPAON NMOBEPXHOCTU, YTOOb! y6eanTces, 4To
BCS1 )KMAKOCTb HAXOAMTCS Ha AHe dbriakoHa.

Wcnonb3oBaTb TOMbKO AWUCTUIINIMPOBAHHYI UMM AEVNOHW3VPOBAHHYO
BOZY U YUCTYIO CTEKIISIHHYIO Nocyay.

He nosBonsitb BbiCbiXaTb fyHKam BO Bpemsi aHanusa; [obaBnaTb
peareHTbl HEMEANEHHO MNocrie 3aBepLUEHNS 3TaroB NPOMbIBKY.
M3beratb NepekpecTHOro 3arpsisHeHUsi peareHToB. MbITb pyku Ao u
nocne paboTbl ¢ peareHTaMu. [epekpecTHoe 3arpsi3HeEHNe peareHToB
n/vnn obpasLoB MOXET Bbl3BaTb OLUMOOYHbIE pe3ynbTaThbl.

Mpy BLINOMHEHUM 3TaMOB MPOMbLIBKMA BPYYHYHO, JIYHKU AOMKHbI GbiTb
npomelTbl 3 pasa. MoxeT noTpe6oBaTbcs A0 5 LMKIOB NPOMbIBKM,
ecnu ncnonb3ayeTcs aBTOMaTU3MPOBaHHOE NPOMbIBOYHOE
obopynoBaHue.

A3va HaTpus nofaBnsieT aKTMBHOCTb KOHbiorata. [ns nobaeneHus
KOHblOrata HeobXOAUMO WCMONb30BaTb YUCTble HAKOHEYHVKM [Ans
nuneTok, 4Tobbl M3bexaTb nepeHoca asnga HaTpuUs U3 Apyrux
peareHToB.

BbINo ycTaHOBMNEHO, YTO a3ui HaTpusi MOXET B3aUMOZEeiCTBOBaTb CO
CBMHUOM W Medblo B TpybornpoBogax, obpasys B3pbiBYaTble
KOMMOHEHTbI. [pn yTnnm3aumm npoMbITb KaHanu3auuo BoAON, YTOObI
MWHVMMW3VMPOBATL HArPOMOXAEHNE KOMMOHEHTBI MeTasoB asuaa.
Hukorga He nuMneTupoBaTb PTOM M He MO3BOMSATb peareHTam wnu
obpasuam nauMeHTOB BCTynaTb B KOHTaKT C KOXel. PeareHThbl,

15.

16.

17.

18.

cogepxawme [MpoknuH, a3ug Hatpus, u  TMB m™oryT ObiTb
pasgpaxatolmmn. M3beratb KOHTaKTa ¢ Koxen u rmasamu. B cnyvae
KOHTaKTa, NPOMbITb 60MbLUNM KONUYECTBOM BOAbI.

Mpu wucnonb3oBaHuM pacTBopa runoxnoputa (oTbenuearoLLero
BelLecTBa) Kak Ae3MHMULMPYIOLLEro CpeAcTBa, He UCMOoNb30BaTh ero
BO BpeMsi (pakTM4eCKoro NpoBeAEHUst aHanusa 13-3a NoTeHumarnbHoro
BMUSIHWS HA (PepPMEHTaTUBHYIO aKTUBHOCTb.

M3beraTb koHTakTa cton pacTtBopa (1N CepHOWM KUCIOTOWN) C KOXewn
unu rnaszamu. MNpu KOHTaKTe HeMeaneHHO NPOMbITL 06nacTb BOAOMN.
MpepoctepexeHve: Xuakue oTxoabl MpU KUCAOTHOM pH  AOMXKHbI

ObITb HeWTpanu3oBaHbl [0 p[obaBneHus runoxnoputa HaTpus
(oTbenuBatowero Bewiectsa), 4YTOObl M3bexaTb 0bpaszoBaHMS
A0OBUTOrO rasa. PekomeHayeTcsi yTUNU3MpoBaTb oOTpaboTaHHble

nnaHweTbl B 6uobesonacHble nakeTtbl. CM. [pesocTopoXXHOCTb 3.

KoHueHTpaumn aHTu-Kopu B onpeaeneHHoM obpasLe, onpegensiemble
Habopamu aHanu3oB OT pasHbiX NPOM3BOAMTENEN MOTyT BapbypoBaTb
ncxoas U3 pasnuuunii MeTodax aHanusa v cneundUYHOCTY peareHToB.

CBOP U XPAHEHUE OBEPA3LIOB

1.

2.

CnepyeT ob6palyatbCsl C KPOBbIO M CbIBOPOTKOM Kak CO CMOCOBHbIMU
nepegaBaTb HOCUTENN NHAEKUNNA.

OntumanbHas 3deKTMBHOCTL Habopa 3aBUCUT OT WCMONb30BaHUSA
CBEXWUX 00pa3LoB CbIBOPOTKM (YUCTbIX, HE FEMOMU3MPOBAHHBIX, HE
nMnemMmnyecknx, He mkTepudeckux). MNMpu HeobxoammocTn npoBeaeHus
NMOBTOPHOIO aHanu3a, MMHMManbHO pekoMeHayeMblt o6bem — 50 Mkn.
O6pasubl  AOMKHbI  OblTb  coBpaHbl acenTUyecku BEHOMYHKUUEN.
MpepBapuTenbHoe OTAeNieHWe OT CrycTka npeaoTBpaliaeT remonus
CbIBOPOTKMU.

XpaHuTb cblBOPOTKY npu 2-8°C, ecnu aHanu3 6ygeT npoBOAUTLCA B
TeyeHne 2 pgHen. [Mpu Gonee ANWMTENbHOM XpaHeHun o6pasLos,
XpaHnTb ux -20°C wnm  Hwxke. WM3beratb UCNONb30OBaHWUA He
HaMOopaxvBatoLLLEro XONoAuIbHUKA, MOCKOMbKY OH MOXEeT MPMBECTU K

nerpagauum aHTuTen us-3a LIMKIIOB 3aMOpaxuBaHUs-
pasmopaxuBaHusi. HenpaBunbHO  xpaHsawmecs obpasubl  unu
noagasLumecs MHOXXECTBEHHbBIM umknam 3aMOopaxvBaHusi-

pasmopaxuBaHusi MOryT BblAaTb OLUMOOYHbIE pe3yrbTaThbl.

Ecnv aHanuaupyoTcs napHble CbIBOPOTKM, 06paseL, B ocTpon dopme
[OMKeH ObITb B3AT Kak MOXHO GbICTpee nocrne nosiBNeHns CUMNTOMOB.
BTopoit obpasel, gormkeH 6biTb B3ST Yepes 14-21 gHeit nocne B3ATUSA
obpasua octpon opmbl. O6a obpasua  [OMKHbI  BbITh
npoaHanu3nMpoBaHbl B IBYX 3K3eMMMsipax Ha TOM Xe nnaHweTe, YTobbl
NpoOBEPUTb Ha 3HaYMTENbHbIA pocT. Ecnn nepsbii obpasel, 6bin B3ST
no3gHO B Xo4e WHMEeKUUM, 3HaAYUTENbHbIN POCT HE MOXeT OblTb

oBHapyxeH.
Pekomenayetcs XpaHWUTb obpasupl B COOTBETCTBUM c
pekomeHaaumnamm NCCLS (YTBEpXAEHHBIMU CTan4apTHbIMU

npoueaypamu no obpaileHuo 1 obpabotke obpasuoB kposu, H18-A.
1990).

METOAbI NCMNOJIb3OBAHUA
MoaroToBka K aHanu3y

1.

M3BnekuTe Bce peareHTbl U3 XOnoauibHUKa U Nepes UCronb30BaHNEM
no3BofbTe MM HarpetTbCcs OO0 KOMHATHOW Temnepatypbl (21-25°C).
HemenneHHo Bo3BpaTWTe BCe peareHTbl B XOMOAMMbHUK Mocne
MCNonb30BaHus.

Mepen wvcnonb3oBaHuem Bce obpasubl U KOHTPONM Heobxoaumo
BCTPSIXHYTb W NepemellaThb.

Pa36aeute 50 mn npombiBoyHoro 6ydpepa (20x) Tun | pgo 1n
OUCTUMNUPOBAHHON  U/UNN  OEVNOHU3UPOBAHHON BOAOW.  XOpPOLUO
nepemellaTtb.

Mpoueaypa aHanusa

Mpumeyanue: [AnA oLeHKN NapHOW CbIBOPOTKM 06a obpasua AOMKHbI
TecTMpoBaTbCA B AyonAx Ha oaHom nnaHwete. PekomeHpayetcs
TeCTMpOBaTb NapHble CbIBOPOTKW B COCEAHUX JTyHKaX.

1.

MomecTnTeE XEenaeMoe KonM4YeCcTBO MOSIOCOK B PAMKY A MUKPOYHOK.
MpoBegnte 4  onpepeneHvss  KoHTpons/kanubpatopa  (ogHoro
OTpULATENbHOrO  KOHTPONs,  [ABYX  KanubpaTtopoB W OAHOroO
NMOSIOXKMTENBHOTO KOHTpONsl) Ha npoueaypy. bnaHk peareHT (BP)
[OIKEH MPUMEHATLCSA B KakaoMm aHanuse. [MposepbTe TpeboBaHusi K
nporpaMMHOMY OGECMEYEHNI0O U CYUTBIBAKOLWEMY YCTPOWCTBY AnS
npaBuIbHbIX KOHUrypauui KoHTponew/cut-off-kanmbpaTopos.
Bo3BpaTuTe Heucnonb3oBaHHbIE MOMIOCKM B 3anevaTtbiBarowmics
MELLIOYEK C OCyLIMTENneM, repMeTU4YHO 3aKpoWTe U BO3BpaTUTE Ha
XpaHeHue npu 2-8°C.



10.

1.

12.

Mpumep:
Plate Sample Plate Sample Description
Location Description Location

14 RB 28 Fatient #4

1B NC 2B Patient #5

1c Cal 2C Fatient #6

D Cal 20 Patient# 7

1E PC 2E Patient # 8 (Acute 1)

1F Patient #1 2F Patient # 8 (Acute 2)

1G Patient #2 2G Fatient # & (Convalescent 1)

1H Patient #3 2H Patient # & {Convalescent 2)
RB = BnaHk peareHT - JlyHka 6e3 pgo6aBneHus

CbIBOPOTKU NpU aHanu3e CoO BCeMU peareHTamu. MCI‘IO.HI:SyeTCH
Ana oGHyneuvm cyuTbiBaTens.

NC = OTpuuaTenbHbIA KOHTPOJb
Cal = Kanu6paTtop
PC = MonoXuTenbHbIN KOHTPOIb

Pa3sBegnTe aHanuanpyemble CbiIBOPOTKM, KanmbpaTtop M KOHTPOSbHblE
cbiBopoTkM 1:21 (Hanpumep: 10 mkn + 200 mkn). pu pyyHOM
pa3baBneHun pekoMeHayeTCcs BHECTU CHavana pas3baBuTtens obpasua
B NpobWpKy Ans aHanusa u 3ateM [o6aBWTb CbIBOPOTKY NauMeHTa.
XopoLuo nepemMeLlaTb (PEKOMEHOYETCSH BUXPEBOWN MUKCEP).

B othenbHble nyHkn gobaBbte 100 Mkn pasbaBrieHHbIX CbIBOPOTOK
naumeHToB, Kannbpatopa v KOHTPOSbHbLIX CbiBOPOTOK. [lob6aBbTe 100
MK pa3baBuTens CbIBOPOTKM B JNyHKY OnaHk peareHTa. [poBepbTe
TpeboBaHWA K MporpaMMHOMY OOecrneyeHulo U CYMTbIBaloLLEMY
YCTPOWCTBY ANsi NPaBuIibHbIX KOHUIypaumn nyHkn 6naHka peareHTa.
WHKyBrpynTe Kaxayto NyHKy npy KOMHaTHON TemnepaTtype (21-25°C) B
TeyeHue 25 +/- 5 MUHyT.

AcnupupoBaTtb WNKU BbITPSXHYTb KUAKOCTb W3 Bcex JyHok. [pu
MCMoNb30BaHUN nonyaBTOMaTU3NPOBAHHOMN nnu
aBTOMAaTM3MPOBaHHOM MPOMbBIBOYHON YCTaHOBKM, BHecute 250-300
MK pa3baBneHHOro npoMmblBOYHOTO 6Gydepa B Kaxayl NyHKy.
M3Bneknute  MUKPOTUTPOBAaNbHbIA  NMaHWeT ©3  NpoMblBaTens,
nepeBepHUTE MnaHLWeT Ha BymaxHoe MOMOTEHLE U XXeCTKO NoCcTyunte,
4yTobbl yaanuTb U3 NyHok noboi OCcTaToK MPOMbBIBOYHOIO pacTBopa.
MoBTOpWTE Mpouedypy MpoMbiBkM 2 pas3a (B obwem konuuectBe 3
NPOMbIBKM) ANsi MoflyaBToMaTU3NpoBaHHOrO obopynoBaHus wunun 4
pa3a (B ob6Liem konuyectTBe 5 NPOMbIBOK) AN aBTOMATU3MPOBAHHOIO
o6opynoBaHusi. [ocne KOHEYHOWM NPOMBIBKM BbITPSAXHUTE MMaHLLET Ha
B6ymaxHoe nonoTeHLe. YTobbl yaanuTb BCHO XKUMOKOCTb U3 NYHOK.

* BAXHOE 3AMEYAHME: OtHocuTenbHo 3tanoB 5 u 8 -
He[oCTaToOYHas UM Ype3MepHasi MPOMbIBKA NMPUBOAMT K BapuauvsiM
aHanusa u BO3AEeWCTBYET Ha OOCTOBEPHOCTb pe3ynbTaToB. [1oaTomy,
Ana  Nyywux — pe3ynbTatoB  PEKOMEHAyeTCs  UCMOoMb3oBaHue
nonyaBTOMaTU4YECKOro nnm aBTOMaTM3MPOBAHHOIO Habopa
obopygoBaHuss Ans pacnpepeneHuss obbema, 4TOGbI MOMHOCTBLIO
3anonHnTb NyHky (250-300 mkn). B obuwem konuyectBe MOXeT
notpebosaTbcst 5 NPOMBbIBOK npu MCMonb30BaHNN
aBTOMaTM3MPOBAHHOIO obopyaoBaHus. MonHoe yaaneHve
NpoMbIBOYHOrO Bydiepa nocne KOHEYHOW MPOMbIBKM KpanHe BaXKHO
ONs TOYHOCTM BbINOMHEHMs aHanu3a. Takke, BU3yanbHO ybGeauTech,
YTO B fyHKax OTCYTCTBYIOT My3bIPbKW.

[o6aBbTe 100 MKN KOHBIOraTa B KaXayt NyHKY, BKIOYas NyHKy GnaHk
peareHTa. M13beraTb 0b6pasoBaHus Ny3blpbkoB Nocre AobaBneHus, Tak
Kak OHW MOTyT BbI3BaTb OLUNGOYHbIE pe3ynbTaThl.

WHKyBrpynTe Kaxkayto NyHKy npy KOMHaTHON TemnepaTtype (21-25°C) B
TeveHue 25 +/- 5 MUHYT.

MoBTOpWTE NPOMBIBKY Kak onucaHo B aTtane 5.

Ho6aBbTe 100 mMkn pacTtBopa xpomoreHa/cybctpaTta (TMB) B kaxayto
NyHKY, BKMoYass MNyHKy OnaHKk  peareHTa, npuaepxuBasiCb
paBHOMEPHOro Temna npu Ao6aBneHMn B NNaHLWer.

WHKyGupyiiTe nnaHweT npu KoMHaTHOW TemnepaType (21-25°C) B
TeyeHne 10-15 MUHYT.

OcTtaHoBuTE peakunto fobasneHnem 100 Mkn cTon pactBopa B
KaXgyto NyHKy, BKIoYas NyHKy 6rnaHka, B TOM Xe Temne 1 nopsiake kak
pobasnanca TMB. [NocTyunte no nnaHWweTy BAOMb Kpaes, 4TOObI
nepemellaTb COAEPXUMOE myHOK. [naHweT MoXeT ocTaBaTbCs B
TeyeHne 1 yaca nocne pobaBneHus cTonm pacTBopa nepef
CYUTBIBAHWEM.

ObpasoBaBLUNIACA okpac Heobxoaumo cumtatb Ha NPA cuutbiBaTene
npu 450. Mpu ncnonb3oBaHUM ABONHOM BOSHbI CYUTBLIBAHUSI HACTPOWTE
pedepeHTHbIi PUnLTP ANHbI BOMHbI Ha 600-650 HM. MIHCTpymeHT
Heobxoaumo HacTpavBaTb B pabouem pexume. BnaHk peareHT
OomxkeH obiTb meHee vyem 0,150 abcopbumm npy 450 HM. Ecnn 6naxk
peareHT coctaBnsietr = 0.150, npouenypy Heo6XOAMMO MNOBTOPUTB.
HactponTe cuutbiBaTenb Ha nyHke 6naHK peareHTa W 3aTeMm
npojorkanTe  CuuTbiBaHMe  BCEro  MnaHweta.  YHUYTOXbTe
MCMOMb30BaHHblE  MMNaHWeTbl  MOCrne  MOonyvYeHusi  pesynbTaToB
CUYUTbIBaHUSI.

KOHTPOJ1b KAYECTBA
[ina Toro, 4To6bl @aHanus cunTancs A4eNcTBUTENbHLIM, HE0BX0AMMO YHecTb

crepytoLme ycrnoBus:
1

Kannbpatop 1 KOHTPONMW [AOSIKHbI Kaxgon
npouenype aHanusa.

BrnaHk peareHT (Mpu cuMTbIBaHWM MPOTMB MycTOro GraHka) AOMmKeH
coctaensATh < 0.150 abcopbumm (A) npu 450 HM.

OTpuuaTenbHbIi KOHTPONb A0MKHO 6biTh < 0.250 A npu 450 HM (Mpwn
CYUTBLIBAHUM NPOTMB BnaHK peareHTa).

Kaxabln KanubpaTtop gomkeH 6biTb = 0.250 A npu 450 HMm (npwu
CYUTBbIBaAHWMM NPOTMB GnaHk peareHTa).

MonoXuTenbHbIN KOHTPONb AoMmkeH ObiTb = 0.500 A 450 HM (npu
CYUTBLIBAHUM NPOTUB BnaHK peareHTa).

3HaveHna ISR (KoadhdpmumeHTa MMMYHHOrO  COCTOSHUSI)  Ans
NONOXUTENBHOIO W OTPULIATENBHOTO KOHTPOMEN AOMKHbI ObiTb B UX
COOTBETCTBYIOLUX AMaNa3oHOB, HameyaTaHHbIX Ha cnakoHax. Ecnu
3HaYeHNss KOHTPOMS BHE NpeAenoB UX COOTBETCTBYIOLLMX AXana3oHOB,
aHanu3 JOSKEH paccMaTpuBaTbCs Kak HeAeWCTBUTENbHBIN U JOMKEH
ObITb NOBTOPEH.

[ononHuTenbHble KOHTPONU MOTYT aHanNM3UpPoBaTbLCA B COOTBETCTBUU
C yKasaHusMu unm TpeboBaHNSAMU MECTHbIX, FOCYAAPCTBEHHbIX U/WMK
hefepanbHbIX 3aKOHOB UM aKKPEAUTOBAHHBIX YYPEXAEHWUN.

3a pekomMeHaaLUusaMM COOTBETCTBYHOLLIEN NPAKTUKU KOHTPONS KayecTsa
cMoTpute gokymeHT C24A NCCLS.

Ecnn Bce ykasaHHble BbIlEe KPUTEPUM He [OCTUTHYTbI focrne
MOBTOPHOrO  aHanu3a, obpaTWTecb K TexXHUYeckum cnyxbam
KOMMNaHWK-Npon3BoanUTENS.

ncnonb3oBatbCA B

WHTEPNPETALUA PE3YJNIbTATOB
Bbluncnenums

1.

Ol (onTuyeckasi NNOTHOCTb) cpegHero kanubpaTopa — BblYMCNUTE
cpegHee 3HadeHve Ol gna kanubpatopa OT OBYX OnpeaeneHun
kanubpaTopa.

[MonpaBoYHbIN KOIPDUUMEHT — ANS OTYETA eXEeOHEBHbIX OTKIOHEHMN
B paboTe aHanusa, OTHOCALMXCS K KOMHATHOW Temnepatype W
BpemeHun. [MonpaBoYHbI KOIDULMEHT OnpeaensieTcs KomnaHuen-
npov3BoauTeneM pAns kaxgouW napTum Habopos. [lonpaBouyHbIv
Ko3hbUUMEHT nevaTaeTcs Ha hnakoHe kanubpaTopa.

3HayeHve kanubpaTopa wuckmouveHuss - 3HadeHue kanubpaTopa
UCKINIOYEHNS ANA KaKAOro aHanusa onpefensieTcss yMHOXeHUeM
nonpaBoYHOro koadcuumeHta Ha cpegHiolo OIl  kanubpatopa,
onpegensiemoe B atane 1.

3HayeHne ISR — Bblumncnute koadPULMEHT UMMYHHOTO COCTOSIHUS
(ISR) ans kaxgoro obpasua pasgenuB 3HadeHve Ol obpasua Ha
3HaueHue kanubpaTtopa UCKMIYEHNs, onpeaensieMblii B aTane 3.

Mpumep:

MonyyenHas Ol kanubpaTopa =0.38,0.42
CpepHsisi OlN kanubpaTtopa =0.40
MonpaBo4HbIf KO3 DULNEHT =0.50

3HayeHve kanubpaTopa UCKIYeHUs
Orl, nony4yeHHasi OT CbIBOPOTOK MaLUEHTOB
3HaueHne ISR

=0.50x 0.40=0.20
=0.60
=0.60/0.20 = 3.00

AHanus

1.

2.

3HayeHust ISR (koaddurumeHTa UIMMYHHOTO COCTOSIHWS1) MALMEHTOB.

ISR Pe3ynbTaTthbl WUHTepnpeTauus

<0.90 OTpuuaTtenbHeii | HeT o6HapyxuBaeMbix aHTuTen IgG
Kk Kopu ¢ nomoubio Tecta ELISA.
Takve nvuua npeaBapuUTENbHO He
ObIny MHULMpoBaHbl Kopbto u
BOCTPUMMYUBLI K NEPBUYHOW
MHeKLuUn.

O6pasLibl 4OMKHbI BbITb
TeCTMPOBaHbI NOBTOPHO. CM. MyHKT
2 Huxe.

YKasblBaeT Ha NpucyTcTBue
obHapyxuBaembix aHTuten IgG k
Kopw, 4yto cBMgeTenscTByeT o
TeKyLLeM Unu nepeHeceHHOM
MHMUMpOoBaHWUU. HANBUAYYM
MOXeT OblTb NOABEPXKEH PUCKY
nepegayn nHdekumm Kopu, Ho He
06s13aTenbHO B HACTOsILLEE BPEMS
3apaseH.

0.91-1.09 | ComMHUTENbHbIN

21.10 MonoxuntenbHbIn

O6pa3subl, OCTaIOLLMECH COMHUTENBbHBIMYM MOCTe MOBTOPHOMO aHanmaa,
HeobXoaMMO NpoaHanM3uMpoBaTb CHOBa anbTEpPHATUBHLIM METOAOM,
Hanpumep, MMMyHodnyopecueHTHoro aHanms3a  (IFA).  Ecnm




pe3ynbTaTbl  OCTATCA  COMHUTENbHBIMWM  MOCRe  AanbHeiLlero
TECTUPOBaHWS, AOMNOSHUTENbHbIE 06pas3Lbl AOMKHbI ObiTh B3STbI (CM.
OrpaHuyenne Ne 3).

3. Tlpu oueHke napHbIX CbIBOPOTOK, ecnun obpasel, B3ATbI NpY OCTPOM
3aboneBaHun, - oTpuuaTtenbHbii U obpasel, B3ATbIi Ha cTaguu
BbI3OPOBIIEHNS, - MOMOXMTENbHbIA, CEPOKOHBEPCUSI MMEeNa MecCTo.
OTO yKkasblBaeT Ha 3HAYUTENbHOE W3MEHEHWE YPOBHSI aHTUTEN WU
NauMeHT NePBUYHO UHDULMPOBAH.

4. [ins OUEHKN CbIBOPOTKM Ha 3HAYNTENbHOE U3MEHEHWE YPOBHSI aHTUTEN
Unn cepokoHBepcuio, 0bpasLbl A0MmKHbI ObiTb MPOTECTUPOBAHLI B ABYX
ak3emnnspax B ogHoMm aHanuse. CpegHee ISR oboux obpasuos
(ocTpasi u BbI3gopaBnmBatoLLas OpMbl) AOMKHO GbiTb Gonblue, Yem
1,00 ANS OLEHKN CbIBOPOTKM HA 3HAYUTENIbHOE MOBLILIEHUE YPOBHS
aHTuTen.

5. [JononHuTenbHbIA KOHTPOSb KayecTBa MNapHbIX CbIBOPOTOK: (CM.
npyMeyYaHue K npouenype vuccrnegoBaHust). B kauectse npoBepku ans
nNpueMnemMon BOCMPOM3BOAMMOCTA KaK CbIBOPOTKM OCTPON hopMbl
(npoBepeHO B OBYX  3K3emnnapax), Tak W CbIBOPOTKK
BbI3JOpaBnMBamLen ¢GopmMbl (MPOBEPEHO B ABYX 3K3emmnnsipax),
crnefylolime KpUtepum AOSMKHbl BbiTh COBMoaEHbI AN OCTOBEPHbIX
pe3ynbTaToB:

OcTpas dopmal ISR = 0.8-1.2
OcTpas copma2 ISR

Bbizgopasnueatowias dopmatl ISR = 0.8-1.2
Bobiznopasnusatowas coopma2 ISR

6. CpasHuTb ISR nap nytem BbluucneHus cneayrowmm obpasom:

CpenHee ISR (BTopoit o6pasel) - CpeaHee ISR (nepsbiii o6paseu) x 100 = % Poct
CpepHee ISR (nepsbiin 06pa3seu) YpoBHs ISR

% Pocta B ISR WUHTepnpeTauus

<30.0 % HuKakunx cyLecTBEHHbIX U3MEHEHWU B ypOBHE aHTUTEN.
HeT paHHbIX O HegaBHO NEpPeHECEeHHOW WHMeKUmn.
Ecnu aktuBHas 6onesHb no-npexHemy nogo3peBaeTcs,
TpeTbsi nNpoba AomkHa ObiTb B3ATa U UCMbITaHA B TOM
e aHanuse, 4To M nepBbli obpaseu, Ana aHanusa

3HAYNTEsNIbHOIro poCTa ypOBHA aHTUTEN.

230.0 % CTatucTMYeckn 3HauYMMble U3MEHEHUS] YPOBHS aHTUTEN
obHapyxeHbl. ATO onpegensieT Tex Nnuu, KoTopble, Kak
npeanonarawT, WCNbITaNW HeAaBHee WU Tekyllee
MHdUUmpoBaHne Kopblo (peakTuBauus, peuHdekuns
WM nepBuYHas WHMeKuns, npu KOTOPOW OCTpbIn
obpasey, O6bin  NonyyeH CRAUWKOM MO34HO, YTOObLI

NPOAEMOHCTPUPOBATL CEPOKOHBEPCUIO).

Mpumeyanme: Mpy oLeHKE NapHON CbIBOPOTKM HEOGXOAMMO OnpenenuTb,
HaxoasTcs N obpasubl CO 3HaYeHUsIMK Bbicokol abcopbumm B npeaenax
XapakTePUCTUK NIMHENHOCTU cnekTpodoTomeTpa. BHumarensHo npoutute
MHCTPYKUMIO MO 3KCniyatauum unm obpatutecb K U3roToBuUTENo npubopa
AN NONyYeHUs YCTaHOBIIEHHbIX XapaKTEPUCTUK TNUHEWHOCTU Ballero
cnekTpogoTomeTpa.

OrFPAHUYEHUA AHATNIU3A

1. TMNonb3oBaTento 3Toro Habopa pekoMeHAyeTCs TLaTellbHO NpoYuTaTh
1 MOHATb MHCTPYKUMio. CTporoe criegoBaHue NpoTOKomNy Heo6XoANMO
ANs MOMyYeHns JOCTOBEPHbIX pe3ynbTaToB aHanu3a. B uactHocTtw,
KOppEeKTHOe nNuneTupoBaHMe obpasua W peareHta, a TaKke
TWaTenbHas NPOMbIBKA U BPEMST UHKYGaLMKN SBRSIOTCH KPUTUYECKMMU
ANs NONYyYeHUs! HAAEXHbIX PEe3yrbTaToB.

2. OT1oT Habop npefdHasHaveH Ans namepenus IgG aHTUTEN B obpasuax
nauueHTa. MNonoxuTensHble pesynbTaTel Y HOBOPOXAEHHbIX crieqyeT
MHTEPNPEeTUPOBaTb C OCTOPOXXHOCTHIO, MOCKOMbKY MaTtepuHckue 1gG
NaccuBHO MepearoTcs OT MaTepu K Mnoay A0 poxaeHus. AHanusbl
IgM, kak npaBuno, sBnsiTcA 6Gonee nonesHbIMKM NokasaTensMu
MHdEeKUUN y feten Ao 6-mecayHoro so3pacTa.

3. Tlpobbl, B3sATble B CaMOM Hayane xoga pas3BuTMa UHdekuun,
BO3MOXHO, He ByayT umeTb obHapyxuBaembix ypoBHel IgG. B Takmx
cnyyasix pekoMeHayeTcsi npoBoauTb aHanu3 IgM, unu nonyuutb

BTOpo/i  obpaseL, CbiIBOPOTKM  4Yepe3  14-21  pgHeir, 4TOGbI
NpoTeCcTMpOBaTb €ro rnapannenbHo C WCXOAHOW npobon  Ans
onpefeneHuss  CEepOKOHBEPCWW,  KOTOpasi  CBUAETENLCTBYET O

NepBUYHON UHMDEKUNN.

4. Pesynbtatel VDA, npoBefeHHble Ha CbIBOPOTKAX KPOBW BOMbHbIX C
MMMYHOCYNpeccuen unv HedaBHUM NepenvBaHWem KpoBW, criegyet
MHTEpPNpeTUpoBaTb C OCTOPOXHOCTbI. [lpucytctBue aHtuten IgG
NPOTUB KOHKPETHOrO BMpYyca Unu opraHusama He MoxeT obecneunBatb
3aLmnTy OT 3TOM BonesHw.

5. 3HauyeHusi, nonyyeHHble B 9TOM aHanu3e, npegHa3HayeHbl TOMbKO Kak
nomowb B AuarHocTuke 3aboneBaHusi. Kaxabli Bpad  [OMmKeH

MHTEepnpeTnpoBaTb pesynbTaTbl B CBETE NCTOPUN 6onesHn nauneHTa,
U3nNYecKnx BoIBOAOB U Apyrnx anarHoCcTuyeckmnx npoueayp.

PABOYME XAPAKTEPUCTUKU

YyBcTBUTENBHOCTb M cneunruyHOCTb

172 obpasua cnyyaiiHol BbIGOPKM aHanmavpoBanu C MoMoLiblo Habopa
DAI Measles IgG ELISA n gpyrum koMmepyecku [OCTYynMHbIM Habopom
ELISA. MNonHas cornacoBaHHOCTb Habnoaganack co Bcemu 143 ob6pasuamu.
Bbino 27 npotuBopeuuBbiX 06pasuLoB, KOTOpble TecTMpoBanM Ha
KOMMepYecku AOCTyrHblX Habopax Measles IgG IFA. 20 obpasuoB 6binu
nonoxuTteneHeiMn ¢ Habopom DAI ELISA u oTpuuatenbHbiMu C Opyrum
KoMMepyeckum  Habopom  ELISA. [OBa w#3 ocTaBWWXCA  CeEMMU
NpoTUBOPEUMBLIX pesynbTaTa Oblnv pelleHbl ¢ nomowbio Habopa DAI
Measles IgG ELISA. [IBa ob6pa3ua 6binu pelleHbl C MOMOLbI ApYyroro
Kommepuyeckoro Habopa MPA u Tpu obpasua ocTanucb COMHUTENbHBLIMM.
Mpn wucnbitanmm ¢ IFA 19 6binM  nonoxutenbHbiMM, M 1 6Gbin
oTpuuaTenbHbiM. MoaTomy 21 u3 27 COMHUTENbHBIX PE3ynbTaToB Obinn
peweHbl B nonbdy DAI Measles IgG ELISA. 3Tn gaHHble ykasbiBalT Ha
yyBcTBUTENBHOCTL 99,3% U cneundmnyHocTb 91,0%.

To4yHOCTb B Npegenax aHanusa

B Tabnuue 1 npeactaeneHbl pesynbtatel 5 o6pasuos, KoTopble
packanbiBanucb OTAeNbHO B rpynnbl no 20 B 04HOM aHanuse.
Ta6bnuua 1
ToyHOCTb B Npepenax aHanusa
n Mean ISR Std Dev CV
Serum 1 20 262 0.100 45 %
Serum 2 20 0.39 0.069 17.9 %
Serum 3 20 0.43 0.020 4.7 %
Serum 4 20 240 0.120 5.0%
Serum 5 20 213 0.080 3.8%

To4HOCTb Mexay aHanusamu

B Tabnuue 2 npeacrtaBneH MTOr TOYHOCTM MeXay aHanusdamu. [aHHble
nonyyeHbl NyTem aHanu3a 5 o6pas3uoB, KOTOpbIE packanbiBancb OTAENbHO
B rpynnbl Mo 5 B 3 pa3Hbix aHanmaax.

Tabnuua 2
To4yHOCTb Mexay aHanusamum
Day 1 Day 2 Day 3 n Mean Std % CV
ISR Dev
Serum 1 2.80 279 3.03 3 2.89 0.149 5.2%
Serum 2 0.45 0.46 0.60 3 0.51 0.077 15.2 %
Serum 3 0.41 0.47 0.39 3 0.42 0.044 104 %
Serum 4 249 226 247 3 241 0.140 5.8 %
Serum 5 213 223 223 3 220 0.100 4.6 %

To4HOCTb Mexay napTusimm

Tabnuua Il npeacraBnseT kpaTkyto MHOPMALMIO O AAHHBIX TOYHOCTU OT
napTuy K nNapTum, KOTopble OMPeAensanucb MOBTOPHbLIM WCMbITAHMEM MSATU
(5) obpasuoB, MHAMBMAOYaANbHO NUNETUPOBAHHBLIX B rpynnax no nAtb (5) ¢
NOMOLLIbIO Tpex (3) pa3nNunyHbIX NapTUN peareHToB.

Tabnuua 3
To4yHOCTb Mexay napTuamu
Lot1 Lot2 Lot3 n Mean Std % CV
ISR Dev
Serum 1 266 2.74 274 3 272 0.100 3.7 %
Serum 2 0.46 0.52 0.60 3 0.53 0.138 25.7 %
Serum 3 0.32 0.40 0.41 3 0.38 0.042 11.1%
Serum 4 1.76 207 216 3 2.00 0.187 9.4 %
Serum 5 1.55 2.09 21 3 1.92 0.274 14.3 %

OueHka napHbIX o6pa3sLuax CbIBOPOTKU

MapHble 06pa3ubl CbIBOPOTKM (OCTpas M Bbi3gopaBnueawllas Gopmbl)
6binn cobpaHbl 0T 21 naumneHTa. Takve napHble 06pasupbl aHanM3npoBanm ¢
nomownbto Habopa DAl Measles IgG ELISA wu cpaBHuBanuch c
pesynbTatamu, NOMy4eHHbIMW C MCNOMb30OBaHNEM COMOCTaBMMOro Habopa
Measles ELISA Measles  UDA. MatHaguate  0Bpasuyos
NPOAEMOHCTPUPOBANUN 3HaYMTENbHbIA POCT ypoBHA aHTuTen (> 30%). U3
HMX 7 pe3ynbTaToB CEPOKOHBEPTUPOBANUCH U3 OTPULLATENbHOTO OCTPOro
obpasua B MONOXMTENbHBIN Bbl3AopaBnueawmii obpasey. OcTanbHble 9
06pasLoB 6bINM MONOXUTENBHBIMA U COMHUTENBHBIM MO OCTPON dopme
1 NOMOXMTENbHLIMK MO Bbi3gopaBnueaiollein opme. YeTblpe napbl 6binu
nonoxwutenbHbiMM ¢ Habopom DAI Measles IgG ELISA, Ho He nokasanu
3HauuTenbHoro pocta ISR. [1Be n3 atux nap npob AeNcTBUTENBHO UMEnn
YyeTblpexkpaTHoe yBenuyeHue Tutpa IFA n ogHa napa obpasuoB He nmena.
OcTanbHble napHble obpasLbl He Nokasanu 3Ha4YMTeNbHOro pocTa ¢ Apyrum
meToaom VDA,
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