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BHumaHue: ocHogol npu nposeOeHuu aHasnusa seridemcs opusuHarsn
UHCMPYKUUU Ha aHel.A3bIKe.

NPEAHA3HAYEHUE

Habop «komnaHunm «OpmxeHnym Jlabopatopu3d» Toxoplasma gondii
(T.gondii) IgG Antibody EIA Test pa3paboTtaH Ans nonykonvM4yecTBeHHOro
M KauyeCTBEHHOro onpegeneHust cneuuduyeckux aHtuten knacca IgG B
CbIBOpOTKe 1 nnasme Kk T.gondii.

Hacmosuwut aHanu3 npedHa3Ha4yeH MoJsibKo Onsi
duazHOCMUuU4YecKo20 UCoJsib308aHusi in vitro.
OkoHYamerbHbIU OuagHo3 0omkeH 6bimb nocmaessneH KeanuguyuposaHHbIM
8payoM 8 KOHMeEeKcme KIUHUYEecKoU ucmopuu rnayueHma e coyemaHuu C
Opyaumu nodmeepxdaowumu OuasHOCmuU4YecKuMu memodamu rpu  ux

pUMeHeHUU.

NPUHUUN AHATNTU3A

HacTosiiee uccnegoBaHMe OCHOBaHO Ha MPUHLUMNE MMMYHO(EPMEHTHbIX
aHanunzoB (M®A) .OuuLLEHHbI aHTUreH HAHOCUTCS Ha MOBEPXHOCTb MYHOK
MWKPOTUTPaLMOHHOTO nnaHweta. PasbasneHHble 06pasubl U KOHTPOMM
KanawT M3 MUMNETKN B NMYHKM MMKPOTUTPALMOHHOrO nnaHweTa. MpoucxoaunT
3aKpenneHne mexay aHTuTenamu knacca |gG cbiBOPOTKM vnu nnasmbl 1
MMMOBUNN3NPOBaHHBIM aHTureHoM. [locne 30-MUHYTHOM WHKYGauuu npwu
37°C nnaHweTt npombiBaeTcs pa3baBneHHbIM NPOMbLIBOYHBIM PacTBOPOM,
yTobbl yAanuWTb HecBA3aHHLIN  MaTepuwan. BnocneacTeuu, KoHblorat
nepokcuaasel aHTu-venosedveckoro IgG pobasnsetcs U uHKkyGupyetca B
TeuveHne 30 muHyT npu 37°C. MNMocne ganbHenwen npombiBku pacteopa (TMB)
cybctpaTta kamaeTcs U3 NUNeTKM U MHKYbupyeTca B TeveHue 15 MUHYT npu
37°C, cTtumynupys pasBuTUEe CUHero LuBeTa B JyHkax. PassuTve uBeTa
npekpawiaetcs gobasneHveM cTon-pacTteBopa, KOTOPbIA W3MeEHsieT LBeT OT
CUHero o XenToro. MonyunsLmncs oKkpac nsmepsieTcs
CNeKTPoOTOMETPUYECKN NPU ANUHE BOSHbI 450 HM.

Ob6Lwee Bpemsi MHKyGauun: 75 MUHYT.

KOMMNOHEHTbI HABOPA

1. MuKponyHOYHbIW nnaHweT, 1 wrT. : 12x8 nyHoK

MUWKPOTUTPALMOHHbBIE CTPUMbI, MOMEYEHHblE OnpeaeneHHbIM LIBETOM U KOOOM,
Kaxgas cocrosilas us 8 nyHoK, NOKPbITbIX OYULLEHHBIM aHTureHoM T.gondii.
Lisemosbie u mekcmosble KoObl yKasbigarom uccredyemblli Ha cmpure
namoeae-.

2. OTtpuuaTenbHbIN KOHTPONb, 1 drakoH

[0TOBbLIV K MCNOMb30BaAHUIO.

3. MonoxuTtenbHbIN KOHTPONb, 1 dnakoH

["0TOBbIV K MCNOMb30BaHMIO.

4. ®epMeHTHbIM KOHBblOraT**, 15 mn

AHTUTENa K Yenoseyeckomy |gG, KOHBIOrMPOBaHHbIE C MEPOKCMAA30M XpeHa,
CuHero uBeTa. [0TOBbIV K MCMOMb30BaHMIO.

5. PacTtBop cyb6eTpaTta TMB, 8 mn

Copepxut pactBop 3,3, 5,5-TeTpameTunbeHsavauHa (TMB). loToBbI K
MCMOSb30BaHMWIO; NMOTEHLUMaNbHO ONaceH Npu KOHTaKTe C KOXen; pasgpaxaeT
rnasa.

6. Cton-pactBop TMB, 8 mn

CopepxuTt pacteop 2 N cepHoit kucnotbl (H2SO4)

[0TOBbLIV K UCNONb30BaHMIO; n3beraTb KOHTaKTa CoO CTOM-PACTBOPOM; OH MOXe
BbI3BaTb pa3fapaXeHUst KOXU U OXKOTU.

7. Paz6aButenb obpasyoB***, 120 mn

[OTOBbIV K UCMOMNb30BaHUIO. 3ENeHOoro LBeTa.

8. MpombIBOYHLIN B6ydhep — koHUEeHTpaT, 50 Mn 20X KOHLEHTPUPOBAHHbIN
Mocne pa3baBnexus nposepuTb pH paszbaBneHHOro NpombiBoYHOro Gydepa
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1 npu HeobxogmmocTu gosecTtu ero pH go 7,4.

9. Kpbiwka nnaHwerTa, 1 wr.

Kpbllka AOnst HakpbiBaHUS MUKPOTUTPALMOHHBLIX CTPUMOB BO BpeEMS
MHKyGaumm.

CTABUINbHOCTb U XPAHEHUE PEATEHTOB

. Bce komnoHeHTbl Habopa, kpome 20X KOHLEHTPUPOBAHHOIO
NpoMbIBOYHOrO  Bydepa, [OMKHbI XxpaHutcsa npu  2-8°C  un
1cnonb3oBaThCst A0 AaThbl UCTEYEHUSI CPOKa FOAHOCTU, yKa3aHHOro
Ha aTukeTke. XpaHuTb 20X KOHLEHTPUPOBAHHBIV MPOMbIBOYHbIV
Oydbep npu kKOMHaTHON Temneparype.

e B cnyyae obpasoBaHus kpuctannoe B Oydepe, npocto cregyeT
HarpeBaTb peakTVWBHyl0 OyTbinky Ao 37°C, noka Kpuctannbl
MOSIHOCTLIO HE PAaCTBOPATCS.

e  Heuncnonb3oBaHHble CTPUMbI AOMKHBI ObiTb MOMELLEHbI B MELLIOYEK,
cofepXaLlnii OCyLUMTENb U NOTHO 3aKPbITbl NEpPeA XpaHeHneM npu
2-8°C. lNocne BCKPbITUA CTpWNbl CTaburbHbl NOKa OCYLIUTENb He
CTaHeT PO30BbIM.

. PasbaBneHHbIi NPOMbBIBOYHBIN PacTBOP MOXET XpaHWUTCS B TeYeHue
1 Hegenu Npu KOMHaTHOW TemnepaType unu 1 mecsu npu 2-8°C.

. [OTOBbIN C MOMb30BaHWIO (EPMEHT, KOHbBIMMPOBAHHBLIA aHTU-
YeroBeYeCKVMU aHTUTeNnamMu, cpasy nocne BCKPbITUA CTabuneH Ao
OKOHYaHWA CpoKa roAHOCTM Ha aTukeTke. [NpegoTBpawats oOT
3arpsisHeHusi. He  Bo3BpawaTb  HEMCNONb30OBaHHYID  4acTb
KOHBIOTMPOBAHHOIO (hepPMEHTOM pacTBOp aHTu-4yernoseyeckoro 1gG
obpaTHO B BYTbINKY C MCXOAHBIM PACTBOPOM.

. Bce gpyrue xuakne peareHTbl CTabunbHbl ecnv xpaHuTb npu 2-8°C,
npy ycrnoBuu, YTO C HUMK oObBpallaloTcs BHUMATENbHO BO
nsbexaHvwe noboro 3arps3HeHns okpyxatowen cpedpl. MNpexae,
YyeM uX BbIOpOCUTbL MM obpaboTaTb B aBTOKMNaBe, OHWU AOMXKHbI
paccmaTpuBaTbCs Kak MOTEHLUMANbHO MH(EKLVOHHbIE.

3ABOP U XPAHEHUE PEAFEHTOB

. [omxHbl cnonb3oBaTbcst 06pa3Lbl CbIBOPOTKM Unu nnasmsl (SO TA,
renapvH); cobniogatb  06bl4HblE  MPEAOCTOPOXHOCTM  Mpu
BeHenyHkummn. Obpasel, MoxeT xpaHutcs npu 2-8°C o 48 vacos,
HO [OJKeH ObiTb 3aMopoxeH 4o -20°C unu Hwke B TedeHue Gonee
ONUTENBHOIO XpaHeHUsI.

. Heobxoammo nsberatb
pasmopaxuBaHusi.

. Pa3mopoxeHHble 0bpasLpbl fomKkeH ObiTb NepeBepHYTbl HECKONBbKO
pas nepepn uccriegoBaHneM.

. He wucnonb3oBaTb  4YpesBblHaWHO
nunemmnyeckme obpasupl.

NOBTOPHOro SaMopa)KVIBaHVIﬂ/

reMmosin3aMpoBaHHbIE nnum

TPEBYEMBbIE, HO HE NOCTABNAEMbBIE B HABOPE MATEPUAIDI:

e  Tanmep

BuxpeBolt cmecutenb (BopTeKC)

Mpobupkn ons pasbaeneHns obpasuos Ha 2 unu 4 mn

Hosatopsl (3, 20, 50, 100, 500 Mkn 1 1 M) U MHOrokaHarnbHbINA

posatop (400 mkn)

OpHopa3oBble HAKOHEYHUKN

WHkybaTop, cnocobHbIv kK nopgaepxaHuio 37+2°C

AvctunnupoBaHHas Boga

MepHble konbbl A4Nst NOATOTOBKM NPOMbLIBOYHOTO pacTeopa

MarHnTHas Mewwarnka v OOonofHUTenNbHast CToWKa ANst NOATOTOBKM

npoMbIBOYHOro bycepa

PesepByapbl peareHToB A/151 MHOrOKaHarnbHbIX 403aTOPOB

e  BymaxHble nonoTeHua unv npomokatenbHaa Gymara

. MWKPOTUTPaLMOHHbI NDA-puaep, CMOCOBHbIV
abcopbumto npu 450 HM

. MWKPOTUTPaLMOHHBIN NnaHLweT-BoLep (BbIGOPOUHO).

n3mepsiTb

NoAroToBKA OBPA3LIOB U PEATEHTOB
Bcem peareHTam, o6pasuam M KOHTPOMNSIM HYXHO MO3BONMUTb OOCTUYb
KOMHaTHOW TemMnepaTypbl Nepes UCMonb30BaHUEM.

1. O6pasLbl CbIBOPOTKA U NNa3Mbl

Mepemewarb BUXpeBbIM CMecuTenieM U pa3baBuTb o0Opasubl
cbIBOPOTKM 1:101 roToBbLIM K UCMOMNb30BaHWIO pasbaBuTENeM CbIBOPOTKU
(Hanpumep, 10 mkn obpasua + 1 mn paszbasuTtens obpasua).

10 MKJ1 chIBOpOTKH + 1 MJI pazfaBuTeisi odpa3ua |

2. MpomMbIBOYHbLIV Bydep

Xopowo nepemewars U pa3b6aBUTb KOHLEHTPAT MPOMbIBOYHOIO
B6ydepa guctunnuposaHHor Bogon 1:20 (Hanpumep, 50 Mn KOHUeHTpaTa
+ 950 mn auctunnupoBaHHOW BoAbl). Ecnu BO Bpems xpaHeHus B



XonogHoM MecTe obpa3yeTcs OCafoK KPUCTamnmnoB, KOHLUEHTPAT HYXHO
HarpeBaTb o 37°C B TedeHne 15 muHyT. lNpoBepuTb pH pasbasBneHHoro
npomMbIBOYHOro Bydepa n ecnm Heobxogumo cbanaHcupoBaTb ero pH Ha
ypoBHe 7.4. lpombiBoYHbIN Bydhep ctabuneH 1 mecsay npu 2-8°C wnum B
TeyeHune 1 Hegenv Npu KOMHaTHOW Temneparype.

50 MJ1 KOHIIEHTPATA NPOMBLIBOYHOIO0 Gydepa + 950 M1 aucT. BOABI |

BAXHbIE 3AMEYAHUA

. Mo kpanHen Mepe 3a 1 Yac OO MCMOMb30BaHWUS NPUBECTUN BCE peareHThl,
Habop kannbpaTtopoB 1 obpasLpl kK KOMHaTHoW Temnepatype (18-30°C),
TLLATENbHO UX NEepeMeLLNBasi BUXPEBbIM CMECUTENEM.

. PekomeHgyeTcss  Mcnonb3oBaTb  KOHTpPOSbHble 06pasubl  cornacHo
rocyfapCTBEHHbIM HOpMaM. PekomeHayeTcst 1Cnosb3oBaHue
KOHTPOIbHbIX CbIBOPOTOK MMM Mna3mbl, YToObl 06GecneynTb NPOBEPKY
NpaBUNbHOCTM OTHOCUTENBHO pe3ynbTaToB. VIcnonb3oBaTb KOHTPONU U
Ha HOpMarbHbIX ¥ NaTONOrMYECKUX YPOBHSIX.

. Mepuoabl pacnpegeneHnss M MHKy6auMm [OMKHbI ObiTb OAVHAKOBLIMU
Onsi BCeX NyHOK B TOM e aHanu3e. pu pyyHoM npoBegeHun aHanusa
MCMNONb30BaTb MHOrOKaHasbHbIN 403aTop.

. Kak Tonbko aHanu3 HadaT, BCe 3Tanbl AOIKHbI GblTh 3aBeplueHbl 6e3
npepbiBaHus. Mcnonb3yite HOBble OAHOPA30Bble NNACTMAacCOBbIE
HaKOHEeYHWUKN fo3aTopa ANsi KaXK4oro peareHTa.

. He no3BonsitTb peakUMOHHbIM fyHKaMm BbICbIXaTb B TEYEHWE Npolenypbl
aHanus3a. 3TO MOXeT Bbl3BaTb BbICOKME (POHOBbIE MOMEXU B FyHKax
6naHka v owmnboYHbIE pe3ynbTaThl.

. Ecnn Bbl He roToBbl K crnegylowemy aTtamy, WM ecnu npoueaypa
aHanusa HeoXudaHHO nMpepBaHa, MNPOCTO OCTaBbTe JYHKM B
npomMbIBoYHOM Bydhepe. OgHako, He Bonee Yem Ha 5 MUHYT.

NPOLIEAYPA AHANN3A

1. MoarotoBUTL 06pa3ubl U pa3baBneHHbIM NPOMbIBOYHbLIN Bydep Kak
OMMCaHO BbILLE.

2. Onpepenutb Tpebyemoe KONMUYECTBO  8-NMyHOYHbIX  CTPUMOB.
HacTtosiTenbHO pekoMeHayeTcs aHanM3npoBaTb Kaxabln obpaseL 1 KOHTPONb
B Ay6ne.

PekomeHayemoe pa3meLleHMe KOHTponen:

- 2 nyHkn (Hanpumep, A1 un B1): gna Gnanka cyb6ctpata (100 mkn
pasbaBuTens obpasua)

- 2 nyHku (Hanpumep, A2 n B2): ans otpuuartensHoro koHTponsi (100 mkn)

- 2 nyHkn (Hanpumep, A3 n B3): ansa nonoxutensHoro kKoHTpons (100 mkn)
OcTanbHble NTYHKU NCMONb3YyTCs Afs 06pa3LoB NauneHToB.

3. 3BakpenuTb B LWTaTUBE Xenaemoe KONM4eCTBO MUKPOTUTPALIMOHHBIX
CTPUMOB M HaKpbITb MMIEHKON AN nnaHweTa (noctasnsiemont). Bosspatutb
ocTarnbHble CTPUMbI B MELLOYeEK U XpaHuTb npu 2-8°C.

4. Packanatb no 100 wmkn pa36aBuTensi ob6pasua, KOHTponeu u
pa36aBneHHbIX 06pa3LOB B COOTBETCTBYIOLLME NYHKN CTPUMOB.

5. HakpbITb MuKpomnaHweT npunaraemMon NieHKoW U UHKybupoBaTb B
TeyeHne 30 MuMHYT npwm 37°C.

6. NMpombiBkKa: [Npoueaypa NPOMbIBKM KpanHe BaxHa U AOMKHa NpOBOAUTLCSA
C OCTOPOXHOCTbIO. HenpaBunbHasi NMpoMbIBKA MOXET Bbl3BaTb HETOYHblE
pe3ynbTaTbl, TakMe KakK HW3Kas TOYHOCTb M BbICOKWIA (OH. [lpombiBaTb
NnaHWeTb BPYYHYIO UM UCMOMb3Ysi aBTOMATUYECKUIA MNaHLWeT-BoLuep.

Mpy py4YHOW NPOMBIBKE 3HEPrUYHO BBLITPSXHYTb XUAKOCTb, U AobasButb 300
MKN pa3baBneHHOro NpoMbIBoYHOrO Gydepa. OcBo6oANTb NYHKW, BLITPAXHYB
XWAKOCTb, YTOObI yaanuTb nobble ee octatku. [oBTOpPUTL 3Ty Mpoueaypy,
yTobbl B 0OLlEeM konmuyecTBe cocTaBuinio 4 npombiBkM. 1o 3aBeplueHun
nocnegHen  MNpPOMbIBKM  MNepeBepHYTb  MMaHWeT W nocTyyaTb O
npomMokaTenbHyto Oymary. lNepentn k crnegyowemy atany 6e3 3agepxkn n
npepbIBaHus.

Mpn aBTOMaTU4eCKOW MNPOMbIBKE MPOM3BECTU acnupaumio BCEX ITYHOK W
npomMbiTb 4 pasa 300 mkn pa3b6aBneHHOro mnpPoMbIBOYHOro 6Gycdhepa.
OnOpOXHUTL NYHKW, BBITPSIXHYB >XWAKOCTb, AONS YAANEeHWs ee OCTaTKoB.
MoBTopuTb 3Ty npoueaypy, 4To B oOOLWem konmuyecTBe nonyyunoce 4
NPOMbIBKM. [Tocrne KOHEeYHOW NPOMbIBKM NepeBepHYTb NMaHWeT U NocTyyYaTb
HAM O mnpomMokaTenbHylo Oymary. [epevitm k crnegywowemy atany 6es
3a4epXKn UNn NpepbIBaHnS.

Mpu aBTOMaTU4eCKUi NPOMbIBKE NPOM3BEAMTE acnupauuio BCEX FYHOK U
npomonte 4 pasa 300 mkn pas3baBneHHOro nNpPoMbIBOYHOro Gydepa.
MocTyy4aTb NNaHWeToM O NnpoMokaTtenbHyto bymary. MNepentu k cnegyoliemy
atany 6e3 3aaepXKkv 1 NpepbIBaHuUS.

7. Oob6aBute nocneposatensHo Mo 100 mkn hepMEHTHOro KoHblorata B
KaXayto NyHKy.

8. HakpblTb MUKpONMaHwWeT npunaraemMo MMAEeHKONW Wu WHKYbupoBaTb B
TeyeHne 30 MuHyT npwm 37°C.

9. MpombiBKa: [pomMbITL NNAHLWeET cnegys npoueaype B atane 6.

10. BbicTpo packanartb no 50 mkn pacteopa TMB B npoMbITble NyHKN.

11. HakpbiTb MWUKpOMMaHLWIET npunaraemMon MnMneHKoW u WHKybupoBaTb B
TeyeHune 15 MuHyT npm 37°C.
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12. OcrtaHoBUTL peakuuto, gobasmB 25 mkn cton-pactBopa TMBE B
Kaxgyto nyHky. OCTOPOXHO BCTPSXHYTb M cuuTtatb npu 450 HM B
npegenax 20 MMHYT ¢ MOMeHTa JobaBneHust cTon-pacTeopa.

CXEMA MNPOLEEAYPbI AHAJIU3A

Pas6aBneHHbIn | PepMeHTHbIN Cy6ceTpaTt Cron-
obpazew KOHblorat TMB pacTBOp
100 mkn 100 mkn 50 mkn TMB

25 mkn

30 MuH. 30 MuH. 15 MUH. CuuTtatb

WUHky6aumm npu nnaHweTt
37°C.

3HAYEHUA KOHTPOJIA KAYECTBA

Mepen Havamnom pacyeTa pesynbTaTtoB yb6eauTecb, YTO MONy4YeHHble
3HauyeHus1 Ans peareHTa GrnaHka M KOHTPONEN HaXOAATCs B Mpepenax
npegocTaBneHHbIX B Tabnvue 1 3HaueHui.

Ta6nuua 1: 3Ha4yeHns KOHTPOINS KayecTBa

O6pasen OxupaeMbln pe3ynbTaT

BnaHk-peareHT 3HaveHne abcopbumm < 0.150

3HaueHne abcopbumm <0,200

OTpVILI,aTeﬂbeIVI KOHTPOIb *(oTpl/lLl,. ¢ cooTHolLl. s/co <0,8

MonoXuTenbHbIN KOHTPOIb [MonoxwuTtenbHbIN (COOTHOLL. s/co >1)

*s/co — abcopbumsa o6pasua/noporoBoe 3Ha4eHme

PesynbTaTbl cuuTaloTCA [OOCTOBEPHBIMM  TOMBKO €CMM  3HaYeHue
abcopbummn 6GnaHka He npeeblwaet 0,150 u 3HayeHne cpepgHen
abcopbumnn oTpuLaTenbHOro KOHTporns He npesbiwaet 0,200.

PACYET U UHTEPMNPETALUSA PE3YJIbTATOB
1. Pacuet Ol noporoBoro 3Ha4yeHus (cut-off):

OII Cut-off = xoncranra Cut-off x (OII nmosnox.
KOHCTaHThI — OII oTpuI. KOHCTAHTBI) ¥

Moka3aTenb KOHCTaHTbl MOPOroBOro 3HayeHuss cM. B Ceptudpmkare
KOHTPONA KayecTBa, COMPOBOXAAlLWW/A 3TOT Habop. [OAna TouHoMn
MHTepnpeTaumMn pesynbTaToB 06A3aTeNlbHO MCMOMb30BaTh NPaBUMbHbLIN
rokasaTernb KOHCTaHTbI MOPOroBOro 3Ha4YeHus.

2. PacyeT cOOTHOLIeHus s/co:

S/CO = 3nauenue OII o6pa3ua* - OIl oTPpULATEILHOIO KOHTPOJISI
OII noporoBoro 3Ha4eHus

*HacTtoaTenbHO pekoMeHAoyeTcsl aHanuM3upoBaTh KaXabld KOHTPOMb B
nybne. MNMpocbba ncnonb3oBaTtb cpegHue 3HaveHus abcopbummn Kaxaoro
KoHTponsi/obpasua ncxoas nx opmMyn BoilLe.

3. CxemMa uHTepnpeTauumn pe3ynbTaToB COOTHOLLEHUs s/co:

CooTHoweHue s/co UHTepnpeTauus
<0,80 OTpuuaTenbHbIi
0,80-0,99 COMHUTENbHbIN
1-4 [NonoXxunTenbHbIn

Bbicoko
>4 NONOXNUTENbHbLIN

4. lnarHocTU4yeckasi AOCTOBEPHOCTb pe3ynbLTaToB
Tabnuua 2: [uarHocTuyeckass [OCTOBEPHOCTb W MHTepnpeTauus
pesynbTaToB.

Pe3ynbTaThbl Pe3ynbTaTbl
WUHTepnpeTtauus
IgG IgM
o - | MepBuuHas
OTtpuuatensHblin | MonoxutensHbIn
UHdekumnsa
MepBuyHas nnu
. _ | BO3MOXHas
MonoxwutenbHbin | MNonoXWUTENbHbIN
. peakTuBauua
T.gondii MHEeKLMK
o _ || Mpoweawas
MonoxuteneHbii | OTpuUaTenbHbIN P A
UHdekumnsa
o _ || AHTUTENn He
OTtpuuaTtenbHbii | OTpuuatenbHbIN
obHapyxeHo




5. MonykonuyecTBeHHbIW pacyeT pe3ynbTaToB aHanu3a
Bbl MoxeTe nepeBectu 3HavyeHne Ol Bawero o6pasua B IGAE
(MMMyHObepMEHTHbIE eAMHULBI) crieayowmm obpasom:

H®DAE = S/CO x 25 |

6. MHTepnpeTaumsa o6pa3uoB ocTpou hasbl 60Me3HU U Ha ITune
BbI3AOPOBNEHUSA

0Ons onpeneneHusi CepoKOHBEPCUMU HeoOXOAMMO CpaBHWUTL 3HayeHust Ofl
napHbIx 06pasLoB 1 paccuuTaTh criegytoLlee:

TXG3034G, T.gondii IgG

UDA T.Gondii IgG
To4HOCTb B aHanuse 2-5%
ToYHOCTb Mexay aHanusamm 2-6%
ToOYHOCTb Mexay cepusiMu 5-10 %
lMepekpecTHas peakTMBHOCTb CM. Huxe*

OTCyTCTBYET OTHOCUTENBEHO
6unvpybuHa B koHUeHTpaumu go 0.3

MHTepdepeHuun
PeepeHL mr/mn, remorno6uHa Ao 8.0 mr/mn u
% wn3menenusi = 3Hauenue OII 2ro oopa3zna — 3nauenne OII 1ro oopazua x 100 Tpurnuuepuaos Ao 5.0 mr/mn
3unavenne OII 1ro o6pasua **Cepornorunyeckas 100 %
cneynduyHoCTb
7. Cxema MHTepnpeTaLun CepOKOHBEPCUOHHbLIX pe3yrnbTaToB ** Ceponoruyeckas 95 %
WUHTepnpeTaumsa YYBCTBUTENBHOCTb

% W3MeHeHus B
3Ha4YeHuu ON

< 50% OTcyTcTBUE cepokoHBepcumn. OTcyTCTBME
04EBUAHOCTU HeAaBHEN NHAEKLMN.
PekomeHpayeTcs caenath 3abop TpeTbero obpasua
1 aHanu3MpoBaTb napanesnibHO ¢ NepBbiM
06pasuom, 4Tobbl HabnaaTh 3a 3HaYUTENbHBIM

yBenuyexHvem nokasarens Oll.

>50% CepokoHBepcus. B nokasaTtene Ol
obHapyxuBaeTCst 3HAYUTENBHOE YBENUYEHNE.
Ceporornyeckuii NpusHak ocTpor NHeKLnm
(peakTuBaLmsi, TOBTOPHAas UHEKLUUS 1nn
nepeuyHas nHdpekums, rae obpasey octpor asbl
ObIn cobpaH CrMLLIKOM NO34HO, YTOObI

AOEMOHCTPpUpOBATbL CEPOKOHBEPCUIO.

3HauuTenbHoe (T.e. > 50%) yBenuyeHune abcopbumm (ON) B UPA npu 450 Hm
B NapHbIX CbIBOPOTKAX, COBpaHHbIX B NpomexyTke 8-15 AHen yka3biBaeT Ha
OCTPYI0 MHpeKLMIO.

NPUMEP PACYETA

O6pazen CpepHsa abcopbums npu 450 Hm
PeareHT bnaHka 0,050
[MonoXnUTENBHBIN KOHTPOIb 1,378
OTpuuaTenbHbI KOHTPOMb 0,068
CbiBOpoTKa 06pasua 0,678

*MNoporosoe 3Ha4eHne OI1 = 0,220* (1,378-0,068) = 0,228
(MpuMeyvaHue: nokasaTenb KOHCTAHTbI MOPOrOBOro 3HAYEHUs,
yka3aHHbIN Bbiwe 0,220 sBnsieTcs TonbKo npumepoM. MNpasunbHoe
3Ha4yeHue ans HacToswero Habopa cM. B CepTudpmkaTte KOHTpons
KayecTBa).

S/CO = 0,678 - 0.068 / 0,228 = 2,7

3HauyeHne MDAE obpasua : 2,7 x 25 = 67 UDAE

Pe3ynbTaT o6pa3ua: nonoxuTenbHbIi

3HavyeHue UDAE ob6pasua: 67 NOAE

PABOYME XAPAKTEPUCTUKN AHANN3A

Bcero 65 o00pa3uoB  MauMeHTOB  WCMOSMb30BasioCb  Afst  OLEHKM
cneumduyHoCTb,
YyBCTBUTENBLHOCTb W TOYHOCTb aHanu3a. PesynbTaThl KccnenoBaHus

HacTosiero Habopa 6binNy cpaBHeHbI C pe3ynbTaTtaMmu ApYroro MMeloLLerocs
B npoaaxe Habopa NPA:

Reference EIA
T gondii IeG
N E P Total
i) 20(D) 0 2B 22
Ot getivin ] ] 0 1]
El& F 0 ] 30 (4 39
Total 20 1] 41 61

N = oTpuuartensHbii; E = comHuTenbHbin; P = nonoxutenbHbiii Total = Bcero
Reference EIA = pecdepeHTHbI MDA

YyscTBuTenbHocTb = A / (A+B) = 39/41 = 95%
CneumnduyHocTs = D / (C+D) = 20/20 = 100%
TouyHocTb = (A+D) / (A+B+C+D) = 59/61 = 96%

*OTpuuaTenbHble pe3ynbTaTbl HAacTOSLEro aHanmusa Bo Bcex obpasuax
yKa3blBaloT Ha OTCYTCTBME MHTepdepeHLnn 0bpasLoB ¢ aHTUSAEePHbIMN
aHTuTenamu unun Po.

**CpaBHeHWe ¢ ApyrMM nMetoLlumMmcs B npoaaxe Habopom UDA T.gondii
1gG.

MU3YYEHMUE NEPEKPECTHOW PEAKTUBHOCTH

WccnepoBaHne  ObiNo  npoBegeHO ANt OLEHKM  BO3MOXHOW
MHTepdepeHunmn HabopoB NOA  aHTMAgepHbIX — aHTuten 7]
peBmaTougHoro gaktopa ¢ Habopamu T. gondii IgG. Bce uccnegyembie
HacToAwmM HabopoMm aAesaTHaguaTtb (19) obpasuos, oTpuuaTenbHble K
aHTuTenam knacca IgG wuccnegoBanuch UMEOLMMUCS B MpoAaxe
Habopamn WA, 1 okasanucb NONOXWUTENbHLIMU ANS aHTUSAEPHbIX
aHtuten (11) unn PP (8) Bo Bpems nccrnegoBaHus Habopom T. gondii
1gG komnaHum «OpaKeHnym».

Pe3y]1bTaTbI ﬂepereCTHOﬁ PeakKTUBHOCTHU

OTpuuaTenbHble  pe3ynbTaTbl aHanusa BO  Bcex  obpasuax,
nccnepoBaHHbix Habopa T. gondii IgG komnaHum  «OppxXeHnym»
yKa3blBalOT Ha  OTCYTCTBME  BMUSIHUSE  COCCTOPOHbI  06pasLoB,

coaepKallmx aHTUsiAepHble aHTUTena U peBmMaTouaHbIi dakTop.
(Pe3ynbmambl  0oroniHUmMesbHbIX uccnedogaHull CM. 8 oOpuauHare
UHCMpPYKyUU).

BHUMAHUE

- OTpuuaTenbHbI pe3ynbTaT He MUCKMoYaeT Tekylwenh Wnu HedaBHen
MHdekumn. Ecnn ecTb nopospeHMe Ha OCTpyk MHekumio, BTOpOMn
obpasel, CbIBOPOTKWU, MOMNYYeHHbI 7-14 OHAMM NO3Xe, OOIMKEH ObITb
npoBepeH napannenbHo, 4Tobbl onpedenuTb nboe yBenuveHue
YPOBHS aHTUTENa.

- Ceponoruyeckne pesynbTatbl UMMYHOAEMNPECCUMBHbLIX MNALMEHTOB
[OOIMKHbI UHTEPNPETUPOBATBLCS C NPefOCTEPEXEHNEM.

- PesynbTtathl uccnegoBaHWUiA, KOTOpblE MOMyYeHbl OT €AWHCTBEHHOro
ceponoruyeckoro  obpasua, He [OOMKHbl  UCMONb3oBaTbCA  ANst
OnarHocTukn HepasHel uHdekuun. CoeanHeHHble 06pasubl (OCTpbIV U
BbI34OpPaBNM1BaOLLMIA) AOMKHbI UCCrefoBaTbCsl NapannenbHo, YToObl
HabnoaaTb 3a 3HAaYMTENbHBIM MOBLILLIEHWEM YPOBHS aHTUTEN.

- Ecnmn TpeGytoTcs cpaBHeHUs ¢ ApyriMu MeToaamu, BCeraa npoBoasT
oba nccnenoBaHus OOHOBPEMEHHO, 4YTOObI npegoTBpaTUTL
HeoXunaaHHble pe3ynbTaThbl.

- PesynbTaThl uccnegoBaHWin [OMKHbI OblTb OLIEHEHbl B COYeTaHuu C
nHdopmauuen, npeaocTaBneHHOW KNMHWYeckuMm obcrnegoBaHneM U
OpYrvMMu AnarHoCTUYECKMMM NpoLeaypamu.

- Ha addexktuBHOCTE paboTbl komnoHeHTOB Habopa He BnwusieT
TpaHCMopTUpPOBKa NpW TemnepaType OKpyxawlen cpegbl Ao 5 AHen
(HeoduumanbHble OaHHbIE).

NIUTEPATYPA
(Cm. 8 opueuHare uHcmpyKyuu).

OTBETCTBEHHOCTb

Hactoawmin Habop npeaHasHaveH TOMbKO [ANs  AWarHOCTMYECKOro
MCnonb3oBaHWA in vitro B 4YenoBe4yeckoy CbIBOPOTKE WM nnasme
KBanuMULMPOBaHHLIM 1 KOMMETEHTHLIM MEePCOHAaNoM, BbIMOSHAOLWNM
[AnarHocTu4eckue rnpoLenypsb.

Ecnun nony4aTens HacTosero Habopa nepegaet ero no6bIM CNoco6om

TpeTbeMy NuUy, 3Ta WHCTPYKUMS, AOMKHa  npunaratbCs, U
BblLLieyKa3aHHbIN nonyyatesb [OMmKeH nog COGCTBEHHYIO
OTBETCTBEHHOCTb  obecneunTb B  NOMb3y MPOWM3BOAMTENS  BCe

OorpaHun4YeHna oTBeTCTBEHHOCTW 34eCb U3NOXEHHbIe.




KomnaHus-npousBoanTens He  HEeceT OTBETCTBEHHOCTM 3a  fobble
NOBPEXAEHUS UM MOTepU MU3-3a UCMOMNb30BaHNA Habopa B NOLIX crydasx
KPOME TeX, KOTOpble YEeTKO ykasaHbl B 3TON MHCTpyKumMu. OTBETCTBEHHOCTb
NpoM3BOAMTENS HU B KOEM CllyYae He [OIhKHa MNpeBbiwaTb KOMMepYecKom
LleHHoCTn Habopa.

Mpou3BoaUTENb HW B KOEM Criydyae He HEeCET OTBETCTBEHHOCTM 3a KOCBEHHbIE,
YMbILUSIEHHbIE UMM HACMEACTBEHHbIE MOBPEXAEHWUS, BKIOYas, HO He
OorpaHMYMBasicb NnoTepen nNpudbInu.

NHPOPMALINA OJ1A 3AKA3A:

ymn «gUAMEB»
Yn. YopHoeona, 97, 2. UeaHo-PpaHKoeck, 76005
Ten.: (0342) 775122
Ten/gpakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua

TXG3034G, T.gondii IgG
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