DIANER

Ha6op MDA
AnA onpefeneHus aHTuten knacca IlgG B
YyenoBeYyecKomn CbIBOPOTKE U nna3me K

TOKconmnasme
Kam. Ne : K1TG; K1ITGB
Konuyecmeo mecmos: 96; 192
Mpouseodumenb : Radim (Utanus)
Memoduka om 07-2008
Bepcus 13
BHuMaHue: ocHosol rnpu npoeeOeHuu aHanui3a ecmb opusuHars

UHCMPYKUUU Ha aHasl. a3biKe.
AJ15 NCINOJIb30BAHUA TOJIbKO B AUATHOCTUKE IN VITRO

1. KMIMHWYECKUE NPUMEHEHUA

Toxoplasma gondii — BHYTPUKNETOYHbLIN MPOTO30MHLIN  NapaswuT,
NPUYUHSAIOWMNA MHPEKUMM, KOTopble BEeAYT K PasnnyHbIM KIMHUYECKUM
nocneactausaM. Okono 80-90% uHdeKuuii ToKconnaambl, CryyaoLmxcs B
MMMYHO-KOMMETEHTHbIX NOAPOCTKaX WM B3POCIbIX — 6ECCUMNTOMHbIE.
KnuHunyeckne npusHakm (nuMdageHnt, numdoumutos u Muanbrus) B
nobom cnyyae HesHayuTeNnbHble M B OOLLEM NPOABNSIOTCA B Nerkon
dopme. BmecTo 3TOro, nepBUYHAs  UHEKUMS  TOKCOMnasmbl,
npuobpeteHHas BO BpeMsi OepeMeHHOCTW, MOXeT MpuBecTn K
reHMTanbHOMy TOKCOMMa3Mo3y C MOCMEAyoLWMM XOPUOPETUHUTOM 1
noBpexaeHnemM HepBHOW cucTembl. Takue nocneactsus 0cobeHHO
NposiBNAOTCA B TEYEHWM MEepBbIX LIeCTU MecsueB OGepemMeHHOCTW.
[narHoctuka  HedaBHO  NpUMOOpPETEHHON  MEepPBUYHOW  MHAEKLMK
TOKCOMnNa3Mbl He SBMAETCA erkon, NockonbKy aHTuTena knacca IgM
(TMNWYHBIA Mapkep HedaBHUX WMHMEKUMI), obpa3oBaBLUMECS BO BpeEMS
TOKCOMMasmo3a, MOryT CyLlecTBOBaTb B TEYEHUM MHOIMX MecsueB U
paxe net. Wsmepenne asugHocT cneuudmyecknx 1gG  aHTuTEn
oKasanocb KpanHe nonesHbiM Ans 9Ton uenu. B genctBuTenbHoOCTH,
nepBuyHas peakums IgG aHTMTena Ha MWHGEKUMIO XapaKTepusmpyeTtcs
aHTUTeNnamMn C HU3KOW aBUOHOCTbIO, rAe CBA3blBaHWE C obnactamu
cneunguyHOro aHTUreHa nerko ANCCoLMMpyeTcs.

2. MPUHLUMN AHATTIU3A

Habop ocHoBblBaeTcs Ha MeToge MWMMYHOMEPMEHTHOrO aHanusa
(ELISA), rpe nepokcupasa XxpeHa WUCMonb3yeTcss B KayecTBe
epMeHTHOro KoHbloraTa. B TeueHne nepBoit WHKyGauuu aHTUTENa
knacca IgG k Tokconnasme B obpasue, ecrnm MMelTCs, CBA3bIBaTCA C
QHTUIeHOM TOKCOMNa3Mbl, HaHECEeHHbIM Ha nyHKkW. Liukn npombiBku
yCTpaHsieT BeCb HeCBsizaHHbIM maTepuan. B nocnepytowen vHkybauum
BTOpOoe  aHTuTeno (aHTnyenoBeyeckoe IgG,  KOHbBHOrMpoBaHHOE
nepokcnaason), CBsI3bIBAETCA C  KOMMIEKCOM TOKCOMnas3mMa-aHTUreH-
aHTMTeno. Mocne AanbHeWLIEero Uykna npoMblBkM BecLBeTHbIi pacTBop
XpomoreHa (TeTpameTunbeHsuauHa, TMB) B Oydepe cybetparta
nobaenseTca B NMyHKN FAe OH, pearmpys C (hepMeHTOM NepoKkcuaasbl
obpa3yeT LUBeTHOe coeauHeHwe. PasButne uBeTa ByaeT ocTaHOBMEHO
npu pobasneHun H,SO,. VIHTEHCMBHOCTb UBeTa, U3MepsiemMasi Ha
cnektpogotomeTpe npu 450 HM n 405 HM, GyaeTt Takum obpa3om npsimMo
NponopLMOHanbHON KOHLEHTPaLMKM aHTU-TOKCOMNMasma aHTUTen knacca
1gG B kanubpartopax 1 obpasuax.

3. PEATEHTbI, NOCTABJIAEMbLIE C HABOPOM: MPUTOTOBINEHUE
N CTABUIIbHOCTb

- peareHTOB focTaTo4Ho Ans 96 nyHok (kat. K1TG), unu ans 192 nyHok
(kat. KITGB).

- xpaHuTb Habop npu 2-8°C.

- CPOK FOAHOCTM KaXKO0ro peareHTa ykasaH Ha aTuKeTke dpriakoHa.

- Nocne BCKpbITUS, Habop cTtabuneH npu 2-8°C B TeueHue 2 MecsiLieB.

3.1 Cneuuduyeckue peareHTbl

- MpuBUTBLIN MUKponnaHweT: 1 nnaHweT Ha 96 AenuMbIX JNYHOK
NOKPbITbIX BMPYCHbIM  a@HTUIEHOM Tokconnasmbl. [epxute
Hencnosnb3oBaHHble  NyHKM npu  2-8°C B MNOCTaBMsieMOM
NONMU3TUIIEHOBOM MNakeTe TLWaTenbHO 3aKpbITbIM.

- KanubpaTopbl: aHTU-Tokconna3ma IgG B ceponornyeckon ocHose,
B crnegywowmx koHueHTpaumsax: 15, 30, 60, 120 n 240 PE/mn.
KoHcepaHT: NaN3 (< 0.1 %). loToBbIAi K WCMNONbL3OBAHWIO U
KpacHoro LBeTa, 3a ucknodeHnem 15 PE/mn kanubpaTopa, KoTopbIv
CVHero ugerTa.

- ®DepMEHTHbIN KOHBIraT: MbILVHBIA  MOHOKMOHANbHBIA  aHTU-
yenoBeyeckun 1gG, KOHBIOTMPOBAHHbBIA C MEPOKCMOA30M XpeHa B
OCHOBEe CbIBOPOTKM CO cTabunusatopamu. KoHcepBaHT: HEOMULMH.
Po3oBoro ugeTa, rotoB K UICMOMb30BaHUIO.

K1TG, Toxoplasma IgG

3.2 OOwme peareHTbl AnNs HabopoB crieAylOWUX HanpaBneHWUN:
To.R.C.H. - S.T.D., aetckue 6onesHu.

. MpoMbIBOYHbLIN pacTBOpP (KOHLEHTPUMPOBaHHbIN): PBS-
tween 20. KoHcepBaHT: TMmepocan (<0.05%).
HenocpeactBeHHO  neped  wucnonb3oBaHveM  pasbaBuTtb

Heobxogumoe konuyectBo 1:20 AUCTUNNUPOBAHHON BOAOMW.
XpaHuTb pa3baBneHHbI NPOMbIBOYHbINA pacTBop B TedeHun 30
OHen npu 2-8°C. B cryyae HepacBOPUMbIX KpUCTansos,
pecycneHanpymnTe pacTtBop, nomecTus dnakoH B
MHKYGULIMOHHYIO KamMepy Ha HecKombko MUHYT nipu 37°C.

. PasbaButenb ob6pasua (KOHLEHTPUPOBaHHbLIA): OCHOBa
CbIBOPOTKM  cO  crabunusatopamu,  KpacHoro  uBeTa.
KoHcepBaHT: NaN3 (<0.1%). HenocpeacTtBeHHo nepen

ncrnonb3oBaHneM pasbaBuTb Heobxogumoe konudectso 1:20
npenBaputenbHo pasbaBreHHbIM NMPOMbIBOYHBIM PACTBOPOM.
XpaHuTb pasBefeHHblli pasbaButens obpasuaB TeveHun 30
AHeit npu 2-8°C.

e  OTtpuuaTtenbHbIN KOHTpOnb: ocHoBa CbIBOPOTKMY,
HepeakTMBHass C aHTu-Tokconnasma IgG. TloToBbIM K
MCnonb30BaHuto, kpacHoro useta. KoHcepBaHT: NaNj (<0.1%).
CblBOpOTKa oTpuuaTensHOro KOHTpOns [OImKHa
MCMomb30BaThbCs Kak: 1) KOHTPOMb B KAYECTBEHHOM aHanu3a, u
2) kanubpatop B Touke KoHueHTpauum O PE/mn
KONMYECTBEHHOIO aHanuaa.

e  XpomoreH: TMB c uutpat-cdocdaTtHbiM bydepom, DMSO un
H202. NoTOBbIN K NCMOMb30BaHUIO.

. Bnokupyowmun  peareHt: 1N
MCMOMb30BaHMIO.

o Camoknerowymecs NreHKU ANs nnaHweTa.

. MonuatuneHoBbIW NakeT.

H2SO4. TotoBbIi K

4. HEOBXOAUMBbIE, HO HE NOCTABNAEMbIE MATEPUATbI

4.1 Py4yHown aHanus

e  Perynupyemble aBToMatn4yeckne MUKPOMMUMETKN CO CMEHHBIMU
HaKOHEeYHWKamu.

. MHkybaTop, HacTpoeHHbIn Ha 37+/-2 °C.

. MepHble konbbl ons pasdasneHuns o6pasLoB.

e  PyyHoe unu aBTOMaTuyeckoe obopynoBaHWe ANsi NPOMbIBKU
NYHOK.

. MukponnaHweTHbIn poToMeTp AN namepeHuss abcopbumm c
nHtepsanom 0-3,0 A npu 450 1 405 Hm.

. MwunnumeTtpoBas rpacdudeckasn bymara.

e [nctunnmposaHHas BoAa.

4.2 ABTOMaTUYEeCKUIM aHanums3
. [aHHbIn  aHanM3 MOoXeT MpoBOAUTCA Ha nnaHweTe npu
MCMOMb30BaHUMM aBTOMATUMYECKOro annaparta Ans Habopos

ELISA.

. MpowussoguTens rapaHTupyet COOTBETCTBYIOLLEE
ucrnonb3oBaHMe Habopa Ha aBTOMAaTUYECKMX annapartax
npoussogctea Radim u/vunm SEAC.

. Mpu MCMoNb30BaHUN Opyrux aBTOMaTUYECKUX

MWKPONNaHLLETHbIX annapaToB KOHEYHbIV Nonb3oBaTenb HeceT
OTBETCTBEHHOCTb 3a NPaBuIbHOCTb aHann3oB Habopos ELISA.

5. NPEAQOCTEPEXEHUA U 3AMEYAHUA
Ona nony4YyeHus NpaBUNbHbLIX U BOCMNPOU3BOAMMBIX pPe3ynbTaToB,
HeobxoAMMoO cobnioaaTh cneayoliMe npaBuna:
» He cmewwuBante cneuudmnyHble peareHTbl (CM. 3.1) U3 pasnuyHbIX

napTuii.

» Bo3MoxHO cmelimBaHMe oOWMX peareHToB (CM. 3.2) U3 pasHbIX
napTum.

» He ucnonb3oBaTb peareHTbl NOCNe UCTEYEHNsI UX CPOKOB FO4HOCTM.

» He xpaHuTe 1 He ocTaBnsanWTe peareHTbl M 06pasubl Ha BbICOKOM
TemnepaTtype Unu Ha TEPPUTOPUUN BO3MOXHOIO 3arpsisBHEHUsI.

» Wcnonb3yiTe TlaTenbHO OuMLLEeHHY0 nabopaTopHyt nocyay, He
cofepXallen 3arpsi3HeHusl MoHaMy MeTanfa WM OKUCTISKLLMX
BELLECTB.

» Wcnonb3yiTe AMCTUNNUPOBAHHYKD WU OEVOHW3VMPOBaHHYO BoOAY,
XPaHsLLYyOCS B KpalHe YMCThIX EMKOCTSIX.

» OcTopoxHo u3berainiTe noboro 3arpssHeHus mexay obpasuamu; c
3TOW UuUenbld AnA  kaxgoro obpasua M peareHTa  criegyet
1cnonb3oBaTh OAHOPA30BbIE HAKOHEYHUKM.

» Hwu B kakoi cnocob He usmeHsiTe «lMpouenypy aHanusax». Ecnu Bbl
He cnepyerte:

- TOYHBIM nepvofaM WHKY6aumu u konuyecTBam [oGaBrseMblX
peareHToB;

- nepuogam UHKybuuum n Temneparype,

3TO MOXeT BbI3BaTb HENPaBUIbHbIE KIIMHWYECKME pe3ynbTaThbl.

» PasbaBbTe NMOUIN3MPOBaHHbIE peareHTbl, eC TakoBbl eCTb, Kak
OoMnMcaHO Ha COOTBETCTBYHOLIMX 3TUKETKax. Jlloboe OTKNoHeHue B
MCNonb30BaHUM peareHTa UMM HenpaBuilbHbIX OOGHLEMOB MOXET
NOBMUSTb HAa HAAEXHOCTb MOMYYEHHbIX Pe3yNnbTaToB.



» [lpn pyyHOM npouedype BaXHO WCMONb30BaTb OTKaNMOPOBaHHbIE
NMUNETKN U UMETb COOTBETCTBYIOLLUME TEXHUYECKME PYKOBOACTBA MO
npvMeHeHnto. Ha nepBbli MnaH BaXHOCTW BbICTyMaeT Xopoluas
TOYHOCTb B MPWUrOTOBMEHWW W pacnpefeneHun  peareHToB.
Y6epgutecb, 4TO BCe uUCMofbdyemoe obopydoBaHWE B OTIIMYHOM
paboyeM COCTOSHMM, NpaBWNbHO OTKAaNMOPOBaAHO W NPOXOAWUTb
perynsipHoe TexobcnyxuvBaHue.

> Y6eauTecb, YTO acnUpaLMOHHBIA HAacoC WNKM aBTOMAaTU3NPOBAHHOE
YCTPOWCTBO AN NPOMbIBKM JTYHOK B OTIIMYHOM paboyem COCTOSHUW.
HepoctaToyHas NpombIBKa NyHOK MOXET NPUBECTU K HEMpaBUIbHbIM
knaccudmkaumam obpasuos. Ybegutecb, 4TO BCEe MCMOfb3yemoe
obopyaoBaHne B OTIIMHHOM paboyem COCTOSHUM.

> Y6epuTecb, YTO MMKPOMMAHLIETHBIA CNekTpooTOMETP B OTNIMHHOM
paboyem  cocTosHMW.  Mcnonb3oBaHWe — HeOTKanMGpPOBaHHOIO
crnekTpodhoToMeTpa WNM TPsA3HbIX (PUNLTPOB MOXET NPUBECTU K
HenmpaBUMbHOMY  CUUTBIBaHMIO  00pasuoB  C  rocneayoLien
HempaBunMbHOW  UX  knaccudukaumenn. Ybegutecb, YTO  BCe
ncnonb3yemoe o6opyfoBaHMe B OTIIMYHOM paboyem COCTOSHUN.

» Yb6egutecb, 4TO WHKybaumoHHas kamepa (ecrnu TpebyeTcst) B
oTnNM4YHOM paboyem cocTosiHMU. TemnepaTtypa WHkybauun, He
cooTBeTcTBylowas 37 +-2°C  moxeT npMBecTM K noTepsam
YYBCTBUTENMBHOCTU W/MnNn Buonoruyeckoin AeHatypauum (obpasuos
n/vnn peareHToB). YbeauTechb, 4TO ncnonb3yemoe obopyaoBaHue B
OTNNYHOM paboyeM COCTOSHUM U MNEePUOANYECKN MpoBepsnTe
dukcupyemyto Temnepartypy.

» Ybegutecb, 4YTO  MWKPOMMAHLUETHBIN  BCTpsSxuBatenb  (ecru
TpebyetcA) B OTnAMYHOM paboyem cocTosHuM. HenpaBunbHoe
BCTPSXMBAHWE MOXET MPUYMHUTL HenpaBuibHblE Krnaccudukaumm
06pa3uoB.

> VYbepuTtecb, 4TO BCe WcCMonb3yemoe AN XpaHeHns obpasuos
obopyaoBaHWe B OTMYHOM paboyveM COCTOSIHUW. XpaHeHue npu
TemnepaType, OT/IMyaloLencs oT peKoOMeHAYEMON MOXET NMPUYUHUTD

OeHatypaumio  Buonorvyeckux —matepuanoB  (obpasuoB  u/wnu
peareHToB). YbGegutecb, 4TO wucnonb3yemoe obopynoBaHue B
OTNMYHOM paboyeM COCTOSIHUM U Mepuoguyvecku npoBepsiiTe
dukcrpyemyto Temneparypy.

» Wcnonb3aywnte COOTBETCTBYOLNA metoq  Ans npasubHOM
naeHTnuukaumnm obpasuos nawumeHToB. HenpaBunbHas

NaeHTUKKaLUMSA MOXeT NpWBEeCTM K noTepsAM  cneunduryHoOCTU
CUCTEMBI 1 HEMPaBUMbHLIM KMMHUYECKUM pe3ynbTaTam.

[AnsA Toro Bo usbexaHue NMYHOrO 3apaXeHUsi U 3arpsAA3HeHUs cpeabl,

npuaepxuBanTechb crneayroLlmx NpeaocTepexXeHnn:

> Tpun paboTe ¢ noTeHUMaAnNbHO MHAEKLMOHHBIMW MaTepuanamu u Bo
BpPeMsi NPOBEAEHNSA aHanm3a HaaeBalTe 0OfHOPa3oBble NepyaTku.

» He nunetynte pToMm.

» He ewbTe, He newTe, He KypuTe WU He MONb3yMTECb KOCMETUKOW B
npoLecce aHanuaa.

> XpoMmoreH ¥ OGnOKMpYIOLWMA peareHT [OMMKHbI MCMOMb30BaTbCA C
OCTOPOXHOCTbIO.  M3beraiiTe KOHTakTa C KOXel, rnasamum u
cnuancTeiMu  obonoukamu. [pu HecyacTHOM crnyyae TLATENbHO
NpOMoWTe NPOTOYHON BOAOW.

> Bce maTtepuansl 4enoBe4eckoro NpoucxoxaeHusi. Micnonb3oBaHHble
ONns NoAroTOBKM 3TOro Habopa 6binv MPOTECTUPOBaHbI W Aanu
oTpuuatenbHein  pesynbtat k HBsAg, aHtu-BUY u antn-HCV.
Mockonbky HM OAMH W3 CYLLECTBYIOLUMX METOAOB He rapaHTupyet
MOSIHOrO OTCYTCTBUS 3TWMX BMPYCOB, BCe 06pasubl W peareHThl,
KOTOpble CoAepXaTb MCrnofb3yemble Ans aHanu3a buonoruueckue
matepuarnbl, JOMKHbI CYUTATHCS MOTEHLMANbHO MHAEKLIMOHHBIMU.

» Wsberante pas3bpbi3rmBaHus M obpasdoBaHus asposonen. [Npu umx
BO3HMKHOBEHUM TLlaTeNnbHbIM Obpa3om npomonite 3% pacTBOpOM
runoxnopuga Hatpus. Jlobon ounLaoLmii MaTepman Takoro cocTasa
cneayeT cuuTaTh NOTeHUManbHO MHAEKUMOHHBIM U NpUAEepXUBaThCA
TpeboBaHui No ero yTunusaumu.

» HekoTopble KOMMOHeHTLI Habopa coAepxaT as3ug HaTpusi B KavecTse
koHcepBaHTa. Bo u3bexaHue HakoMneHus B3pblBOOMACHbLIX a3naoB
MeTanna B MeAHbIX W CBMHLOBBIX TpybonpoBopjax peareHTbl
HeobxoauMoO ydanaTb MyTeM MPOMbIBAHWA BOLOCTOYHON TPyObl
60nbLUNM KOTMYECBOM BOAbI.

6. CBOP U MPUTOTOBJIEHUE OBPA3LIOB

AHanu3 MOXHO npPOBOAUTL C obpa3uamu CbiIBOPOTKM WMW NNnasmbl.
Bbicoko nunemuyeckue unu reMonu3vppoBaHHble 00pasubl  [OIKHbI
6bITb  yaaneHsl. O6pasubl nNna3Mbl MOryT CcoAepxXaTb BOJIOKHUCTbIE
BellecTBa, KOTOpble MOryT MOBMUSITb Ha aHanus; nepes aHanusom
ybeauTech, 4tTo 06pasubl Bceraa wuaeanbHO YncTble. XpaHuTe obpasupl
npu 2-8°C B Teyenun 1-2 gHei. MNpu Gonee ANMTENbHOM XpaHEHUU
pekomeHayeTcs 3amopo3nTb obpasubl Ao -20°C. N3beravite NOBTOPHOro
3aMOpPaXNBAHNSA N Pa3MOpaxuBaHUs 0bpasLioB.
Mepea wcnonb3oBaHweM pasbaBbTe 06pasLibl
pasbasuTenem obpasua (cm. PEATEHTHI).
Mpumep: 10 mkn obpasua + 2990 mkn passBefeHHoro pasbasuTens
obpasua).

1:300 pa3BeageHHbIM

7. NPOLEOYPA AHATTU3A
- MNossonbTe peareHTam u obpasuam HarpeeTcs 4O KOMHaTHOWM

TemnepaTypsl. 2

K1TG, Toxoplasma IgG

- NepeBopauunBast 06pasupl, CMeLLanTe Ux nepes UCNonb30BaHNEM.

7.1 MMpurotoBbTe NyHKM Ans: 6naHka, KOHTponen unu kanubpaTtopos u
06pasLoB.
7.2 TvneTtnpynte B cooTBeTcByowme NyHkn no 100 MKn KOHTponen,

KannbpaTtopos 1 pa3baBneHHbIX 06pas3LIoB.

MpuMeyaHue: KOHTPOMM 1 KanBpaTopbl HE AOMKHbI Pa3baBNATLCS.

7.3 NMunetupyinte no 100 mkn passefeHHoro pasbasuTens obpasua B

NyHKy 6naHka.

HakponTte MUKpOMnaHLweT camokretoLlencs NneHKomn

(noctaBnsiemoit B Habope) 1 UHKYOUPYWTE NYHKM B TedeHun 60+/-5

MUHYT npu 37+/-2°C.

Mpomovite nyHkn 4 pasa 350 Mkn pastaBneHHOro NPOMbIBOYHOIO

pacTBopa. [TpoBeanTe acnnpauuto BCew XnMOKOCTU U3 MYHOK.

BHecuTe no 100 Mkn (hepMEHTHOrO KOHbIOraTta BO BCE JTyHKM.

Hakponte MUKpoOnnaHweT camokretoLlencs NnneHKomn

(noctaBnsiemoit B Habope) 1 UHKYOUPYTE NYHKM B TedeHun 30+/-2

MUHYT npu 37+/-2°C.

7.8 TlpoMonTe NyHKM Kak onncaHo B . 7.5.

7.9 Tunetnpynte no 100 MK XpoMOreHa BO BCe MYHKW.

7.10 WHky6upyitTe nyHk1 B TeueHun 10 muHyT npu 37+/-2°C wnu 15
MWHYT Npu KOMHaTHoM TemnepaTtype (18-25°C).

7.11 NMuneTtupyite no 100 MkN BGNOKUPYIOLLErO peareHTa BO BCE NyHKM.

7.12 Cuntante  abcopbumo  NyHOK  XKenaTenbHO C  MOMOLLbIO
BuxpomaTtuyHoro crnektpodotomeTpa npu 450 HM ¢ pedepeHTHoW
AnvHon BonHbl 620 HM (HacTpouB annapaTt Ha 0 nyHkon 6naHka). B
cnyyae wusbbiTka 3HaveHun abcopbumm cumtante npu 405 HMm.
CunTbiBaHWe JOMKHO ObiTb NPOBeAEeHO B TeveHnn 15 MUHYT nocne
3aBepLUeHNs aHanmaa.

*Ncnonb3ya B npoueaype aBTOMaTUYECKUA MUKPOMMNAaHLLIETHbIN annapat

npoussoactea Radim u/unun SEAC, ccbinaiTecb Ha COOTBETCTBYlOLLEE

PYKOBOZACTBO MOSb30BaTeNs.

7.4

7.5

7.6
7.7

8. CXEMA AHAIIU3A (cm. cTp. 23 B opurMHane UHCTPYyKLUK).

9. BbIMUCNEHME PE3YINbTATOB*

9.1 KayecTBeHHbI aHanu3

OomxkHa npuvHMMaTbes BO BHUMaHuve Ol kaxgoro oTpuuaTenbHoro
koHTponsa u cut-off kanubpatopa (noporoBoe 3HayeHue 15 PE/mn).
MpucytcTBne wnm  oTcyTCTBME  aHTU-Tokconnasma IgG  aHTuTen
onpepensieTcs cpaBHeHveMm abcopbunm obpasua c abcopbumen cut-off
KoHTponsa. O6pasubl ¢ Ol Hmwke 15 PE/mMn kanubpatopa (cut-off
KanubpaTopa) cuuTalTCs HepeaKTMBHbIMM K aHTu-Tokconnasma IgG
aHTuTenam. O6pasubl ¢ Ol Bhiwe Yem B cut-off kanubpaTopa cunTatoTcs
peakTUBHbIMU K aHTu-Tokconnasma IgG aHTutenam.

O6pasubl co 3HadeHusiMu abcopbumm B npegenax +/-10%
KanubpaTopa  CuYATaOTCS  COMHWUTENbHbIMU W [OOJKHbI
noaTBepXAeHbl MOBTOPHLIM aHanNM3oM.

cut-off
6bITb

9.2 Konu4yecTBeHHbIN aHanu3

OTpuuaTenbHbIi KOHTPONb OepeTca 3a MepByl TOYKY KannbpoBOYHON
KpuBoW (3HaveHue 0 PE/Mn) u, COOTBETCTBEHHO, KaK YacTb KPUBOM.
Hapucyite kanmbpoBOYHYH KPUBYH Ha NUHENHON rpadmyeckor bymare,
BblBOASA KOHLUEHTpauuu kanubpatopa (ocb X) npoTtvB abcopbuunm,
nonyyYeHHbIX ANs Kaxgoro kanubpatopa (ock y). CooTBeTcTBylOLIME
KOHLeHTpauun aHTu-Tokconnasma B PE/Mn  nonyvatTca  nyTem
nHTepnonsauumn abcopbumm kaxgoro obpasLa Ha KanMbpoBOYHOWN KPUBOW.
— O6pasubl co IgG 3HaveHusamm meHblwe 15 PE/mMn  cuntatotcs
HepeaKTUBHbIMW K aHTU-Tokconnasma IgG aHTuTenam.

— O6pasubl co IgG 3HavyeHusimum 6Gonbwe 30 PE/mMn cuutatotcs
peakTVBHbIMM K aHTU-Tokconnaama IgG antutenam.

— O6pasubl co IgG 3HaveHuamn mexay 15 n 30 PE/mn cuntatoTes cnabo
peakTUBHbIMU.

* Micnonb3ays B npoueaype aBTOMaTUHECKUIA MUKPOMIaHLWETHbIA annapat
npousBogctBa Radim wwnn  SEAC, cnektpodoToMeTpuyeckoe
CUUTbIBAHME MPOBOAMUTCS aBTOMATMYECKM NpU 3 pasfUyHbIX 3HAYEHUSAX
OnuHbl BOmHbI: 450, 405 n 620 HM, TeM cambiM pacluMpsas guanasoH
Kp1BOWN.

OnucaHue AGcopbuus aHTU-Tokco | AGcopbuus

450 Hm 1gG 405 Hm
Kanu6patop 0 PE/mn 0,010 0,003
Kanu6patop 15 PE/mn 0,291 0,097
Kanu6patop 30 PE/Mn 0,698 0,232
Kanun6patop 60 PE/mn 1,375 0,458
Kanun6patop 120 PE/Mn 2,064 0,688
Kanu6patop 240 PE/mn 2,746 0,915
QO6pasey 1,780 85 PE/Mn 0,590

lNpumeyvaHue: OTpuuaTenbHbI KOHTPONb = kanmbpaTtop 0 PE/mn.
MyTem  uHTepnonsauMum Ha  kanMuMbBpoBOYHOM  KpuBoW  obpasel
OEeMOHCTpUpyeT Ansa aHTu-tokconnasma IgG tutp B 85 PE/mn.

9.4 Kputepum BOCTOBEPHOCTU




[Mepen Havanom BbluMCREeHWs pe3ynbTaTtoB ybeautecb, 4To abcopbunm
KOHTpOMew HaxoAsTCs B Npefenax Creayowmx OXngaeMblX 3Ha4YeHUN:

K1TG, Toxoplasma IgG

NHOPOPMALINA OJTA 3AKA3A:

OnucaHue OxungaemMble 3Ha4YeHUs
OTpuuaTenbHbI KOHTPOIb <0.200
On kan. 240 PE/mn / OM kan. 15 PE/Mn > 6.08
Ol kan. 15 PE/mn / OMN kan. 0 PE/mn >7.16

Ecnn NnoJjly4eHHble  3Ha4YeHud He COOTBETCTBYOT  OXUAaembiM,
Heobxoaumo NOBTOPUTb aHanmsa.

9.5 UHTepnpeTaumsa pe3ynbTaToB

— HepeakTuBHble 06pasubl JOMKHbI CYMTATECA OTPULIATENbHLIMU K aHTU-
Tokconnasma IgG aHTuTenam.

— PeaktuBHble W/vnuM CcoOMHWTENbHbIE 06pasLbl AOMKHbI CUMTATLCSA
NONOXUTENBHBLIMU K aHTU-ToKconnasma IgG aHTuTenam.
CooTBeTCBylOLIME OTKIMOHEHWS aHanmM3a KpoBW OOHOTO W TOrO e
nauueHTa MoryT ObiTb TONbKO CPaBHEHbl B OAHOM M TOM Xe aHarnuse.
60% BapbupoBaHue abcopbumm Bo BTOpoM obpasue MOXeT cuuTaThbCs
BaXHbIM yKasaTenem HefaBHeln unu nporpeccupyoLlen nHdekummn. Ecnm
3TO Tak, NpoBeAuTE NCCneoBaHMe Ha cneuuduyeckme aHTMTena knacca
IgM.

10. PABOYME XAPAKTEPUCTUKU AHATIU3A

10.1 AuarHocTnyeckas cneunduryHoCcTb

[unarHoctuyeckas cneundunyHocTb MeToga Obina oueHeHa Ha rpynne
6onee 500 o6pa3uoB 6e3 MMMyHUTETa K WHEKUMM TOKCOMMasmbl.
PesynbtaT coctasmn 99.1 %.

10.2 inarHocTUYecKas YyBCTBUTESNIbHOCTb

[narHoctuyeckas 4YyBCTBUTENBbHOCTbL MeToda Obina oueHeHa Ha rpynne
bonee 200 o06pasuoB C npoweawen WHpeKUMen TOKConnasmbl.
Pesynbtat coctasun 97.1 %.

10.3 AHanuTuyeckasa cneundPUYHOCTb

AHanuTuyeckass cneumguYHOCTb MOXeT ObiTb  onpegeneHa  kak
CnocoBHOCTb aHanu3a TOYHO OBGHapyXvBaTb ONpeAerneHHbI aHanuT B
NPUCYTCTBUM MOTEHUMAnNbHO WHTepdepupyowme dakTtopbl B OCHOBE
obpasua. KoHTponupyemblie n3yyeHus noTeHumansHo
MHTEepPEepMpPYOLLIMX MaTEPUA NoKasanu, YTo Ha 3pPEKTUBHOCTb aHanM3a
He BO3[eNCcTBYIOT aHTUkoarynsHtel (OO TA v renapuH).

10.4 AHanuTM4YecKas YyBCTBUTENBHOCTb

AHanuTuyeckasi YyBCTBUTENbHOCTb MOXET Takke OblTb BblpaXeHa Kak
npegen obHapyXeHUsi, KOTOPbIN SBNSETC MUHUMArbHbIM KONUYECTBOM
onpedeneHHoro aHanuta, obHapyxuBaemoro aHanusom. [pegen
obHapyxeHust 0.6 ME/mn npu 99%-om npepene yBepeHHocTU. OH Obin
BbIUMCMEH KaK siBHAsi KOHLEHTpaUMs aHanuTta, oTnMyaemasi OT HyrneBoro
Kanubpartopa, TO eCTb, TPM CTaHAAPTHbIX OTKIOHEHUSI BbiLle HOMS.

10.5 ToyHOCTb

ToyHocTb ObiMma oueHeHa Ha npubope Radim, onpegensiowem
NOBTOPSEMOCTb W BOCMPOU3BOAUMOCTb aHanusa (BapuaTUBHOCTb B
npegenax w Mexgy adanusamu) Ha 3 CbIBOpPOTKax Mpu  pasHbixX
KOHLEHTpaumsx aHTu-Tokconnasma IgG.

MoBTopsieMocThb (B NpeAenax aHanusa)

CbiBopoTka | CpegH. + CO | KB % | Pennukarbl,
(PE/mn) K-BO
a 15,8 0,3 1,9 10
b 25,0 1,16 | 4,64 10
c 78,68 57 7,2 10
BocnpousBoguMocTb (Mexay aHanusamm
CbiBOopoTka | CpegH. + co KB % | Pennukatbl,
(PE/mn) K-BO
a 24,70 3,00 | 12,20 10
b 38,50 4,80 | 12,40 10
c 97,40 14,20 | 14,60 10

11. OrPAHUYEHUA AHATNIN3A

B onpepeneHnn ypoBHs MMMyHWUTETa naumeHTa Kk Toxoplasma gondii,
Hanuuum aHTUTen knacca IgG Ha nb6OM ypoBHE He WCKMYaeT
BO3MOXHOCTW Mpogorkaowenca uHdekumn. [loatomy, aHanu3 Ha
cneuundunyeckne aHtTuTena knacca IgM sBnseTcs BaxHbIM ANs paHHero
avarHosa  ocTpbix  MHdpekumin. B cnyyae  6onesHn  6bicTpoe
BMELLATENbCTBO 3HAYUTENbHO YMEHbLWMWT puckn. OgHako pesynbTaThl
aHanusa JOJKHbI TLWATeNnbHO WHTEPNpeTUpOoBaTbCA M MOATBEPXAATbCH
KMUHMYECKUMN  OLEHKaMW 1 [anbHedluuMMn  AMarHOCTUHECKUMM
nccnefoBaHUAMMU.
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