HABOP UDA

OnsA ONPEAENEHUA AHTUTEN KNACCA IgG
K BOPPEJIUA

1428-2Z, Lyme Disease IgG

Kamarnoe. Ne :1428-2Z Memoduka om 09-25-2012

lpoussodumerns: DAI (CLUA)

OcHosol rnipu _nposedeHuuU aHaausa sessemcs opusuHarl

UHCMPYKUUU Ha aHa/ulcKoM s3blKe, 8/10KEHHOU 8 Habop.

. Homep u dama sepcuu opueuHana UHCmMpyKyUU U nepesoda
—— Jo/mKHbI cognadame.

OBILLASI UHOOPMALMS

KonuyecTtBo TectoB 96 TecTOoB

TecTt Lyme Disease IgG ELISA
MMMyHOCOpP6EHTHBIN aHanus ¢
MeTon npumMeHeHUeM (PUKCUPOBAHHbIX
¢epmeHTOB
MpuHumnn Henpsimot UDA; NOKPbITLIN aHTUr€eHOM
nnaHweTr

KauyecTBeHHbIN: NMoONOXUTENbLHLIN U
oTpuuaTenbHbIN KOHTPOJIN U NOpOroBoe
3Ha4yeHue (cut-off)

[Ouana3oH o6HapyxeHus

O6pasey 10 mkn
CneundpuU4HOCTb 96.40 %
YyBCTBUTENBHOCTb 91.70 %
O6wee Bpems ~ 70 MUH.

CpoK XpaHeHwusi 12-18 mecsiueB

*[labopamopHbie aHanu3bl He Mo2ym bbimb e0UHCMBEeHHbIMU Kpumepusamu 0715
MeOuUUHCKOo20 3akrtoYeHus. icmopusi 6one3Hu nayueHma u nocnedyouwue
mecmbl OO/KHbI 6bIMb MPUHSIMbI 80 BHUMaHUE

ANPUHUMN UDA

HacTosiwas cuctema aHanuaa paspabotaHa Ans onpeaeneHust aHTuten

knacca IgM k B. burgdorferi B 4YenoBeyeckuin cbiBopoTkax. JlyHku B

NNacTMaccoBbIX  MUKPOSYHOYHbIX  MOMOCKaxX  CeHCUbUNUaupytoTcs

naccuBHonm abcopbuven ¢ aHTureHom B. burgdorferi. Tpoueaypa

aHarnusa BKIoYaeT TPU MHKYGaLMOHHBIX aTana:

1. AHanuampyemble CbIBOPOTKM (COOTBETCTBEHHO pasbaBrneHHble)
MHYOMpYIOTCSE B NyHKax, MOKPbITbIX aHTureHom. Jlioboe aHTureH
cneunduyeckoe  aHTUTENo B obpasue  cBsA3biBaeTcs  C
MMMOOUMN3NPOBAHHLIM aHTUIeHOM. [ANsi yaaneHus HecBA3aHHOro
aHTUTena u AOpYrux KOMMOHEHTOB CbIBOPOTKM MPOMbIBAETCA
nnaHwer.

2. B nyHkn pobaBnsetca nepokcuaasa, KOHbIOrMpoBaHHas KO3MUHbBIM
aHTu-yenoseyeckum IgG (cneumdmyeckas y-uenodvka) M nnaHweT
MHKYOupyeTcsa. KoHbloraT BCTynaet B peakuuto ¢ IgG aHTuTenom,
3admkenpoBaHHbIM B TBepaon dase Ha atane 1. [ins yaaneHus He
BCTYNMBLLErO B peaKLMIio KOHbIOrata npoMblBaloTCs NyHKM.

3. MukponyHku, cofepxaluve 3adMKCUPOBaHHbIN KOHblorat
nepokcuaaskl MHKYOMpyYoTCst ¢ pacTBOpOM cybecTpaTta nepokcuaasbl.
'maponus cybcTpata nepokcMaason Npou3BoanT U3MEHEHMe LiBeTa.
lMocne HeKOTOPOro BpeMEHW peakuus OCTaHaBnUBaeTCs "
MHTEHCUBHOCTb LiBeTa pacTBopa u3mepsieTcst (POTOMETPUYECKUM
MEeToAoM.  MIHTEHCMBHOCTb — LBETa  pacTBopa  3aBUCUT  OT
KOHLIEHTPaLUun aHTUTEN B aHanM3vMpyeMoM nepBuyHoOm obpasLie.

CBOP OBPA3L0B

1. PekomeHpyeTcs npoBoauTb 3abop o6pasuoB B COOTBETCTBUM C
NCCLS pokymeHToM M29: 3awumTa coTpyaHvKoB nabopaTtopuit oT
MHMEKLMOHHbIX HonesHewn.

2. Hu oguH u3 M3BECTHbIX METOAOB He MOXeT O0becrneynT MOoNHYo
yBEPEHHOCTb B TOM, 4YTO 0Opasubl 4YenoBeYyeckoW KpOBUM He
cnocobHbl nepegaBaTb MHekumto. NoaTomy, Bce MNPOM3BOAHbIE
KPOBW AOSMKHBI CHUTATLCA MOTEHLMANBHO UHAEKLMOHHBIMU.

3. B aTtom aHanuse p[oOmKHbI MCMOMb30BATbCA TOMbKO HEeAaBHO
cobpaHHble U JOMKHbIM 06Pa3oM COXpaHEHHbIE CbIBOPOTKU KPOBMU,
nornyvyeHHble  OfOOPEHHbIMM  acenTUYecKMMU  MpoueaypamMu
BeHenyHKuun. Hwukakve aHTuKoarynsiHTbl WIM  KOHCEPBaHTbl He
[OMMKHBbI nobaBnaTbes. N3berante MCNONb30BaHUs
reMONM3NPOBaHHbIX, NUNEMUYECKUX unu  BakTepmonorm4eckm
3arpsi3HEHHbIX CbIBOPOTOK.

4. XpaHuTte obpasey npu KOMHaTHOM TemnepaType He 6ornee yem 8
yacoB. Ecrnm aHanus He BbinonHsetcA B npedenax 8 uvacos,
CbIBOPOTKM MOryT XpaHutcsa npu 2-8°C He Oonee 4yem 48 4yacos.
Ecnn oxupaeTtcs 3agepxkka B aHanuse, XpaHuWTe CbIBOPOTKW Ans

aHanusa npu -20°C unn Hwke. U3berante UMKNOB MHOrOKpaTHOroO
3aMOpaxuBaHNs / pa3mMopaXuBaHWs, KOTOPble MOTYT BbI3biBaTb
noTepro akTUBHOCTM aHTWUTEN 1 faBaTb OWNGOYHbIE pe3ynbTaThl.

OBOPYOOBAHUE U MATEPUATNDI

TpebyeMmble, HO He NocTaBnAeMble MaTepuansbl:

. MuKponnaHWeTHbIA CYMTbIBATENb C ANMHOW BOMHbI M3mepeHus 450
HM;

MukponuneTku gns TodHoro gosvposanus 10 n 200 mkn;
MHorokaHanbHasi nuneTka Ans ToYHoro fo3vpoBanHus (50-200 mkn).
PesepByapbl peareHTOB 41151 MHOrOKaHarbHbIX MUMNETOK.
MpombiBOYHas ByTbINka UK cucTeMa NPOMbIBKM MNaHLWeTa.
[vcTunnuposaHHasa unNn 4eVoHN3MpoBaHHas BoAa.

MepHbIn umnuHap Ha 1 n.

Cepornoruyeckme nuneTku.

OpHopas3oBble HAKOHEYHUKN AN MUNETOK.

BymaxHble nonoTteHua.

JlabopaTopHhkI Tanmep Ans cobniogeHns 3TanoB MHKybauun.
KoHTenHep pAns oTXoAoB W AesvHduuvpylowee  CpencTsBo
(Hanpumep: 10% xo3sncteeHHbIn otbenmsaTtens, 0,5% runoxnoput
HaTpus).

NOCTABNAEMbIE MATEPUATDI

Kaxgpin Habop coaepXuT B [OCTATOMHbIX KONMYECTBax cregyloline

KOMMOHEHTbI ANs NPOBEAEHUsI YMCa aHanM3o0B, YkadaHHOro Ha 3TUKeTKe

ynakoBku. [Mpumeuanue: Bce akTvBHble peareHTbl cofepxat —asug

HaTpus B KayecTBe KOHcepBaHTa B KoHUeHTpauum 0.1 % (w/v).

1. TMnaHweT. 96 NyHOK, pacnonoXeHHbIX B ABeHaaUaTH, 1xX8-nyHOYHbIX
norockax, NOKPbITbIX MHAKTUBMPOBAHHbLIM aHTUreHom B. burgdorferi
(wtamm B31) aHTureH. Monockn B pamke ynakoBaHbl B MakeTe C
OCyLLUMTENEM.

2. Konvlorat. [Mepokcupasa xpeHa, KOHBIOMMPOBaHHash — KO3MWHbIM
aHTu-4yenoseyeckum IgG aHTMTEnom (cneumduyHas y-Lenoyka).
[oToBbIN K Wucnonb3oBaHuio. OamH 15 mn cnakoH ¢ Genow
KPbILLKOM.

3. TNonoxuTenbHbIN KOHTPOMb (YenoBeveckasi cbiBopoTka). OauH 0,35
M1 (orakoH C KPaCHOW KPbILLKOW.

4. Kanubpatop (4enoBeveckas cbiBopoTka). OguH 0,5 mn dnakoH ¢
CUHEW KPbILLKON.

5.  OrtpuuatenbHbId KOHTpOmb (YenoBeveckasi cbiBopoTka). OguH 0,35
M1 haKkoH C 3eMeHON KPbILLUKOWA.

6. PasbaButenb obpasua. OgHa 30 mn OyTbinka (3eneHast Kpbilwka),
cogepxawasi TBuH-20, anbbymuH Obl4beli  CbIBOPOTKM U
docdaTHbIi BydepusmpoBaHHbIi coneBon pactesop (pH 7.2 +/-
0.2). TotoBbIi Kk wucnonb3oBaHuo. [MPUMEYAHUE: nepex
MCMNOoNb30BaHMEM XOPOLLO cMeLaTh. [lobaBneH KoHCepBaHT.

7. TMB: OgHa 15 mn gHTapHasi GyTbinka, cogepxawas 3,3 ', 5,5 —
TeTpameTunbensuamH  (TMB). T[OTOBBIN K MCMONb30BaHUIO.
CogaepxuTt DMSO < 15 % (w).

8. Crton pactBop: OpgHa 15 wmn OyTbinka (KpacHas Kpbilka),
copepxatasa 1M H2S0O4, 0.7M HCI. N0TOBbIN K UCNONb30BAHMIO.

9. KoHueHTpaT npombiBovHOro 6Gychepa (10X): pasbaBbTe 1 yacTb
KOHLeHTpaTa + 9 yacrtemn [OEeVOHN3NPOBaHHOMN mnm
auctunnupoBaHHor Bogbl. OgHa 100 mn ByThinka (npo3padHas
Kpbilwka) cogepkuT 10X  KOHLUEHTPUPOBaHHbLIN cocat-
Oycdepun3oBaHHbIN coneBon pactBop M TBUH-20 (CMHWMIA pacTBoOp).
Mpumevanne: 1X pacteop umeet pH 7.2 +/- 0.2.

Crieqytolime KOMMOHEHTbI He 3aBUCST OT HOMepa napTum Habopa wu
MOryT B3aumosameHaTbest B MIPA: TMB, cton pacTBop v NPpOMbBIBOYHBI

Bydpep.

MpumeyaHue: Habop Takke coaepxuT:

1. TlepeyeHb KOMMOHEHTOB C AeTanbHON MHAOPMaUMEN O UX NapTUK
BHYTPW ynakoBku Habopa.

2. Bknagblw ¢ MHCTPYKUMSMM MO UCMOMb30BaHUIO.

TpeboBaHUA K XpaHEHUIO:

1. XpaHuTb HEBCKpPLITHLIN Habop npu 2-8°C.

2. TpenBapuTenbHO MOKPbITbIE MWKPOMYHOYHbIE MOMOCKU: XpaHWUTb
npu 2-8°C. JIMHNE NOMOCKM OOMKHbI ObITb HEMEANEHHO MNOBTOPHO
3aneyaTtaHbl C BbICYLULMBAKOLMM CPEACTBOM U BO3BpalleHbl ANs
COOTBETCTBYIOLLEro XpaHeHus. [lonockun yctonumebl B TedeHne 60
OHen nocrne TOro, Kak Melo4vek Bbin OTKPbIT U AOMKHBIM 06pa3om
BTOPWYHO 3aKPbIT, 1 UHAMKATOP OCTAETCA CUHUM.

3.  KoHwbtorat. XpaHutb npu 2-8°C. HE SBAMOPAXUMBATbD.

4. Kanubpartop, MOMOXWUTENbHbIN U  OTPULATENbHbIV
XpanuTb npu 2-8°C.

5.  TMB: XpaHutb npu 2-8°C.

6. KoHueHTpaT npombiBouHOro 6ycdepa (10X). XpaHutb npu 2-25°C.
PasbaBneHHbI NpoMbIBOYHBIN Bydhep (1x) cTabuneH B TeveHue 7
OHeN ecnn XpaHuTb NpY KOMHaTHoW TemnepaTtype unu 30 AHen npu
2-8°C.

7. PasbaButenb obpasua. XpaHutb npu 2-8°C.

KOHTPOJb:



8. Cron pacTtBop. XpaHutb npu 2-25°C.

KOHTPOI1b KAYECTBA

1. Bo Bpewma kaxaon npoueaypbl aHanusa kanubpaTop OOSKeH
aHanuanMpoBaTbCsl B Tpex ak3emnnspax. BnaHk peareHT,
oTpuLaTENbHBLIN U NONOXMTENbHbIA KOHTPOMb AOMKHbI Takke BbiTh
BKIMIOYEHbI B KaXOOM aHanuse.

2. Bblucnute cpefHee 3HaueHWe Tpex NyHoK kanubpaTtopos. Ecru
noboe n3 Tpex 3HaveHun oTnmyatroTca Gonbwe yem Ha 15% ot
cpegHero, OTOpOCbTE 3TO 3HAYEHWEe, W BbLIYUCIIUTE CpefHee
ocTasnbHbIX ABYX 3HA4YEHUI.

3. CpegHee 3HaveHme OI1 «kanubpatopa u  3HadyeHun Ofll
MOMOXMTENBHOIO ¥ OTPULLATENBHOrO KOHTPOMEN AOMKHO HAXoAMTCA
B Npeaenax criegyoLwmx AnanasoHos:

Ownana3soH Ol

OTpuuaTenbHbI KOHTPOMb <0.250
Kanunbpatop > 0.300
[MoNoXnUTENbHBIN KOHTPOSb > 0.500
a. Ol oTpuuaTenbHOrO KOHTPOMSs, pasfdeneHHas Ha

cpeaHioo Ol HMBKO MONOXMTENBHOIrO CTaHAapTa AoMmKHa
coctaenatb < 0.9.

b. Oll noONOXWTENbHOrO KOHTPONS, pasferneHHas Ha
cpeaHioto Ol HM3KO MONOXMTENBHOTO CTaHAapTa AOoMmKHa
coctaenatb > 1.25.

c. [Ecnu 3HayeHuss KOHTpOmnem He HaxoAaTcs B npegenax
BbILLEYNOMSIHYTbIX ANMana3oHoB, aHanua criegyeT cymMTaTb
HeOeNCTBUTENbHBIM, U €r0 HE06X0ANMO NOBTOPUTb.

4. TMonoxuTtenbHblil U OTpULATESBHBIA KOHTPONW NpeaHasHaveHbl Ans
KOHTPOISI  CyLUEeCTBEHHOTO HECOOTBETCTBUSI peareHTa U He
rapaHTUpyeT TOYHOCTU B MOPOrOBOM Avana3oHe aHanusa.

5. B cooTBeTCTBMM C peKOMeHAauMsMu unu TpeboBaHUAMU MECTHBIX,

rocyAapCcTBeHHbIX — Wunu  deaepanbHbix  npaswn unu
aKKPEeOUTOBAHHbIX  OpraHu3auui,  MOryT  aHanMaupoBaTbCs
[ONOMNHNUTESbHBIE KOHTPONW.

6. 3a pekomeHOAUMsSIMM COOTBETCTBYIOLUEN MPAKTUKM  KOHTPOMS

KkayectBa cMoTpuTe p[okymeHT C24 NCCLS: Cratuctunyeckun
KOHTPOMb KaYecTBa Npv KOMMYECTBEHHbIX M3MEPEHUAX.

NO3TAMHAA NPOLIEAYPA

1. WsBneknTe oTAenbHbIE KOMMOHEHTHI Habopa M3 MecTa XpaHeHus |
Nno3BOJibTE MM HarpeTbcsi 40 KOMHaTHOW TemnepaTtypbl (20-25°C).

2. Onpepenute Tpebyemoe KoOnMM4ecTBO MUKpoOnyHok. [lpoBegute
LecTb OMpeAeneHun KoHTponew/kannbpaTopoB (ogHoro GnaHka,
O[HOro OTPULATENbLHOrO KOHTPONS, TPex kannbpaTopoB W OAHOrO
NOMNOXUTENBHOIO KOHTPONs) B oAHOM npouenype. bnaHk peareHT
[OIKEH  MCMoMb30BaTbCA B Kaxgom aHanuse. [lposepbTe
TpeboBaHuA K nporpammHOMy obecnevyeHulo 1 cuuTbiBaloLWEeMy
YCTPOWNCTBY ans nNpaBUbHbIX KOHpurypaummn
KOHTponew/kanmbpaTopos. Bosspatute Heuncnonb3oBaHHbIe
MosfiockM B 3anevaTbiBalOWMACA MeLoYeK C  ocyluTenem,
repMeTUYHO 3aKpounTe U BO3BpaTUTe Ha XxpaHeHue npu 2-8°C.

MPUMEP CXEMbI MNAHLUETA
1 2
A | BnaHk MauneHT 3
B | Otpuy. koHTponb | lNaumeHT 4
C | KanubpaTtop T 4.
D | Kanubpatop
E | KanubpaTtop
F | Monox. KOHTpOsb
G | MaumeHT 1
H | NMauueHt 2

3. lNposegnte pasbasnenne 1:21 (Hanpumep: 10 MKN CbIBOpPOTKM +
200 wmkn pasbaButens obpasua. [MPUMEYAHUE: nepepg
MCMONb30BaHNEM XOPOLLUO BCTPSIXHUTE) OTPULIATENIbHOTO KOHTPONS,
Kanubpartopa. [MoNoXUTENbHOrO KOHTPONS W KaXdoW CbIBOPOTKM
naumeHTa.

4. B otgenbHble nyHkM gobaeBbTe 100 MKN kaxgoro pasbaBreHHOro
KOHTpOns, kanubpatopa u obpasua m3 nnaHwerta abcopbeHTa B
nnaHweT Ans aHanu3a. YbeawTecb, 4TO 06pasubl [OMKHLIM
obpaszom nepemewaHbl. [na kaxgoro obpasua mcnonb3ynte
pasHble HaKOHEYHWKW NUMNETOK.

5. B nyHky A1 B kadvecTBe OnaHk peareHTa BHecuTe 100 MKn
pasbasuTtens obpasua. MpoBepbTe TpebGoBaHMSA K NPOrpaMMHOMY
obecneyeHtio 1 CUMTbIBaIOLLEMY YCTPOWUCTBY [ANS MNpaBUMbHbIX
KOHAUrypaumi nyHkn bnaHka peareHra.

6. MHkyGupynTe nnaHWeT npu KoMHaTHoOW TemnepaTtype (20-25°C) B
TeyeHnn 25 +/- 5 MUHYT.

7. TlpomMonTe MUKPOMNYHOUYHbIE NONOCcKK 5X.

A. Py4Hasi npouyedypa npomMbI8Ku:

a.  a. QHepruvHo BbITPSIXHUTE XKUAKOCTb U3 NYHOK.

b. 3anonHute  kaxayw  NyHKY  NPOMbIBOYHBLIM
YpoctoBeputecb B OTCYTCTBUM B JyHKax
ny3bIpbKOB.

c. [lloBTopute aTtanbl a. n b. 4yTtobGbl B 0bWem konuyecTBe
npoBecTn 5 NpoMbIBaHWN.

d. BbITpXHUTE NPOMBIBOYHLIA ~ pacTBOP M3  BCEX  JYHOK.
[MepeBepHUTE NNaHweT Ha OymakHOe MOMOTEHLE U XKEeCTKO
noctyuute, 4rtobbl yAanuTb M3 nyHok mobon ocTtaTok
npoMbIBOYHOro pactBopa. OcMoTpuTe nnaHweT, ybeamsunch
B OTCYTCTBUM OCTaTka MPOMbIBOYHOIO pacteopa. B koHue
Kaxgoro paboyero AHa cobupaiite NPOMbIBOYHbLIA pacTBOp B
eMKOCTb AN O0TXodoB, W obpabaTbiBaiTe MMNOXIOpPUTOM
HaTtpua 0.5% (oTbenmBatenem).

Bycdepom.
BO3AYLUHbIX

B. Aemomamu3upoeaHHasi npoyedypa npombIeKuU:

Mpy ucnonb3oBaHUM aBTOMATU3MPOBAHHON MPOMbBIBOYHOW YCTaHOBKW,

oTperynupynte obbem pacnpegenedus Ha 300-350  MKn/myHky.

HactpoiiTe uukn nNpoMbIBKM Ha 5 nNpombiBok 6e3 3afepxku Mexay

NPOMbIBKaMW. M3Bneknte  MUKPOTUTPOBArbHBINA nnaHweTr  u3

npomblBaTensi, NepeBepHUTe NnaHwWeT Ha OymaxHoe nonoTeHue W

KECTKO  MOCTy4uT, 4TOObl YyganuTb W3 TNyHOK Nobol  ocTaTok

NPOMBIBOYHOTO pacTBopa.

8. [dob6aBbTe 100 MKN KOHbOraTta B KaXAyl IyHKY, BKIOYas NyHKY
6naHka, B TOM e TeMre ¥ nopsiake kak Aobaensnuncb obpasLpi.

9.  WHkyOupyihTe nnaHweT npu KOMHaTHOW Temnepatype (20-25°C) B
TeyeHun 25 +/- 5 MUHYT.

10. lpomonTe MUKPONYHKK, cneays npoueaype B atane 7.

11. Hobasbte 100 Mkn pactBopa cybctpata TMB B Kaxaylo NyHKy.
BKIOYasA NyHKy GnaHk peareHTa, B TOM e Temne W Nopsiake Kak
nobaensnuck obpasubl.

12. WHkyBupywTe nnaHweT npu KOMHaTHOM TemnepaType (20-25°C) B
TeveHue 10-15 MUHYT.

13. OcrtaHoBuTe peakumo pobGasneHvem 50 Mk cTton pacteBopa B
KaxXayto NyHKy. BKMoYasi MyHKy GraHk peareHTa, B TOM e Temre u
nopsigke kak pobGaensnca TMB. [MonoxuTenbHble o6pasupl 13
CUHero uBeTa cTaHyT xentbiMu. Mocne gobasneHusi cton pacteopa
NnocTyunTe Mo NMaHLWWeTy HECKONbKO pa3 y6eamBLUMCH, YTO 06pasubl
NOHOCTbBIO CMeLLaHBbI.

14. HactponTte cuutbiBaloLLee YCTPOUCTBO ANS CHMTbIBAHUS NPW ANUHE
BOMHbI 450 HM ¥ M3MmepbTe onTuyecky nnotHocTb (Or1) kaxgon
NYHKN NpoTuB GnaHka peareHTa. NnaHweTt Heobxoaumo cunTaTb B
npegenax 30 MUHYT nocrne gobaBneHus cTon pacTBopa.

BbIYUCNEHUA/MPEACTABIIEHUE PE3YJIbTATOB

A. BbiyucneHusi

1. KoaghghuyueHm koppexyuu
3HayeHue npegena obHapyxeHus Ol Ans nonoxutenbHbIX 06pas3uos
6bIN0  onpefeneHo  NPOV3BOAWUTENEM U CKOPPEKTUPOBAaHO Mo
OTHOWeHN Kk kanubpatopy. KoaddpuumeHT koppekumm (KK) paet
BO3MOXHOCTb OMpeAennTb 3HayeHWe npepena obHapyxeHus ans
NnonoXuTenbHblx ~ 006pa3uoB M UCNpaBWUTb  He3Ha4uTenbHble
exXeflHeBHble OTKINOHeHus1 B pesynbTatax aHanusa. KK onpepensietcs
ANs KaXKAoW NapTuM KOMMOHEHTOB Habopa B nepevyHe KOMMOHEHTOB B
ynakoBke Habopa.

2. 3HayeHue npedesia obHapyxeHus1 Of1
[na nonyyeHns 3HaveHuns npepena obHapyxeHus Ol ymHoxbTe KK
Ha cpegHee 3HayeHue kanubpaTopa, onpeaenieHHoe Bbille.
(KK x cpegHee Ol kanubpaTopa = 3HayeHue npegena obHapyXeHus
on.

3. 3HayeHus koaghgpuyuenma unu koaghgpuyuenmsi Ol

BbluMcnute 3HauveHne koadpdpuumeHta unu koaddpuumnent O ana

Kaxgoro obpasua nytem pasgeneHus 3HadeHus ero Ol Ha npegen

obHapyxeHusi OlN 13 atana 2.

lMpumep:

CpegHee OI kanubpaTopa = 0.793

KoadpduumeHnt koppekuum (KK) = 0.25

Mpenen obHapyxeHusa OlN = 0.793 x 0.25 = 0.198

Ol HensBecTHOro obpasua = 0.432

KoadhdpumumeHT 3HaueHnst obpasua unm koadduumeHt ON = 0.432 /

0.198 =2.18

B. UHTepnpeTauuu:
3HaueHus koadduumeHTa nnu koadguumneHTol Ol MHTepnpeTupyloTCa
cregylowmm obpasom:

3HauveHue KoadpcpuumeHTa unu koadpdpuumeHt O

OTtpuuaTtenbHble obpasubl < 0.90
ComHuTenbHble obpasupl 0.91 po 1.09
MonoxuTeneHele obpasupl > 1.10

B. UHTepnpeTauun:
Koadhduument Ol npeacrasneH cnegyoLmm obpasom:

OmpuyamenbHbil: 1gG aHTUTENn He OOHapyXeHo; pe3ynbTaT He
ncKItoyaeT nHapekummn B. burgdorferi. JononHUTENbHLIN 0Gpa3sew, AoSKeH



aHanuanpoBaTbCsi B Npeaenax 4-6 Hedenb, ecnv nofo3peBaeTcs paHHss
MNHMEKUUS.

ComMHumeneHbIl:  Tekywe  pekomMeHauuu  yTBepXAalT,  YTo
COMHUTEnNbHbIE pe3ynbTaTbl AOMKHbLI CONPOBOXAATLCA AOMNONMHUTENBHBIM
BectepH-6nottuHrom. (AHanuael BectepH-6noTTvHra Ha aHtuTena k B.
burgdorferi cKopee ABNATCA [OMOMNHUTENbHLIMU Yyem
noaTBepXKAalLWMMK, MOTOMY 4YTO UX crneuudmka MeHee 4YeMm
onTumarnbHas, ocobeHHo Ansa onpeaenenus IgM). OTOT COMHUTENbHBIN
pe3ynbTaT [OMKEH BbLIBOAWUTCA W3 pe3ynbTaToB aHanu3a BectepH-
6noTTnHra. PesynbTaTbl He [AOSKHbI BbIBOAUTCH MOKa HE 3aKOHYeH
[OMNONHUTENbHbIN aHanm3.

lMonoxumenbHbil: 1gG aHTuTena Kk B. burgdorferi npeanonoxvTensHo
obHapyxeHbl. B coBpeMeHHbIX pekoMeHJauusix pesynbTaT He MOoXeT
farnee WHTepnpeTupoBaTbcsi 6e3 AoMONHUTENbHOro aHanu3a BecTteph-
6notTuHra. (AHanu3el BectepH-6noTtuHra Ha aHtutena k B. burgdorferi
ckopee ABMATCA AOMOMHUTENbHLIMA YeM MOATBEPXAAOWMMU, NOTOMY
YTo UX creunduka MeHee YeM oOnTumanbHas, ocobeHHO Ans
onpegenenvsa IgM). PesynbTaThl He [OMKHbI BbLIBOAMTCA MOKa He
3aKOHYEH AOMNONHUTENbHBIN aHanua.

NPEOOCTEPEXEHUA

1. [Ons AnarHOCTMYEeCcKoro Ucronb3oBaHus in Vitro.

2. Tlpn obpalieHun c nabopaTopHbIMKW peareHTamn HeobxoanMo
cobntoaaTb cTaHAapTHbIE NPeJoCTOPOXHOCTU. B cnyyae koHTakTa ¢
rnasamu, npomovite HemeaneHHOo GOoMbLUMM KONMYECTBOM BOAbI U
obpatutecb 3a Meanomolpl. HocuTe  COOTBETCTBYHOLLYIO
3alWMTHYIO ofexay, nepyaTkv, W 3alWuTHOe CpeacTso  AfNA
rmas/nuua. He BabixanTe nap. YHUYTOXanTe oTxoabl, cobnogas Bce
MECTHbIE, ¥ FOCYAapCTBEHHbIE 3aKOHbI.

3. JlyHkn nnaHweta VDA He cogepxaT XKM3HECMOCOOHBIX OPraHN3moB.
OpaHako, nosiocku [OIKHBI paccmaTtpvBaTbCs Kak
NOTEHUUANBHO BWOONACHbLIE MATEPWAIDbI un TpebyioT
COOTBETCTBYIOLLEro obpalleHus.

4. KoHTponu uyenoBeuecko cbiBopoTkn - MNOTEHUUANBHO
BUOONMACHBIE MATEPUAIbI. VicxogHble MaTepuansl, U3
KOTOPbIN 3T MPOAYKTbl OblNM NonyyeHbl, ObiNM NOATBEPXAEHbI
0opobpeHHbIM MeTofjamu aHanm3sa. [1ockornbKy — HUKakow MeTof
aHanm3a He MOXeT MOSIHOCTbI rapaHTupoBaTb  OTCYTCTBUME
BO3byauTenei MHMEKUMIA, 3T NpoaykTbl TpebyloT obpalieHns ¢
cobniogeHnem 2 ypoBHA  Guomnormyeckonm  OMacHOCTW,  Kak
pekomeHayeTcs npu  nobo  NOTEeHUManbHO  MHAEKLMOHHON
YernoBeYeCKoW CbIBOPOTKE U obpasLie KpoBW.

5. PasbaButens ob6pa3ua, KOHTPONW, MPOMbIBOYHBIN  Bydep,
abcopbeHT 1 KoHbloraT cogepXKaT asng HaTpus B KoHLUeHTpauun 0.1
% (w/v). Asug HaTpusi cuMTaeTCcs TakuM, KOTOpbI obpasyeT a3uabl
CBMHLA M Meau BO BHYTPEHHeN kaHanusauum nabopatopuun. Yto
MOXeT Bbl3BaTb B3pbiB MpW yaapeHun. Bo wusbexanue aToro,
TWaTtenbHO MPOMONTE pPaKoBWMHY BOAOW Mocne  yTunusaumm
pacTBopa C a3uoM HaTpusl.

6. YeTkoe cnepoBaHve onpeaeneHHOMY BpPEMEHW U TemnepaTtype
MHKYGaLWin BaXXHO ANS TOYHbIX pe3ynbTaToB. Bce peareHTbl nepen
Hayanom aHanuMs3a AOMKHbl ObITb NpuUBeAeHbl K KOMHaTHOWM
Temnepartype (20-25°C). HenocpeactBeHHO nocrne Ucnonb3oBaHuUst

HEeNCnos1b30BaHHbIE peareHThbl BepHuUTe B TeMmnepartypy
oxnaxnaeHua.
7. HenpasunbHoe npomMbiBaHne npmueognT K oLnboYHO

NOMOXMTENbHBIM UM OLINMBOYHO OTpULATENbHBIM pe3ynbTaTaMm.
Yb6eaouTtecb, 4YTO B MNnaHWeTax He ocTanocb mwboro ocrtaTtka
NPOMbIBOYHOrO pacTBopa nepen pobasBrneHMeM KoHbloraTa wmnu
pactBopa cyb6cTpata. He nosBonsiiTe nyHkam BbiCbiXxaTb MeXay
MHKYGaumamu.

8. Crton pactBop TOKCUYEH. MMpuunHaeT oxoru. TOoKCcUMYeH npu
BAbIXaHWW, MPW KOHTaKTe C KOXelW W npu 3arnatbiBaHun. [lpu
HECYaCTHOM Cry4ae UMM Npu MIOXOM CaMOYYBCTBUM HEMEOSIEHHO
obpaTuTech 3a MeANOMOLLbHO.

9. TMB pactBop BPELAEH. PasgpaxuteneH ansa rnas, gblxaTenbHon
CUCTEMbI U KOXW.

10. KoHueHTpaT npombiBoyHOro bydepa sasnsetcs PASOPAXUTENEM.
PasgpaxuTeneH ans rnas, gblxaTernbHOW CUCTEMbI U KOXW.

11. He ocrtaBnsnte Ha OHe nnaHWweTa OCTaTKOB >XWUAKOCTU W/unu
crnefoB  nanbueB, KOTOpble  MOrYT W3MEHSATb  CUMUTbIBAHWN
onTuyeckon nnotHocTu (OI).

12. PasbaBneHue wnu npumelLMBaHWE 3TUX peareHToB MOXeT AdaTb
owmnBOoYHbIE pe3ynbTaThl.

13. PeareHTbl OT ApyrMx UCTOYHUKOB WM U3roTOBUTENEN HEe AOSMKHbI
MCMOIb30BaTbLCS.

14. TMB pacTtBOp [OSKEH ObITb 6ECLBETHBIM, OYEHb CBETIIO XKEMTbIM,
O4YeHb CBETNO 3eMeHbIM WM OYEeHb CBETNO CUHUM BO Bpemsi
ncnonb3oBaHus. 3arpsidHeHne TMB c KoHblratom unu apyrumu
OKUCIIUTENSIMU NPEXAEBPEMEHHO BbI3blBAaE€T M3MeEHeHue LBeTa. He
ncnonb3ynte TMB, ecnu 3TO OTYETNMBOrO CMHEro LBeTa.

15. Hukorga He nunetupyinTte ptoM. N3beranite KOHTakTa peareHTOB 1
06pasLoB NALMEHTOB C KOXEN UIn CIN3MCTbIMM 06004KaMu.

16. Wa3beraiiTe MUKpoBUMOMOrM4eckoro 3arpsi3HeHusi peareHToB. MoryT
ObITb MOMyYeHb! HENpaBUIbHbIE pe3yrnbTaThl.

17.

18.

19.
20.
21.

22.

23.

24.

25.

26.

[MepekpecTHoe 3arpsi3HeHWe peareHToB W/unm 06pas’uoB MOXeT
BbI3BaTb OLUMGOYHbIE pe3ynbTaThbl.

MHoropasoBasi CTeknsiHHas nocyfaa AofbkHa OblTb BbIMbBITA U 1
NOMHOCTBLIO OMoriockaHa, YTobbl 0CBOBOAMTCS OT BCEX AETEPrEHTOB.
M3berante 6pbI3r unu obpasoBaHne aspo3osen.

He nopBepraiite peareHTbl CUNIbHOMY CBETY B TEYEHME XPaHeHWs
Unu nHKyGaumu.

MpvBOAS MMKPOMYHOYHbIE MONIOCKU U AepXaTellb K KOMHAaTHOM
TemnepaTtype nepes BCKPbITUEM, 3alUMTWT 3alUMTHBIN MeLloYeK
NYHKM OT KOHOEHCALMUN.

[MpoMbIBOYHLI pacTBOp Heobxoaumo cobpaTb B €MKOCTb Ans
otxonoB. ObpaboTtanTe pacTBop Anst 0Txo4oB 10% X03AMCTBEHHLIM
ot6enuBaTtenem (0,5% runoxnopugom Hatpusi). W3beraiTe
BO3AENUCTBUS UcnapeHuii oTbenueaTens Ha peareHTbl.
Mpepoctepexenuve: XXugkue otxodbl B kucnote pH [ormkHbl BbITb
HenTpanu3oBaHbl nepen [AdobaBrneHvem K oTOenuBaroLiemy
BeLLeCTBY.

He ucnonb3oBatb nnaHweT M®PA, ecnm nomocka MHAuKatopa Ha
MELLUOYKE BbICYLUMBAIOLLErO CpeAcTBa npeBpaTunach M3 CUHENO
LiBETa B PO30BbIN.

He nosBonsvite KoHblOraTy BCTynaTb B KOHTaKT C €MKOCTSMM,
KOTOpble, BO3MOXHO, Mpexae coAepxanu pacTBOpbl, uMeuwme B
CBOEM COCTaBe a3ug HaTpus Kak KoHcepBaHT. OcTaToyHble
KonuyecTBa asuaa HaTpusi MOTYT  YHUYTOXUTb  (hepMeHTHYIo
0eATenbHOCTb KOHbloraTa.

He nopBepravite HMKakon M3 peareHTOB BO3AEWCTBUIO pacTBOPOB,
cogepxalmx otbenusatowee BelecTBo. OcTaToyHOE KONMUYECTBO
oTbenuBatowero  BewlectBa  (rMnoxrnopuga  HaTpusi)  MOXeET
YHUUTOXWUTE OMONOrMYECKyd aKTMBHOCTb MHOMMX pPeareHToB U3
aToro Habopa.

OrPAHMYEHUA NPOLIEAYPDI

1.

CbIBOPOTKM OT MAaLMEHTOB C APYrMMU CMUPOXETHbIMK  BonesHsmun
(cudpunuc, dppambesusi, NMHTa, NEenToCNUpPo3 M peuuanBUpYyoLLas
nuxopagka), U WHMEKUMOHHBIM MOHOHYKIIE030M MOryT [AaBaTb
owKnboYHO MnonoxutenbHble pe3ynbTaTbl. B cnyvasx HabnopeHus
OWKNBOYHO  MOMNOXUTENbHBIX peakuuit, HeobxoaMMO NpoBecTU
oblmMpHOe KNMHM4YecKoe anuaemmuonorndeckoe u nabopaTopHoe
nccnefoBaHne, 4Tobbl  MOATBEPAWTH  OMPeAEneHHbIn  AuarHos.
OWKNBOYHO MOMNOXUTENbHBLIE CbIBOPOTKM OT NauUMEHTOB B0nbHbIX
cMdUIMcom MoryT ObiTb MAEHTUUUMPOBAHLI MPU  BbINOMHEHUU
RPR v TpenoHeMHbIx npo6 Ha aHTuTena k cudunucy. MNoanuHHble
NOMOXMTENbHbIE CbIBOPOTKM Goppenuu ByayT oTpuuaTtenbHbl B 3TUX
aHanusax.

OwwnboyHo oTpuuaTenbHble pesynbTaTbl MOryT ObiTb MOMyYeHbl,
ecnu ceponorvyeckue obpasubl cobpaHbl CRWLWKOM paHo nocrne
Hayana 6onesHWn, npexae 4Yem KONMUYEeCcTBO aHTUTen [OCTUINO
3HauMTenNbHbIX YpOBHEW. Takke, paHHSAs aHTUOMOTNYecKas Tepanus
MOXeET NpepbIBaTh rNyMoparnbHbIi UMMYHHBI OTBET K CIIUPOXETE.
Bce paHHble  OOMKHbI  MHTEpnpeTMpoBaTbCs  BMeCTe  C
KIMWHWYEeCKUMM  cuMnTomamun  GonesHu,  anuaemMmorniornyecknumm
[OaHHbIMUW, NpPeapacnonoXeHNeM K SHAEMUYECKUM TEPPUTOPUAM, U
pesynbTaTaMu Apyrux nabopaTtopHbIX aHanM3oB.

O6cnenoBaHve 06LieN COBOKYMHOCTU HaceneHusi He [OSKHO
npoBoauTcs. MNpegnonaraemoe NONOXUTENbHOE 3HaYeHWe 3aBUCUT
OT BEPOSITHOCTU MHPEKLMM MpY NpeaBapuTernibHOM obcrenoBaHUN.
O6cnepoBaHne  [OMKHO — MPOXOAWUTb  TOMBKO  MPU  Hanuyvu
KIMMHWYECKMX MNPU3HAKOB UMW MpW MOAO3PEHUU O KOHTaKTe C
VUCTOYHVKOM 3apaXKeHusl.

Pabouve xapakTepucTuku [AaHHOrO Habopa He YCTaHOBMEHbl B
obpasuax nauueHToB,  BaKUMHWPOBAHHbIX  aHTureHamu  B.
burgdorferi.
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