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HABOP NDA
AnA ONPEAENEHNA AHTUTEN KNACCA IgG
K BOPPEITUUN

Kamanoea. Ne :1428-27
Konuyecmeo : 96
Mpouseodumens: Diagnostic Automatic, Inc., (CLUA)

Memoduka om 09-25-2012

BHumaHue: ocHoeoli npu npoeedeHuU aHanusa s1ensgemcsi opuauHars
UHCMPYKYUU Ha aH2/1uliCKOM si3biKe.

OBLUAA UHOOPMALIUA

KonuyecTtBo TectoB 96 TecTOoB

Tect Lyme Disease IgG ELISA
MMMyHOCOpPOEHTHbIN aHanus ¢
MeTopn npuMmeHeHUeM PUMKCMPOBaAHHbIX
¢epmeHTOB
MpuHUMN Henpsimoit UDA; NOKPbLITLIN aHTUreHOM
nnaHweTt

KauyecTBeHHbIN: NMoONOXUTENbLHLIN U
oTpuuaTenbHbIN KOHTPOJIM U NOpPOroBoe
3Ha4yeHue (cut-off)

[uana3oH o6HapyxeHus

O6pasey 10 mkn
CneundgpuU4HOCTb 96.40 %
YyBCTBUTENBHOCTb 91.70 %
O6wee Bpems ~ 70 MUH.

CpoK XpaHeHwusi 12-18 mecsiueB

*NabopaTopHble aHanuabl He MOryT BbiTb EAVHCTBEHHBIMU KPUTEPUAMU AMs
MeOMLUMHCKOro 3akrtoderust. icTopus 6onesHun nauveHTa v nocneayowme TecTbl
[OSMKHbI BbITb NPUHSATLI BO BHUMaHWe

ANPUHLUMN UDA

HacTosiwas cuctema aHanusa paspabotaHa Ans onpeaeneHust aHtuten

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

NNacTMaccoBbIX  MUKPOSYHOYHbIX  MOMOCKax  CEeHCUbUnuanpytoTcs

naccuBHon abcopbuven ¢ aHTureHom B. burgdorferi. Tpoueaypa

aHanusa BKIoYaeT TP UHKYDaLMOHHbLIX aTana:

1.  AHanuampyemble CbIBOPOTKM (COOTBETCTBEHHO pasbaBrneHHble)
MHYOMPYIOTCS B NyHKax, MOKPbITbIX aHTureHom. Jlioboe aHTureH
cneunduyeckoe  aHTMTeno B obpasue  cBsi3biBaeTCs  C
MMMOOUMN3NPOBaHHLIM aHTUreHOM. [ANsi yaaneHus HecBA3aHHOro
aHTUTena u [OpYrux KOMMOHEHTOB CbIBOPOTKM MPOMbIBAETCA
nnaHLwer.

2. B nyHkn pobaBnsetcs nepokcuaasa, KOHbIOrMpoBaHHas KO3MUHbBIM
aHTu-yenoseyeckum IgG (cneumdmyeckas y-uenouvka) v nnaHweT
NHKYOupyeTcsa. KoHbloraT BCTynaeT B peakuuio ¢ IgG aHTuTEnom,
3admKkenpoBaHHbIM B TBepaon dase Ha atane 1. [Ans yaaneHus He
BCTYNVBLLErO B peaKLMio KOHbIOrata npoMblBaloTCs NyHKM.

3. MukponyHku, cofepxaluve 3adUKCUPOBaHHbIN KOHblorat
nepokcuaaskl MHKYOMpyoTCst ¢ pacTBOpoM cybecTpaTta nepokcuaasbl.
'maponus cybcTpata nepokcMaason Npou3BoanT U3MEHEHMe LBeTa.
lMocne HeKOTOPOro BpeMEHW peakuus OocTaHaBnUBaeTCs "
MHTEHCMBHOCTb LiBeTa pacTBopa u3mepsieTcst (POTOMETPUYECKUM
MEeToAOM.  MIHTEHCMBHOCTb — LBETa  pacTBopa  3aBUCUT  OT
KOHLIEHTPaLUun aHTUTEN B aHanM3MpyeMoM nepBuyHoOm obpasLie.

CBOP OBPA3LOB

1. PekomeHpyeTcs npoBoauTb 3abop o6pasuoB B COOTBETCTBUM C
NCCLS pokymeHToM M29: 3awmTa coTpyaHvkoB nabopatopuit oT
MHMEKLIMOHHBLIX OONE3HEN.

2. Hu ogvH u3 M3BECTHbIX METOLOB He MOXeT obecneynTt MosHyK
YBEPEHHOCTb B TOM, 4YTO 0Opasubl 4YenoBeYEecKOW KpOBUM He
cnocobHbl nepegaBaTb MHekumto. NoaTomy, Bce MNPOM3BOAHbIE
KPOBW JOJDKHbI CHUTATLCA NOTEHUMANbHO UHGEKLNOHHBIMU.

3. B 9ToM aHanu3e [JOofKHbl UCMONb30oBaTbCA TOMbKO HegaBHO
cobpaHHble 1 [OMKHBIM 06pa3oM COXpaHEHHbIE CbIBOPOTKM KPOBMU,
nonyyeHHble  00oOOpEeHHbIMM  acenTUYeckummn  npoueaypamu
BEHeNnyHKUMW. Hukakne aHTUKoarynsiHTbl UMW KOHCEPBaHTbl He
[OMKHBbI nobaBnaTbes. N3berante MCNONb30BaHUs
reMONnM3NpOBaHHbIX,  JNIMMEMUYECKMX UNN  BaKTepmnonornyecku
3arpsi3HeHHbIX CbIBOPOTOK.

4. XpaHuTte obpasey npu KOMHaTHOM TemnepaType He 6ornee yem 8
yacoB. Ecnn aHanu3 He BbINOMHsAeTCA B npegenax 8 4acos,
CbIBOPOTKM MOryT XpaHutcsa npu 2-8°C He Oonee 4yem 48 4yacos.
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Ecnu oxupaetcs 3agepkka B aHanuse, XpaHWTe CbIBOPOTKM AN
aHanusa npu -20°C unun Hwke. M3berante UMKNOB MHOrOKpaTHOrO
3aMOpaXuBaHNa /| pa3MOpaxuBaHWsl, KOTOPblE MOTYT BbI3biBaTb
NnoTepo aKTUBHOCTM @aHTUTEN U AaBaTb OLUMOOYHbIE pe3yrnbTaThl.

OBOPYOOBAHUE N MATEPUATNDI

Tpebyemble, HO He NocTaBnsieMble MaTepuanbi:

. MuKponnaHWeTHbIA CYMTbIBATEND C ANVMHOW BOMHbI M3mepeHus 450
HM;

MwukponuneTku ans TouHoro gosmposanmsa 10 n 200 mkn;
MHorokaHanbHasi nuneTka Ans To4YHoro fo3vpoBaHus (50-200 mkn).
PesepByapbl peareHToB Afsi MHOroKaHarnbHbIX NAMNETOK.
MpombiBOYHas ByTbINka UK cucTeMa NPOMbIBKM MNaHLWweTa.
HvcTunnuposaHHasa unn 4eVOHN3MPoBaHHas BoAa.

MepHbIn umnuHap Ha 1 n.

Ceponoruyeckune nuneTKu.

OpHopa3oBble HAKOHEYHUKN A5 NUNETOK.

BymaxHble nonoTteHua.

JlTabopaTopHbIn Tanmep Ans cobniogeHns aTanos MHKybauun.
KoHTenHep pAns oTXxoAoB W AesvHduuvpylollee  CpencTso
(Hanpumep: 10% xo3sncteeHHbIn otbenmsaTtens, 0,5% runoxnoput
HaTpus).

NOCTABNAEMbIE MATEPUATDI

Kaxpgpin Habop coaepXuT B [OCTATOMHbIX KONMYECTBax cregylowmne

KOMMOHEHTbI AN NPOBEAEHUS YMCna aHanM3oB, YkasaHHOro Ha aTUKeTke

ynakoBku. [MpumeuaHue: Bce akTvBHble peareHTbl cofepxat —asug

HaTpus B Ka4ecTBe KOHcepBaHTa B KOHUeHTpauum 0.1 % (w/v).

1. TMnaHweT. 96 NyHOK, pacnonoXeHHbIX B ABeHaaUaTH, 1X8-nyHOYHbIX
norockax, NOKPbITbIX MHAKTUBMPOBAHHbLIM aHTUreHom B. burgdorferi
(wtamm B31) aHTureH. Monockn B pamke ynakoBaHbl B MakeTe C
ocyLuMTenem.

2. Konvlorat. [Mepokcupasa xpeHa, KOHBIOMMPOBaHHas — KO3MWHbIM
aHTu-4yenoseyveckum IgG aHTMTEnom (cneumduyHas y-Lenouka).
[oToBbIM K wucnonb3oBaHuio. OamH 15 mn cnakoH ¢ Genow
KPbILLKOM.

3. TNonoxutenbHbIA KOHTPOnb (YenoBeveckas coiBopoTka). OauH 0,35
M1 (rakoH C KPaCHOW KPbILLKOW.

4. Kanubpatop (4enoBeueckas cbiBopoTka). OguH 0,5 mn cnakoH c
CWHEW KPbILLKON.

5.  OrtpuuatenbHbId KOHTPOMb (YenoBeveckasi cbiBopoTka). OguH 0,35
M1 (orakoH C 3€MEHON KPbILLKOW.

6. Pasbaeutenb obpasua. OgHa 30 mn OyTbinka (3eneHast Kpbilwka),
cogepxawasi TBuH-20, anbbymuH Oblubeli  CbIBOPOTKM U
docaTHbI Bydepn3anpoBaHHbIi conesol pacteBop (pH 7.2 +/-
0.2). TotoBbIi Kk wucnonb3oBaHuno. [MPUMEYAHUE: nepex
MCMonb30BaHMEM XOpOLLO cMelaTb. [lobaBneH KoHcepBaHT.

7. TMB: OgHa 15 mn sHTapHasi 6yTbinka, cogepxawas 3,3 °, 5,5 —
TeTpameTunbensuamH  (TMB). T[OTOBBIN K MCMONb30BaHUIO.
Copepxut DMSO < 15 % (w).

8. Crton pactBop: OpgHa 15 wmn OyTtbinka (KpacHas Kpbllka),
copepxatiasa 1M H2SO4, 0.7M HCI. N0TOBbIN K UCNONb30BAHMIO.

9. KoHueHTpaT npombiBovHOro Oydepa (10X): pasbaBbTe 1 yacTb
KOHLeHTpaTa + 9 vacten 0EeVOHN3NPOBaHHOMN nnm
auctunnupoBaHHou Bogbl. OgHa 100 mn ByThinka (npo3padHas
Kpbilwka) cogepkuT 10X  KOHLEHTPUPOBaHHbIN cocat-
6ydepusoBaHHbI coneBo pacTtBop M TBUH-20 (CUHMIA pacTBop).
Mpumevanne: 1X pacteop umeet pH 7.2 +/- 0.2.

Crepytolime KOMMOHEHTbI He 3aBUCAT OT HOMepa napTum Habopa u
MOryT B3aumosameHaTbest B IPA: TMB, cton pacTBop v NPOMbBIBOYHBI

Bydep.

MpumeyaHue: Habop Takxke cooepxuT:

1. TlepeyeHb KOMMOHEHTOB C AeTanbHON MHAOPMAUMEN O UX NapTUK
BHYTpM ynakoBku Habopa.

2. Bknagblw ¢ MHCTPYKUMSIMW NO MCNOMb30BAHUIO.

Tpeb6oBaHUsA K XpaHeHUIo:

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

2. TlpenBapuTenbHO MOKPbITbIE MWKPOMYHOYHbIE MOMOCKU: XpaHWUTb
npu 2-8°C. JIMLWHME NONOCKM OO0MKHbI ObiTb HEMEANEeHHO NOBTOPHO
3anevyaTtaHbl C BbICYLUMBAOLIMM CPEACTBOM U BO3BpALLEHbl Afsi
COOTBETCTBYIOLLEro XpaHeHus. [lonockun yctonumebl B TeveHne 60
OHel nocne Toro, Kak MeLlloyek Obln OTKPbIT U AOMKHBIM 06pasom
BTOPUYHO 3aKpbIT, U MHAMKATOP OCTAaETCsl CUHUM.

3.  KoHbtorat. XpaHutb npu 2-8°C. HE SAMOPAXUMBATbD.

4. Kanubpatop, MOMOXWUTENbHbIN W  OoTpUUATENbHbI
XpaHuTb npu 2-8°C.

5.  TMB: XpaHutb npu 2-8°C.

6. KoHueHTpaT npombiBoyHoro Gydpepa (10X). Xpanute npu 2-25°C.
Pa3baBneHHbIi NPOMbIBOYHBIN Bydep (1x) cTtabuneH B TedeHune 7

KOHTPO/b:



7.
8.

K

1

OH

OHEeW ecnun XpaHWUTb Npu KOMHaTHoW Temnepatype vnun 30 AgHen npu
2-8°C.

Pas6aButenb obpasua. XpaHuTb npu 2-8°C.

Cron pactBop. XpaHuTb npu 2-25°C.

TPOJIb KAYECTBA

Bo Bpems kaxgon npouedypbl aHanmusa kanubpatop AOrmKeH
aHanuanMpoBaTbCsl B Tpex ak3emnnspax. BnaHk peareHT,
oTpyLaTENbHbIA Y NOMOXUTENbHbIA KOHTPOMb AOMKHbI Takke ObiTh
BKJTIOYEHbI B KQXA0M aHanmse.

BblumcnnTte cpegHee 3HayeHue Tpex NyHOK Kanubpartopos. Ecnun
noboe 13 Tpex 3HaveHun oTnmyatoTca Gonbwe yem Ha 15% ot
cpefHero, OTOpocbTe STO 3HA4YeHWe, W BbLIMUCIUTE CpefHee
ocTasnbHbIX ABYX 3HA4YEHUIA.

CpegHee 3HaveHne OI1 «kanubpatopa u  3HadeHun Ofll
NONOXNTENBbHOIO 1 OTPULIATENBHOIO KOHTPONEN AOMKHO HaXOA4MTCS
B Npeaenax criegyoLmx AnanasoHoB:

Ownana3soH ON

OTpuuaTenbHbIi KOHTPOMb <0.250
Kannbpatop >0.300
MonoXuTenbHbIN KOHTPOIb > 0.500

a. Ol oTpyuaTenbHOrO  KOHTPONs, pasgerieHHass Ha
cpeaHioto Ol HM3KO MONOXMTENBHOIO CTaHAapTa AOMKHA
coctaenatb < 0.9.

b. OIl NONOXWTENbHOrO KOHTPONS, pasferneHHas Ha
cpeaHioto Ol HM3KO MONOXMTENBHOTO CTaHAapTa AOMKHA
coctaenatb > 1.25.

c. [Ecnu 3HayeHuss KOHTpOnenm He HaxogaTcs B npegenax
BbILLEYNOMSAHYTbIX AMana3oHOB, aHanu3 crieqyeTt cumMTatb
HeOeNCTBUTENbHBLIM, K €ero HE06X0AUMO NOBTOPUTb.

MonoxuTenbHbIN U OTpULUATENbHBIN KOHTPONM NpeaHa3HayYeHbl Ans
KOHTPONSA  CYLLECTBEHHOr0 HECOOTBETCTBMA peareHTa W He
rapaHTypyeT TO4YHOCTU B NOPOrOBOM Auana3oHe aHanvaa.

B cooTBeTCTBUM C pekoMeHAauusamMu unn TpeboBaHNAMN MECTHBIX,
rocyAapCTBeHHbIX  u/unu  dedepanbHelX — Npasui unm
aKKpeAWTOBaHHbIX  OpraHu3auuin, MOTyT  aHanuaupoBaTbCs
[OMNONHUTENbHbIE KOHTPOMMN.

3a pekoMeHAauMsMM  COOTBETCTBYIOLLEN MPaKTUKM  KOHTpOnNs
KkayectBa cMoTpuTe p[okymeHT C24 NCCLS: Cratuctnyeckun
KOHTPOIb Ka4yeCcTBa Npu KOMMYECTBEHHbIX U3MEPEHUSIX.

NO3TAMHAA NMPOLIEAYPA
1.

2.

M3Bneknte oTAenbHbIE KOMMOHEHTLI Habopa 13 MecTa XpaHeHUs 1
Nno3BosibTe MM HarpeTbCsl 40 KOMHaTHOW TemnepaTypbl (20-25°C).
Onpepenute Tpebyemoe KONMYECTBO MUKpOnyHok. [poseante
LeCTb onpedeneHnii KoHTpornel/kanubpaTopoB (ogHoro 6nawka,
OfHOro OTPULATENbHOrO KOHTPONS, TPex kannbpaTopoB W OA4HOrO
NOMNOXUTENbHOIO KOHTPONs) B ogHoM npouenype. bnaHk peareHT
OOMKEH  ucrnonb3oBaTbCAd B Kaxgom aHamuse. [lposepbTe
TpeboBaHNA K nporpammHOMy obecnevyeHulo 1 CcuuTbiBaloLWemMy
yCTPOWNCTBY ons npaBuIbHbIX KOHurypaumn
KOHTpornewn/kannbpaTopos. Bosspatute Heuncnonb3oBaHHbIE
MosfiockM B 3amnevaTbiBalOWMINCA MeLoYeK C  ocylumTenem,
repMeTUYHO 3aKpOWTE U BO3BPATUTE Ha XpaHeHue npu 2-8°C.

MPUMEP CXEMbI MJTAHLWETA
1 2
A | BnaHk MaumeHT 3
B | Otpuy. koHTponb | MaumeHT 4
C | Kanubpatop MT. A
D | Kanubpatop
E | Kanubpatop
F | MNonox. KOHTpOnb
G | MaumneHT 1
H | MauyuweHT 2

lMpoBegute pasbasneHue 1:21 (Hanpumep: 10 MK CbIBOPOTKM +
200 wmkn pasbaButens obpasua. [MPUMEYAHUE: nepepg
MCMNONb30BaHNEM XOPOLLUO BCTPSIXHUTE) OTPULIATENIbHOrO KOHTPONS,
kanubpartopa. [MonoXWTENbHOro KOHTPOMsSi U KaXAOW CbIBOPOTKU
naumeHTa.

B otgenbHble nyHku pgobasbte 100 MKk kaxgoro pasbaBrneHHOro
KOHTpOns, kanubpatopa u obpasua n3 nnaHwerta abcopbeHTa B
nnaHweT Ans aHanu3a. YbeawTecb, 4TO 06pasubl [OMKHLIM
obpasom nepemelaHbl. [Ons kaxgoro obpasua ucnonb3ynte
pasHble HaKOHEYHWKM MUNETOK.

B nyHky A1 B kayectBe OnaHk peareHta BHecute 100 Mkn
pa3basuTtens obpasua. MNpoBepbTe TpeboBaHWA K NporpamMMHOMY
obecrneyeHo U CYUTBIBAIOLLEMY YCTPOWCTBY AN MNpaBMIIbHBIX
KOHMUrypauui nyHku 6naHka peareHTa.

6.

7.

A

B.
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WHKyOvpyviTe nnaHweT npyu KOMHaTHOW Temnepatype (20-25°C) B
TeyeHun 25 +/- 5 MUHYT.
[MpomonTe MMKPOMYHOUHbIE MONOCKM 5X.

Py4Has npoyedypa npomMbieKu:

a. a. QHEepru4Ho BbITPSIXHUTE XUAKOCTb U3 NYHOK.

b. 3anonmHuTe  Kaxayld NYyHKY MPOMBIBOYHBIM  Bydepom.
YooctoBeputecb B OTCYTCTBUM B JyHKax BO3AYLUHbIX
Ny3bIPbKOB.

c. [lloBTopute aTtanbl a. n b. 4yTto6Gbl B 0bLem konuyecTBe
npoBecTn 5 NpoMbIBaHWNA.

d. BbITpsXHWTE NPOMbBIBOYHLIA pacTBOpP W3 BCEX  JYHOK.
MepeBepHuTE NnaHWeT Ha OyMaXkHoe MOSIOTEHLE U XECTKO
noctyuute, 4tobbl yaoanuTb K3 nyHok mbol  ocTtaTok
NpoMbIBOYHOrO pacteBopa. OcMoTpuTe nnaHweT, ybeamBLIMCh
B OTCYTCTBMM oOcCTaTka MPOMBIBOYHOrO pacTtBopa. B koHue
Kaxxgoro paboyero AHs cobupainTe NPOMbIBOYHBIA PacTBOp B
eMKOCTb AN 0TXodoB, W obpabaTbiBanWTe rMNOXNOPUTOM
HaTtpusa 0.5% (oTbenmBatenem).

Aesmomamu3supoeaHHasi npoyedypa npoMbIeKu:

Mpy ucnonb3oBaHUM aBTOMATU3MPOBAHHON MPOMbBIBOYHOW YCTaHOBKW,
oTperynupyite obbem pacnpegenenuss Ha 300-350  MKn/nyHky.
HacTtpoinTe umkn npomMbiBKM Ha 5 NpoMbIBOK 6e3 3agepxku mexay

np
np

OMbIBKaMW. M3Bneknte MI/IKpOTI/ITpOBaI'IbeIVI nnaHweT n3
OMblIBaTeNsd, nepesepHUTE nNNaHWeT Ha 6yma>KHoe nonoTteHue w“

XKECTKO MOCTyuuT, u4TOObl yganuTb M3 JNyHOK fobon  ocTaTtok

np
8.

9.

10.
1.

12.

13.

14.

OMbBIBOYHOIO pacTeopa.

[o6aebTe 100 MKN KOHblOraTta B Kaayl IyHKY, BKIOYas NyHKY
6naHka, B TOM Xe Temne v nopsake kak 4obasnsanucb obpasLbl.
WHKyOVpyviTe nnaHweT npyu KOMHaTHOW Temnepatype (20-25°C) B
TeyeHun 25 +/- 5 MUHYT.

[MpomoiiTe MMKPONyHKKX, crnegys npoueaype B atane 7.

[o6aebte 100 mkn pactBopa cybctpata TMB B Kaxayl NyHKy.
BKMOYasa NyHKy GnaHk peareHTa, B TOM Xe TeMne M nopsgke kak
nobasnsnuck obpasubl.

WHKyOvpyviTe nnaHweT npyu KOoMHaTHOW Temnepatype (20-25°C) B
TeveHue 10-15 MUHYT.

OctaHoBuTe peakumio gobasneHuwem 50 mkn cTon pacTBopa B
Kapkaylo NyHKy. BKMoYas MyHKy 6naHk peareHTa, B TOM Xe Temne u
nopsigke kak pobGaensnca TMB. [MonoxuTenbHble o6pasupl 13
CUHero LBeTa CcTaHyT xenTbiMu. [Mocne gobasneHns cton pacteopa
NoCTyunTe MO NaHLWeTy HECKONbKO pa3s ybeamBLUMCh, YTO 0bpasuibl
MOSTHOCTBIO CMeLUaHbI.

HacTponTe cunTbiBaloLlee YCTPOMCTBO AN CYATBLIBAHUS MPU ANUHE
BOMHbI 450 HM ¥ M3MmepbTe onTuyecky nnotHocTb (Or1) kaxagon
NyHKV NpoTuB 6naHka peareHTa. [naHweT HeobxoaMMoO cunTaTb B
npegenax 30 MuHyT nocne gobaBneHusi CTon pacTeopa.

BbIYUCNEHUA/NPEACTABINEHUE PE3YJIbTATOB

A.
1.

2,

3.

Bbi4ucneHus

Koagppuyuenm koppekyuu

3HayeHue npegena obHapyxeHus Ol ans nonoxutenbHbIX 06pas3uos
6bINO  onpefeneHo  NPOW3BOAWUTENEM W CKOPPEKTUMPOBAaHO Mo
OTHOLWeHNI0 K Kanubpatopy. KoaddwuumeHt koppekuun (KK) paet
BO3MOXHOCTb OMpefennTb 3HadveHWe npepena obHapyxeHus ans
NnonoXutenbHblx ~ 06pa3uoB M UCNpaBWUTb  He3Ha4UTenbHble
exXeflHeBHble OTKINOHeHUs1 B pe3ynbTatax aHanusa. KK onpepensietcs
ANSA KaXAon napTum KOMMOHEHTOB Habopa B NepevHe KOMMOHEHTOB B
ynakoBke Habopa.

3HayeHue npedesnia o6HapyxeHusi Of1

[nsa nonyyeHus 3HayeHus npepena obHapyxeHus Ol ymHoxbTe KK
Ha cpegHee 3HayeHue kanubpaTopa, onpeaenieHHoe BbiLle.

(KK x cpegHee Ol kanubpaTopa = 3HadyeHue npeaerna obHapyXeHusi
on.

3HayeHus koaghgpuyueHma unu ko3gpgpuyueHmsi Ol

Bbluncnnte 3HaveHue koadpdpuumeHta unm koadduument Of ans
Kaxgoro obpasua nytem pasgeneHus 3Hadenus ero Ol Ha npegen

o6

HapyxeHust Ol u3 atana 2.

lMpumep:
CpepHee OI kanubpaTopa = 0.793

Ko:

appuumeHT koppekuun (KK) = 0.25

Mpenen obHapyxeHusa OMN = 0.793 x 0.25 = 0.198
Ol HensBecTHOro obpasua = 0.432

KoachdpumumeHT 3HaueHnst obpasua unm koadduumeHt O = 0.432 /
0.198 =2.18

B. UHTepnpeTauuu:

3HaveHus koadduumeHTa nnu koadguumneHTol Ol MHTepnpeTupyoTCa

cn

efyoLmm obpasom:
3Ha4yeHue koadpcuumnerTa unm koacpcdpuumnent ON

OTtpuuaTtenbHble obpasubl < 0.90
CoMHuTenbHble 06pasLibl 0.91 go 1.09
MonoxuTeneHble obpasupl > 1.10



B. UHTepnpeTauuu:
Koadpdumument Ol npeacraBneH cnegyrowmm obpasom:

OmpuuyamenbHbil: 1gG aHTUTENn He O0O6HapyXeHo; pe3ynbTaT He
ncknoyaeT nHdekumm B. burgdorferi. JononHWTenbHbIN 06pasew, AOMmKeH
aHanu3upoBaTbCs B Npegenax 4-6 Hefernb, eCrv No403peBaeTCsl paHHSAs
MHEeKUmS.

CoMHumenbHbIl:  Tekywme  pekoMeHAauuu  yTBepXgawT, 4To
COMHUTENNbHbIE pe3yrnbTaThl JOIMKHbI CONPOBOXAATHCA AONOMHUTENbHbLIM
BectepH-6noTTuHroMm. (AHanuael BecTtepH-6noTTMHra Ha aHTuTena k B.
burgdorferi ckopee ABNAOTCA OOMONHUTENBbHBIMU yeMm
noaTBepXaalwLWwyMM, MNOTOMY YTO UX  cneuudmka MeHee YeMm
onTumanbHas, ocobeHHo Ans onpeaenexus IgM). BTOT COMHUTENbHbIN
pesynbTaT [OIKEH BbIBOOAWTCH M3 pesynbTaToB aHanusa BectepH-
6noTTuHra. Pe3ynbTaTbl He [OOMKHbl BbIBOAWUTCA MOKA HE 3aKOH4YeH
[OONOMHUTENbHBIN aHanus.

IMonoxumensHsbil: |1gG aHTuTena Kk B. burgdorferi npegnonoXxunTensHo
obHapyxeHbl. B cCOBpeMeHHbIX pekoMeHOauusax pesynbTaT He MOXeT
hanee uHTepnpeTupoBaTbcsi 6€3 AOMONMHUTENLHOrO aHanu3a Becteph-
6notTuHra. (AHanunsbl BectepH-6noTTuHra Ha aHTutena k B. burgdorferi
ckopee SIBMSATCA OOMONHUTENBHBIMU YEM MOATBEPXKAaLLMMU, NOTOMY
4yTo WUX creuuduka MeHee YeM onTumarnbHasi, ocobeHHO Ans
onpegenexHnsa IgM). PesynbTaTbl He [OMKHbI BbIBOAMTCA MOKa He
3aKOHYEH JOMNONHUTENbHbIVA aHanus.

NPEOOCTEPEXEHUA

1. [Ons pguarHoctuyeckoro ncnonb3oBaHus in vitro.

2. Mpun obpaweHun ¢ nabopaTopHbIMK peareHTamyv Heobxoaumo
cobntoaaTe cTaHAapTHbIE NPedoCTOPOXHOCTU. B cnyyae koHTakTa ¢
rnasamu, NpoMonTe HeMeAneHHO OOomMbWMM KONMYECTBOM BOAbI U
obpatntecb 3a MmegnoMollbl. Hocute  COOTBETCTBYHOLLYIO
3alWMTHYO ofexay, nepyaTkM, M 3alMTHOEe CpeacTBO  Afs
rmas/nvua. He BabixanTe nap. YHUYTOXanTe oTxoabl, cobnogas Bce
MeCTHbIE, ¥ roCyAapCTBEHHbIE 3aKOHBbI.

3. INyHku nnaHweta UPA He cogepaT KM3HECNOCOOHbIX OpraHM3moB.
OpHako, MorocKu OOIDKHBI paccmaTtpuBaTbCs Kak
NOTEHUWANBHO BWOONACHbLIE MATEPUAIbI un TpebyioT
COOTBETCTBYIOLLEr0 ObpaLLeHus.

4. KoHTponu yenoBeuyecko cbiBopoTkn - MNOTEHUUANBHO
BUOONACHBLIE MATEPUAIbIL. VcxogHble maTepuansl, U3
KOTOPbI 3TU MPOAYKTHI Oblny nonyyeHbl, OblMM NOATBEPXAEHbI
ofobpeHHbIM MeToAaMu aHanu3a. [ockonbky — HUKakon MmeTop
aHanu3a He MOXeT TMOSIHOCTbI rapaHTupoBaTb  OTCYTCTBUE
B030OyauTenen MHMEKUMA, 3TM NpoaykTbl TpebyoT obpaleHns ¢
cobniogeHveM 2 ypoBHA  OMOMOrMYECKOM  OMacHOCTM  Kak
pekomeHagyeTca npu  Mbo  noTeHunanbHO  MHAEKLMOHHON
YeroBeYeCcKon CbIBOPOTKE Unu obpasLie KpoBy.

5. pasbaBuTeno obpasua, KOHTPOMW, MNPOMbLIBOYHLIN  Bydep,
abcopbeHT n koHbloraT cogepxat a3ua HaTpusl B KoHueHTpauum 0.1
% (w/v). A3np HaTpusa cyMTaeTcs Takum, KOTopbii obpasyeT asuabl
CBMHLA M Meau BO BHYTPeHHel kaHanusauum nabopatopun. YTto
MOXeT BbI3BaTb B3pbiB Mpv yaapeHuu. Bo wusbexaHue 3aToro,
TIWaTenbHO MPOMOWTE paKoOBUHY BOAOW MOCMe  yTunm3auuu
pacTBopa C asngom HaTpus.

6. YeTkoe cnegoBaHWe onpedeneHHOMY BpPEMEHW U TemnepaTtype
MHKy6aumin BaXHO ANs TOYHbIX pe3ynbTaToB. Bce peareHThl nepen
Hayanom aHanusa AOMXKHbl ObiTb MpuUBeAEHbl K KOMHaTHOW
Temnepartype (20-25°C). HenocpeacTBEHHO Nocne UCMONb30BaHNs

HEMCrnonb30BaHHbIE  peareHTbl  BepHWTe B Temnepartypy
oxnaxaeHus.
7. HenpasunbHoe npombIBaHue npuMBOANT K OLUMBOYHO

NOMNOXUTENbHLIM UINN  OLIMOOYHO OTpUUaTENbHBIM pe3ynbTaTam.
Y6eoutecb, 4TO B MnaHweTax He ocTanocb nboro ocraTtka
NPOMBLIBOYHOIO pacTBopa nepen AobaBrneHUMEM KoHbtorata wnu
pacTtBopa cybcTpaTta. He nosonsiite nyHKamM BbiCbIXaTb MexXay
MHKyBaumamm.

8. Crton pactBop TOKCWUYEH. MMpuunHaeT oxoru. TokcudeH npu
BObIXaHWM, MNPU KOHTaKTe C KOXeW W npu 3arnartbiBaHun. [lpu
HEecYacTHOM criy4ae Wnu npu NIOXOM CaMOYyBCTBUM HEMeOSIEHHO
obpaTtutech 3a MeANOMOLLBIO.

9. TMB pactBop BPELOEH. PasgpaxuTteneH ans rnas, gbixaTenbHON
CUCTEMbI N KOXMW.

10. KoHueHTpaT npombiBoyHOro bydepa sasnsetca PASOPAXUTENEM.
PasgpaxuTteneH ong rnas, AbIXxaTernbHOW CUCTEMbI U KOXMU.

11. He ocrtaBnante Ha AHe nnaHWeTa OCTaTKOB XWAKOCTM W/vnu
crnefoB  nanbueB, KOTOpble  MOrYT W3MEHSTb  CUUTbIBAHWN
onTmyeckor nnotHoctu (OI).

12. PasbaBneHue unu npumelLMBaHWE 3TUX peareHToB MOXeT AaTb
oWKnBoYHble pesynbTaThl.

13. PeareHTbl OT ApYrMx UCTOYHUKOB WIM U3rOTOBUTENEN HE [OIDKHbI
MCMNonb30BaThCA.

14. TMB pacTtBOp O0SKEH ObiTb GECLBETHBIM, OYEHb CBETIIO XKEMTbIM,
OYeHb CBETNIO 3€fIeHbIM WM O4YeHb CBET/I0O CUHMM BO BpeEMsi
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ncnonb3oBaHus. 3arpssHeHve TMB ¢ koHbloratom wnuv Apyrvumu
OKMCIUTENAMM NPeXAeBPEMEHHO Bbi3biBaeT U3MeHeHue ugeTa. He
ncnonb3ynte TMB, ecnu 3T0 OTYETNIMBOrO CMHEro LBeTa.

15. Hukorga He nunetupyinTe pToMm. M3beraiTe KOHTakTa peareHToB U
06pa3LoB NauneHTOB C KOXEN UMK CANM3NCTbIMK 06onoYKkamu.

16. W3berante MMKpOOGMONOrMYeCKOro 3arpsisHeHusi peareHToB. MoryT
ObITb MOMNYyYeHbl HeMpaBWIbHbIE PE3yrnbTaThl.

17. TlepekpecTHoe 3arpsidHeHWe peareHToB W/WnuM ob6pasuoB MOXeT
BbI3BaTb OLUMGOYHbIE pe3ynbTaThbl.

18. MHoropasoBasi CTeknsiHHas nocyga AOMkHa ObiTb BbIMbITA U U
MOJSTHOCTBLIO ornonockaHa, YTobbl 0cBOGOANTCH OT BCEX AETEPreHTOB.

19. W3berawTte 6pbi3roB unn o6pasoBaHre aapo3onen.

20. He nopBeprante peareHTbl CUIIbHOMY CBETY B TEYEHME XPaHeHus
Unu nHKyGaumu.

21. TpvBOASi MUKPOSYHOYHbIE MOMOCKA W AepxaTenb K KOMHaTHOMW
TemnepaTtype nepes BCKPbITUEM, 3alUMTWT 3alUMTHBIN MeLIoYeK
NYHKV OT KOHAEHcauum.

22. TpoMbIBOYHbIA pacTBOp HeobxoAMMO cobpaTb B €MKOCTb Ansi
otxonoB. ObpabnTtante pactBop Anst oTxoaoB 10% X03ANCTBEHHbIM
otbenuBaTtenem (0,5% runoxnopugom Hatpusi). W3beraiTe
BO34EWNCTBUS UCNapeHuin oTbenveaTensi Ha peareHTbl.

23. Tpepoctepexenue: Xuakme otxodbl B kucrote pH AomkHbl ObITb
HelTpanusoBaHbel nepen pobasneHvem Kk  oTbenuBaoLiemy
BeLlecTBy.

24. He vcnonb3oBatb nnaHwetr U®OA, ecnu nonocka uHavkatopa Ha
MeLLoYKe BbICyLUMBAIOLLErO CpeAcTBa MpeBpaTunacb M3 CUHEro
LiBeTa B pO30BbIN.

25. He nosBonsite KOHBbIOraTy BCTynaTb B KOHTAKT C €MKOCTAMM,
KOTOpblE, BO3MOXHO, Mpexae coaepXanu pacTBOpbl, UMeuline B
CBOEM COCTaBe a3ug HaTpus Kak KoHcepBaHT. OcTaTouyHble
KonuyecTBa asvpa HaTpus MOTYT  YHUMTOXUTb  (hepMeHTHyIo
[esATenbHOCTb KOHbloraTa.

26. He nogseprante HMKakow M3 peareHTOB BO3OEWCTBMIO PacTBOPOB,
cogepxawmx otbenueatowee BelectBo. OCTaToyHOE KONMUYECTBO
oTbenuBaloLlero  BellecTBa  (rMnoxmnopuga  HaTpusi)  MOXeT
YHUYTOXWTb BGUONOTMYECKyl0 aKTMBHOCTb MHOTMX peareHToB W3
aToro Habopa.

OrPAHMYEHUA NPOLIEAYPLI

1.  CbIBOPOTKM OT NaUMEHTOB C APYrMMM CNMPOXETHbIMKU GonesHaMu
(cncbunuc, cpambesns, nNuHTa, NENTOCNMPO3 U peuunanBupyoLLas
nuxopagka), U WHMEKUMOHHBIM MOHOHYKIIEO30M MOryT [aBaTb
OLWKNBOYHO MonoxuTenbHble pesynbTaTbl. B cnyvasx HabnopeHus
OLIMOOYHO MOMOXUTENbHBIX peakuui, HeobxoauMo MNpoBecTy
oblMpHOe KNMHM4YecKoe anuaemuonorndeckoe u nabopaTopHoe
ncecnefoBaHne, 4Tobbl  MOATBEPAWUTH  OMPeAEneHHbIn  AnarHos.
OWwnBOYHO NONOXWUTENbHBLIE CbIBOPOTKM OT MNaLMEHTOB GOMbHbIX
cMdunmMcom MoryT ObiTb MAEHTUUUMPOBAHBLI MPU  BbINOMHEHUU
RPR u TpenoHeMHbIx npob Ha aHTuTena k cudunucy. MNoanuHHble
nonoXuTernbHble CbIBOPOTKM Boppenun ByayT oTpuuaTenbHbl B 3TUX
aHanusax.

2. OwwnboyHo oTpuuaTenbHble pesynbTaTbl MOryT ObiTb MOMYyYeHbl,
ecnu ceponornyeckne obpasupbl cobpaHbl CAWLLKOM paHO nocne
Havana OonesHwn, npexge YeM KONMMYeCTBO aHTUTeNn [SAOCTUIIO
3HauMTenbHbIX YPOBHEW. Takke, paHHAs aHTUOMOTNYeckas Tepanus
MOXeT npepbiBaTh NyMOparnbHbI UIMMYHHbIN OTBET K CIMpoxeTe.

3. Bce paHHble  [OOMKHbI  MHTEPNPEeTMpOBaTbCs  BMeCTe  C
KIWHWYECKUMM  cuMnToMamn  GonesHu,  anuaemMmnorniornyecknumMm
AaHHbIMKW, MPeapacnonoXeHWeM K 9HAEMUYECKUM TEeppUTOpUSM, U
pesynbTaTamu Apyrux nabopaTopHbix aHanM3os.

4. O6cnepmoBaHWe oOLlel COBOKYMHOCTU HACENeHWst He [OJHKHO
nposoguTca. Mpegnonaraemoe NOMOXUTENbHOE 3HAYEHWE 3aBUCUT
OT BEPOSITHOCTW MHMEKUMM Npu NpeaBapuTeribHOM obcrneaoBaHum.
O6cnepoBaHne  [OMKHO  MPOXOAWUTb  TOMBKO  MPU  Hanuymu
KMUHUYECKUX MPU3HAKOB WM MNpU MNOAO3PEHUN O KOHTaKkTe C
VNCTOYHWKOM 3apaXKeHusi.

5. Pabouve xapakTepuCTVKu [AaHHOro Habopa He YCTaHOBMEHbl B
obpasuax MauMeHToB,  BaKUMHWPOBAHHbLIX  aHTUreHamun B.
burgdorferi.

NUTEPATYPA (Cwm. 8 opueauHane uHCmpyKyuu).
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