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OCHO80I0 Npu_nposedeHHi aHasnizy € opu2iHan iHcmpyKkuil
aHeniticbkoro Moo, 8KnadeHoi 8 Habip. Homep i 0ama eepcii
opuziHany ma nepeknady iHCmpykuii NnosuHHi cnisnadamul.

MPU3HAYEHHA

AnTn-bopenios 1gG ana Alegria® € Tect-cuctemoto I®A ana KinbkicHoro
BU3HAUEHHA ayToaHTUTIn Knacy IgG po Kniwosoro 6openiody y 3paskax
CMpoBaTKM abo nnasmu NavHU. MpU3HaYaeTbes TiNbKU ans npodeciiHoro
BMKOPWCTaHHA B in-vitro giarHocTuui.

TecT BUABNAIOTb aHTUTINA [0 MEPBUHHUX NPUYUH XBOpobu Jlaiima B As3il,
€sponi Ta CLA, Ta BMKOPWUCTOBYIOTbCA ANA NiATBEPAXKEHHA [AiarHo3y Yy
BUMAAKax nigo3pu Ha xsBopoby. Ha 6inbw ni3Hix cTagiax iHiKyBaHHS,
BUABNEHHA cneundiyHmx aHTUTIn Borrelia € BaXnMBUM ANA NiATBEPAKEHHSA
KNiHiYHOI Nigo3pwu Ha xBopoby Jlaiima.

CUMBOJIN, LLIO BUKOPUCTOBYIOTbCA
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911G_4 EneKkTpoHHa iHCTPYKLiA Ana BUKOPUCTaHHA: Bepcia

KOPOTKMW OMNUC | NOACHEHHA TECTY

Borrelia burgdorferi sensu lato (s. .) € 0cHOBHUMU 36y gHMKaMu xBOpo6U Jlanma
B Asii, €Bponi Ta CLUA. LLItamu npucyTHiy €Bponi € rpynoto 6aktepii Borrelia
burgdorferi sensu lato Takux sk, B. afzelii, B. garinii, B. burgdorferi B sensu
stricto, B. spielmanii, b. bavariensis , ki € natoreHHUMn Bugamu. MNoTteHuinHO
naToreHHVMu Buaamim € B. valaisiana i B. lusitaniae i Tinbku B CLLIA B. burgdorferi
senso stricto

Mepepaua nogam BUKNMKaHa Khiwamu pogy Ixodes. Mirpytoua eputema €
nepLo KNiHiYHO O3HaKol NpubansHo B 60% BUMNajKax, WO BUHMKAOTb
yepes Kifbka OHIB A0 TWXKHA MNICNA 3apa)<eHHs; MOXNMBO, 6panu yyactb y
MOMIpHUX cMMmnTOMax rpumny. lNownpeHHsa 36yaHVKa 4yepes3 KPOBOTIK abo
NiMPaTUUHY cMCTeMy MOXe CyNpOBOAXKYBaTUCA PAJOM YCKaAHEHb Ha Mi3HiX
CTaflifAX 3aXBOPIOBAHHA, 0CO6NMBO Helipobopeniody (61m3bko 20%) Ta apTpuTi
Nanma (6nm3bko 10%). Y xBopuX, AKi He NiKyloTbCs, 3aXBOPIOBAHHA MOXe
CMPUYMHUTL TSXKKINI Nepebir, Wo NpU3BOANTb A0 NOCTINHOT XPOHIYHOT iHdeKUil.
3 iHworo 60Ky, iHdekuisa B. burgdorferi moxe npoTikatn 6e3 6ynb-AKKX
KNiHiYHMX cmnTomiB. [liarHo3 xBopo6wu JlaiiMa MOBWMHEH FPyHTYBaTUCA Ha
peTenbHiii ouiHLi icTopii XBopoou.

Bri3HaueHHA aHTUTIN TakoX Bifirpae BupilWwanbHy ponb. Y 6aratbox BUNagKax
aHTUTINA LWe He BUABNAIOTbCA Ha PaHHIA CTagil 3axBOPlOBaHHA (Mirpyroya
eputema). Ha 6inblu ni3Hix cTagiax BUABNEHHA cneuundiuHmx Borrelia aHTuTin €
BAaXXNMBUM ANA NiATBEPAXKEHHSA KNiHIYHOI Nigo3pun xBopobu Jlanma. BuasneHHs
BUPOOHMLTBA BHYTPILUHBOBEHHMX aHTUTIN € BUPILLANbHUM ANA AiarHOCTUKM
Helipobopeniosy. Y apTpuTi Jlaiima 3ycTpivaloTbcsi HaA3BMYANHO BUCOKI TUTPY
aHTuTin 1gG, npuuyomy abcontoTHO BiAcyTHI IgM aHTuTina. MporpecyBaHHA
XBOPOO6U Jlalima MOXKHa 3anobirTi WNAXoM BBeieHHA aHTUOIOTUKIB.

NPUHLUUMN TECTY

BucokoounweHnin pekombiHaHTHUI aHTUreH (VISE, DbpA, OspC, p83 / p100) B.
burgdorferi s.s., B. afzelii Ta B. garinii. nos'a3aHnin 3 peakuiiHUMM IyHKaMu.

Mepeknaday Pomatiok H. 1.

AHani3 Alegria® Bkniouae B cebe 8-nyHKOBi MiKPOMONOCKY 3i LUTPUX-KOZaMU, AKi
Ha3uBaloTbcsi TecT-cmyxkamu Alegria®. KoHa cMyXKa npusHauyeHa nans
aHani3y ofHoro 3paska nauieHTa. Habip cknafa€eTbcs 3 MOBHOTO KOMIIEKTY
pearenTiB. Ciogn BXoAATb (pEpPMEHTHWI KOH'IOraHT, dbepmMeHTHUI cy6cTpar,
6ydep ana 3paskiB i cneyndiuyHMin TeCTOBUIA KOHTPONb. KpiM TOro, KoxHa
CMy>KKa M€ [Bi IYHKM, NOKPUTI aHTUreHOM, IKi Cly»KaTb B AKOCTi peakLinHnX
NYHOK ANA KOHTPOJIIO Ta 3pa3ka nawjieHTa.

Br3HaueHHs rPYHTYETbCA Ha HEMPAMIN GepMeHTHO-MOB'A3aHIN IMyHHIN peakuil
3 HacTyMHUMMK Kpokamu: AHTWTINA, NPWUCYTHIi B MO3UTMBHUX 3pasKax,
3B'A3YI0TbCA 3 @aHTUIEHOM, HAaHECEHUM Ha MOBEPXHIO IBOX PeaKLUiiHUX NYHOK,
YTBOPIOOUM KOMIIEKC aHTUreH-aHTuTINo. Micna iHkybauii, Ha nepwomy etani
NPOMVBaHHA BUANAOTHCA HENOB'A3aHI | HecneyndiuHO NOB'A3aHi MoneKynu.
MocnipoBHO fofaHnit GepMEHTHUI KOH'IOraHT 3B'A3Y€ETbCA 3 iIMMOGiNi3oBaHUM
KOMIMNEKCOM aHTuTino-aHTureH. Micna iHky6auii nig yac 4pyroro NpomMmBaHHsA
BMOANAETbCA He3B'A3aHU PpepMeHTHWUI KoH'loraHT. [ofaBaHHA pPO3unHy
bepmeHTHOrO cybCTpaTy NpU3BOAMTL A0 riaponisaLii i po3BUTKY KONbopy nia
yac iHKy6aUii. IHTEHCMBHICTb CMHBOTO KONMbOPY BIAMOBIfAE KOHLEHTpaLil
KOMIMEKCY aHTUTINO-aHTUIeH i MoXe O6yTr BUMipsiHa GOTOMETPUYHO Npu 650
HM.

Alegria® TectoBa CmyXKa 3acHOBaHa Ha 3anaTeHToBaHin SMCe-TexHonorii
(Sensotronic Memorized Calibration): iHpopmauia npo aHanis, aHani3 Ta oro
OLiHKa, a TakoXX TepMiH NPWAATHOCTI ANA KOHKPEeTHOI MmapTii MiCTATbCA Ha
LITPUX-KOZi, 3a3HaYEHOMY Ha KOXHIli TecT-cMyui Alegria®.

TectT-cmyxky  Alegria® MOXHa  BMKOPWUCTOBYBaTM 3 [iarHOCTUYHUM
iHcTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTU30BaHMM aHani3aTopom 3
OOBiNbHUM pocTtynom. 3a gonomoroto SMC®-TexHonorii AaHi, 3aKoAoBaHi Ha
WTPUX-KoZi, nepepalTbca Bif TecT-cMyxKu Alegria® no npunagy Ta aHanis
aBTOMaTUYHO 06pobnAeTbcA i ouiHoeTbeA. Mpunag 3uuTye fJaty TepMmiHy
NpYAATHOCTI | BiK1Aa€e noaanbluy 06po6Ky, AKLLO BUNLIOB TEPMIH NPUAATHOCTI
TecT-cMyKu Alegria®.

NONEPEAEHHA TA 3ACTEPEXKEHHA

. Bci peareHTr Habopy Npr3HayYeHi TiNbKK AN AiarHOCTUKK in vitro.

. KomMnoHeHTW, Lo MIiCTATb NIOACbKY CMpoBaTKy, Oynn npoTecToBaHi
meTogamu, cxsaneHrmu IOA, Ta BM3HaHI HeratmBHumK ana HBsAg, HCV,
BI/1-1 Ta BIJ1-2. XKofieH TecT He MOXe rapaHTyBaTu BifcyTHicTb HBsAg, HCV,
HIV1 abo HIV2, Tomy BCi peareHTr Ha OCHOBI NIOACHKOT CUPOBATKM B LIbOMY
Habopi MoBMHHI ByTM 06pobNeHi Tak, AKOM BOHW 3haTHI NepepasaTtut
iHdekuito.

. Brvaunin cupoBatkoBuin anbbymiH (BCA), BAKOPUCTaHWI B KOMMOHEHTaX,
6yB NpoTecToBaHWi Ha BSE i BUAABUBCA HEraTVBHUM.

. YHuKaunte KOHTaKTy i3 cybcTtpaTom TMbB (3,3, 55" -
TeTpameTnn6eH3NANHOM).

o Cuctema pigvHN MiCTUTb KUCNOTY, Knacudikauia € 6e3neyHoto. YHuKanTe
KOHTaKTY 3i LWKipoo.

. KoHTponb, 6ydep ansa 3paskis i npommsHuiA 6ydep MicTATb as3ug HaTpito
0,09% B AKOCTi KOHCepBaHTy. LA KOHUeHTpaLis KnacmdikyeTbca sk
6e3neyHa.

. DepMeHTHUIN KOH'loraHT, KOHTpOosb | 6ydep ana 3paskis mictatb ProClin
300 0.05% B sIKOCTi KOHCepBaHTY. Lia KoHUeHTpauina knacudikyeTbcs Ak

6e3neyHa.
Mig yac o06pOOKM BCiX peareHTiB, KOHTPOMIB Ta 3pa3KiB CMpPOBATKU
LOTPUMYBATMCA iCHYlOUMX MpaBun nabopaTopHoi 6e3nekn i HanexHoi

nabopaTopHOi NPaKTUKK:

. 3axoau nepuuoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTenbHoO
NPOMUTY BOLOIO 3 MUIIOM. 3HATW 3abpyAHEHWU ofsAr i B3yTTA | BUMUTK
nepep rMoBTOPHUM BMKOPUCTaHHAM. AKLWO pigvHa CMCTEMU BCTYMNa€ B
KOHTAKT 3i WKipoto, peTenbHO NpomMunTe Boaoto. [licna KOHTaKTy 3 oumma
peTenbHO MPOMUTU BifKPUTE OKO MPOTOYHOK BOAOI LIOHaMMeHLe
npoTsrom 10 XBUSIVH. 3BEPHITbCA A0 NiKapsA, AKLWO Lie HeobXigHo.

. OcobucTa 6e3neka, 3axXMCcHe CNOPALKEHHSA | HaA3BMYaHI 3axoaun:

JloTpumyBaTnCA NpaBua TexHikM H6e3nekn nabopatopii. YHUKaTe KOHTaKTy 3i

WKipoto Ta oumma. He kosTawnTe. He ninetynte potom. He iKTe, He nuiiTe, He

KypiTb | He HAHOCITb MaKifX B TUX MiCLAX, ie 3HaX0AATbCA 3pa3ku abo peareHTH

Habopy. Mpu po3nuBaHHi 36epiTb iIHEPTHUM MaTepianom i yTunisynte.

. 3acobu iHAMBigyanbHoro 3axucty: OpdAraiite 3axuCHi PyKaBUYKK 3
HITPUTHOTO KayuyKy abo HaTypasibHOro fiatekcy. HociTb 3axuncHi okynapw.
3acTOCOBYIOTbCA BiANOBIAHO 3a NPU3HAYEHHAM.

. YMoBM, AKUX cniff yHMKaTh: Tak AK po3unH cybCcTpaTy € CBITIOUYTANBUM,
36epiraty cMyxkun Alegria® B TempsBi.

. [na yTunisauii nabopaTopHMX BigxomiB JOTPUMYBATUCA HaLiOHaNIbHOrO
ab0 perioHanbHOro 3aKOHOAABCTBA.

[oTpumynTecb pekoMmeHpauin Ana BUKOHAHHA KOHTPOJIO AKOCTI B MeANYHMX

naboparopinx WAAXOM aHasi3y KOHTPOSIO i/abo 06'efHaHNX CMPOBATOK.

BMICT HABOPY
24 ORG 911G  [JoctaTHbO ANnA NpoBefAeHHA 24 aHanisis
TectoBi cmyxKkmn  TecT-cmyxkm Alegria® € mopynamm 3 8 nyHOK KOXHa, AKi
Alegria24  cknagawTbca 3:



JIyHKN 1+2: MopoxHi i He noKpuTi
po3BefeHHA 3pa3kKis)
BkpuTi aHTUreHoM (peakuiHi nyHKu)
KoHTponb; XOBTOro Kosibopy; MiCTUTb
cneundiyHi aHTuTing, PBS, BSA, Mutounia
3acib, KoHCepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.

QepMeHTHUIN KOH'lOraHT; CBiTNO-
YepBOHUIA; MICTUTb aHTUMIOACLKI 1gG
aHTuTina, nosHaueHi HRP; PBS, BSA,
MUtoUMiA 3aci6, KoHcepaaHT ProClin 300
0.05%.

Bybep pns 3paskiB: >KOBTUIA; MICTUTb
PBS, BSA, muiounin 3acib, KoHcepBaHT
asugy Hatpito 0,09% i ProClin 300 0.05%.

(nyHkn pnAa

JTyHKN 3+4:
JlyHka 5:

&- “ni_.
=

JlyHKa 6:

JlyHka 7:

TMB cybcTpat: npo3opuis; mictuts 3,3,
5,5" - TeTpameTn6eH3MaNH.

JlyHka 8:

LWtpux-kon: Borrel IgG Ha po3gapykisui: Borr-G

1x20mn  lNpomusHui Bydep, Wo MicTuTb Tpuc, MUiounin 3acib,
KOHCepBaHT a3ungy HaTpito 0,09%; 50 x KOHLeHTpaT
1x25mn  CucremHa piguHa, MictTuTb Kncnoty; 1000 X KOHLEeHTpaT

1 IHcTpyKUia ana BuKkopuctaHHa Alegria®: Alegria® Mini-
DVD
1 Ceptudikat aHanisy

3BEPIFAHHA TA CTABUIbHICTb

. 36epiraT Habip npwu 2 - 8 °Cy TempABi.

. He nigpaBaTn peareHTV BNAMBY Tenna, COHLA abo CUbHOrO CBiTNa Nif Yac
30epiraHHA Ta BUKOPUCTaHHA.

. 36epiratn  Alegria® TecToBi
ocCyuIyBayem.

. TepMmiH NprAaTHOCTI 3aKPUTOro Habopy CTaHOBWTL 15 micAuiB Big AaTn
BUTOTOBNEHHA. 3aKkpuTi peareHTV CTabifbHi [0 3aKiHUEHHA TepMiHy
npuaaTHoCTi Habopy. [IBUTUCL ETUKETKM ANA OKPEeMUX NapTii.

. PossegeHuin MpomueHuii bydpep Ta CuctemHa PignHa cTabinbHi
woHarmeHwwe 30 gHis npu 2-8 °C. PeKoMeHAy€EeTbCA BUKOPUCTaHHA B TOW
Xe fieHb.

CMYXKNU B TrepMeTnyHomy naketi 3

HEOBXIAHI MATEPIANIN

. Buxposuii mikcep

. MNineTkn Ha 10 Mkn

. MipHui yuniHgp Ha 1000 mn i 2500 mn
. [nctunboBaHa abo aeioHizoBaHa Boaa

3ABIP, 3BEPIFAHHA | OBPOBKA 3PA3KA

. 36epiTb 3pasku LiNbHOI KPOBi, BUKOPVCTOBYIOUN MPUAHATHY MeAUUHY
TEXHONOTi0, YHUKAoum remornisy.

. [lanTe MOXNMBICTb KPOBI 3ryCTUTUCA i BifOKpeMTe CMpOBaTKy abo nnasmy
LeHTprYryBaHHAM.

e  CupoBatka MOBUHHA OyTM umuCTOlO i HeremonizoBaHow. HeobxigHO
YHUKATU reMosliTMyHOi abo ninemiuHoi cpoBaTKu.

. 3pa3ky NOBMHHI 36epiraTnca B XonoAunabHUKY npu 2-8 °C fo 5 aHiB abo
npwu -20 °C go wecTn micauis.

. YHUKaTe NOBTOPHOrO 3aMOPOXKYBaHHA | PO3MOPOXKYBaHHA 3pasKis
CcnpoBaTKM abo nnasmu. Lie Moxke Npu3BecTy 4o Pi3HOT BTPATN aKTUBHOCTI
aHTuTINa.

. He pekomeHyeTbCA TeCTYyBaHHA iIHAKTVBOBAHOI TENIOM CMPOBATKM.

NMPOLUEAYPHI 3AYBAXEHHA
. He BUKOPWCTOBY/Te KOMMOHEHTV Habopy MicnA 3aKiHYEHHA TepMiHy

nNpuUAaTHOCTI.

. Bci maTepianu cnig npmBectn fo KimHaTHOT TemnepaTtypu (20-28°C) nepep
BUKOPUCTaHHAM.

. Ona 3anobiraHHA 3abpyfHEeHHs MiHANTe HaKOHEUYHUKM MineTku Mix
3paskamu.

NIArOTOBKA PEATEHTIB

MpomueHuti 6yep

Po36aBTe BMicT KOHLEeHTpaTy MpommeHoro 6ydepa (50x) AucTUNbOBaHOK abo
[IeioHi30BaHOI0 BOJOIO A0 KiHUeBoro o6'emy 1000 mn nepes BUKOPUCTAHHAM.
BHecTn posbaBneHuin npomuBHUIA Oydep B KOHTEMHep [ANA peareHTy
iHCTPyMeHTy. KO NPOBOAUTUMETbCA TifIbKM OAWH aHaii3 Ha AeHb, MU
peKoMeHZYEMO BHOCUTU TinbKu 500 mn po3segeHoro MpomureHoro bydepa.

CucmemHa piouHa

Po36aBTe BMicT kKoHUeHTpaTy CructemHoi PignHu (1000x) ancTunboBaHoio abo
[leioHi30BaHOI0 BOJOIO A0 KiHLEBOro 06'emy 2500 mMn nepes BUKOPUCTAHHAM.

Mepeknaday Pomatiok H. 1.

MNepeHecitb po36aBneHy CuctemHy PiguHy B KOHTeMHep [ANnA peareHTy
iHCTpYMeHTY.

Tecmosi cmyxKu

[lictaHbTe HeobXigHY KinbKicTb Alegria® TeCT-CMy>KOK 3 YNaKoBKM i JOBeAiTb iX
0o KiMHaTHOI Temnepatypu (20-28 °C). He 3HimaliTe NMOKpPUTTA 3 MOPOXKHIX
NYHOK, NOKM B1 He roTOBi po3mnoyaTy aHanis.

NPOLEAYPA TECTY

Tect-cmyxkm  Alegria® 3 TexHonorielo  SMC®

ZiarHOCTMYHUM iHCTpymeHTOM Alegria®.

[eTanbHy iHpopmaLilo Npo pPoboTy 3 NPUIagOM MOXHA 3HaUTU B IHCTPYKUIT

LLIOA0 3aCTOCYBaHHA.

1) 3HiMiTb NOKPUTTA 3 NOPOXHIX NYHOK 1-4 Ha TecT-cMy»Kax Alegria®.

He 3HimaliTe NOKPUTTA 3 NYHOK 5-8 3 HAHECEHUM Ha HUX WTPUNX-
Kogom.

2)  MinetyiTe 10 MKN Hepo36aBIEHOrO 3pa3ka Ha JHO NyHKM 1.

3)  MNomicTiTb CMyXKy B SysTray.

4)  Po3micTiTb 3aBaHTaxKeHuin SysTray B npaBuibHOMY NOJIOXEHHI Ha npunagi
Alegria® i nouHiTb poboTy. Bci nmoganbli Kpoku OyayTb 3pobneHi
aBTOMaTuyHoO. [lpoBefeHHA aHaniy BBaXKa€TbCA 3aBepPLUEHMM, KOMu
npwnag nounHae ApyKyBaTty pesynbraTu.

BUKOPUCTOBYIKOTbCA 3

ay

KANIBPYBAHHA
Lia aHanizoBaHa cuctema BigkanibpoBaHa y BiJHOCHO [OBINIbBHUX OAMHMUAX,
TOMY LLO A1 LbOrO aHasli3y HEMAE MiXkHapOAHOI pedepeHTHOT MiAroTOBKM.

NIAPAXYHOK PE3YJIbTATIB

3a ponomoroto SMC® TexHonorii BCi TeCTOBI JaHi NnepefatoTbCa B CUCTEMY Yepes
OoKpeMi WTPUX-KOAMN Ha TecT-cMy»kKkax Alegria®. Po3paxyHok Ta iHTepnpeTauin
pe3ynbTaTiB BUKOHYBaTVMYTbCA aBTOMATUUHO.

POBOU4I XAPAKTEPUCTUKU

[liana3oH BUMipIOBaHHA

[liana3oH po3paxyHKy Liboro aHanisy Alegria®: 0-200 Opg/mn
OuikyBaHi pesynbTaTu

BiacikaHHa Alegria® aHanisy cTaHOBUTD: 25 Oa/mn

IHTepnpeTauin pesynbTatis

HeratuBHui: <200a/mn
IpaHnyHn: 20-250a/mn
Mo3nTuBHMIN: >250a/mn
OBMEXXEHHA NPOLIEAYPU

Llen aHani3 nprM3HayYeHUN B AKOCTI AiarHOCTUYHOT fonoMorn. NeBHUI KNiHiYHNUIA
fiarHo3 He MOBUHEH I'PYHTYBATUCA HA pe3ynbTaTax OAHOMO TeCTY, BiH MOBUHEH
6yT 3pobneHNin nikapem MicNA OUiHKM BCIX KAiHIYHUX Ta nabopaTopHMX
focnigxeHb. TakoX KOXHe pilleHHA AnAa Tepanii cnif npunmaTy inameiayanbHo.
Buwe 3a3HauyeHi pedepeHTHi fAianasoHu cnig po3rnagatm  TiNbKU  AK
pekomeHpgaLii. PekomeHayeTbcs, Wob6 KoXHa nabopaTtopia BCTaHOBMMA BNACHi
HOPManbHi Ta NAaTONOrIYHI Aiana3oHn ANA aHTUTIN Y 3pa3Kax NaLieHTIB.
HeraTuBHuin pe3ynbTaT He BUKMOYAE iHOEKLil, OCKINbKN CMPOBATKY MOXKHA
B3ATU 3aHAaATO paHo, Wo6 BMABMTU aHTWTINA. MMO3NTMBHWMIA pe3ynbTaT He
BMKJIIOYAE HAABHOCTI  iHWOro iHQEKUiNHOro natoreHy AK MNpUYMHA
3aXBOPIOBAHHSA.

JNiHinHicTb

Tpw 3pa3ky nauieHTiB, AKi MiCTATb BUCOKI PiBHI cneyniuyHmX aHTUTIN, CepiliHO
po3Bogunu B 6ydepi AnA 3paska, WOO MPOAEMOHCTPYBaTM AUHAMIYHUIA
Aiana3oH aHanisy. AKTUBHICTb 1A KOXXHOIo po3BefeHHA 6yno po3paxoBaHo 3a
ponomoroto TexHonorii SMC®.

3pa3ok Po3BepeHHA OTtpumaxe OuikyBaHe Ouk/OT1p
3HaYeHHs 3HaYeHHs

MOga/mn MOga/mn [%]

1 1:100 159.8 159.8 100
1:200 80.9 79.9 101

1:400 38.6 40.0 97

1:800 19.7 20.0 99

2 1:100 115.9 115.9 100
1:200 56.9 58.0 98




1:400 26.5 29.0 92
1:800 13.8 14.5 95
3 1:100 98.7 98.7 100
1:200 54.0 49.4 109
1:400 25.8 24.7 105
1:800 135 123 110

Mexa BusaBneHHA
HalimeHLwwa KinbKicTb BUABNEHMX aHTUTIN cTaHOBUTL: 4.5 Oa/mn

BiaTBOplOBaHicTb

TouHicTb B Mexax TecTy: KoediuieHT Bapiauii (CV) po3paxoByBanu Afisi KOXHOro
3 TPbOX 3pa3KiB 3a pe3ynbTaTamu 24 BU3HAYeHb B O4HOMY aHanisi. PesynbTatu
[NA TOYUHOCTI B MeXax aHanily HaBefieHi B Tabnuui Huxye.

Mix cepiiiHa TouHicTb: KoediuieHT Bapiauii (CV) po3paxoByBanu AnAa KOXHOro 3
TPbOX 3pa3KiB 3a pe3ynbTaTamu 6 BU3HaYEHb B 5 Pi3HMX aHanisax. Pesynbtatu
INA BUKOHaHHA A0 3anyCcKy TOYHOCTI HaBeAeHi B TabnuLi Huxue.

B cepepuHi aHanisy Mix aHanizamm
CepenHe KB CepepHe KB
3pa3ok 3HaUYeHHA [%] 3pa3ok 3HaUYeHHA [%)]
Op/mn Oa/mn
1 6.1 54 1 8.8 57
2 24.2 6.3 2 25.8 6.4
3 155.0 5.4 3 150.7 5.4

InTepdepyioui peuoBuHU

He cnocTepiranocs iHTepdepeHLii Npu TecTyBaHHi 3pa3KiB 3 remonizom (go
1000 mr/gn) abo ninemiuHolo cupoBaTKow (go 3 r/gn Tpurniuepugis) abo
nnasmoto, abo 6inipy6iHom (Ao 40 mMr/an) AKMIA MICTUTb CUPOBATKY abo nnasmy.
He cnocTepiranocs 6yab-AKOro BMAVBY NPWU BUKOPUCTaHHI aHTUKOArymnsHTiB
(Umntpat, EATA, lenapun). MpoTe 3 npakTUYHMX MipKYBaHb pPeKOMeHOYETbCA
YHUKATU CUJIbHO FemMoJli3oBaHmx abo NineMH1x 3paskKis.

Hisikux nepewkon He crocTepiranu npu 6akTepianbHMx abo BipycHUX
iHbekuisx 3 T. pallidum, Chlamydia sp., Yersinia sp., Parovirus B19 un roctpux
iHbekuinx EBV. Takox He cnocTepiraloTbcsa XOAHI iHTepdepeHLiHNX edekTiB
npu peBMAaTUYHMX 3aXBOPIOBAHHAX, MOB'A3aHMX 3 MiABULIEHUMMK TUTpamu
peBMaToifgHUX bakTopiB a60 aHTUHYKNEAPHUX aHTUTINaMU.

CeponpeBaneHTHICTb
AHnani3 100 3g0poBMX AOHOPIB KPOBi 3 HimeuyumHn nokasas 9 MO3UTUBHUX
pe3synbTaTiB, eKBiBaneHTHMUX 9% cepornpeBaneHTHOCTI.

PesynbTatu pocnipgKeHb

MopiBHANbHE fOCNiAKEHHA

194 3pa3km O6ynu nepeBipeHi MOPIBHANBHUM MeTodoM. [ocnigKeHHs
HaceneHHs MICTUNO 3pa3kum 3 [BOX KIiHIUHWX nabopaTopiit. [paHWyHi
pe3ynbTati He 6ynu nepe.ipeHi.

Y pedepeHTHOMY MeTofi 56 3paskiB 6ynu BU3HaHI NO3UTUBHMMK. Ha nigcTasi
pedepeHTHOro MeTofy 51 i3 56 3paskiB Takox Oy NO3NTMBHUMU B aHanisi IgG
Alegria® Anti-Borrelia, Takum unHom, oTprumanu YyTnusictb 91,1%/

Y pedepeHTHOMY MeTogi 138 3pa3kiB Oynu 3HaliAeHi HeraTuBHUMK. Ha OCHOBI
pedepeHTHOro Metomy 133 3 138 3paskiB Oynu HeraTBHMMUK B aHanisi 1gG
Alegria® Anti-Borrelia, Takum unHom oTprmaBLwm cneuundivHicTb 96,4%.

184 3 194 3pa3kiB Mokasanu BiANOBIAHI pe3ynbTatu, AKi cknapatoTb 94,8%
Y3rofpKeHHs.

Kpim Toro, 6yno npoaHanizoBaHo 10 3pa3KiB KNiHiYHO BM3HAUEHUX MaLli€HTIB,
AKi CTpaXxpaloTb Ha iHdeKLito Bopenii. BoHu 6ynu npaBunbHO NpoaHani3oBaHi B
aHanisi lgG Anti-Borrelia (9 3pa3kiB No3nTBHUX Ta 1 3pa3oK rPaHUYHNI).

MopiBHANbHMIA MeTOx

Mo3 Her
ORG 911G Mos 51 5%
Anti-Borrelia IgG Her 5° 133
56 138 194
YyTtnmsicTb: 91.1 %
CneymnodiyHicTb: 96.4 %
3aranbHe y3rofxeHHs: 94.8 %

*[1Ba 3pa3Ku NO3NTUBHI y BecTepH-6510T
°BCi 5 3paskKiB HeraTusHi y BectepH-bnot

KniHiuHe gocnipxeHHa

84 kniHiuHi 3pa3ku 6ynu NnpoaHanizoBaHi 3a aHanizom Alegria.

Etan 1: 21 3pa3ok cMpoBaTKM y NaLiEHTIB 3 KNiHIYHOIO NifO3pPOIo Ha
nepwuin etan 6openiosy Jlanma nicna ykycy kniwa (11 Bunagkis
3 Mirpyioyoto epuTemoio)

Etan 2: 20 3pa3kiB 3 nauieHTiB 3 HellPobopPenio3om (rocTpuii i MUHYNNIA)
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Etan 3: 43 3pa3ku 3 nauieHTiB 3 apTpUTOM

Samples Anti-Borrelia IgM Anti-Borrelia IgG 1gM + 156
Disease| Clinics rumber | peaitve | %poitive | Bacsetine| ' borderting| podstive | % positive | baederiing |5 borderting] rasctive | % reacive
Stage 1 |Borreliosis after tick-bite| 21 15 TLa% 2 9.5% 10 47.6% 3 14.3% 18 B5.7%
Stage 2 |Neuroborreliosis 20 (] 30.0% 3 15.0% 14 70.0% 1 5.0% 15** | 75.0%
Stage 3 |Arthritis 43 9 20.9% 1 23% 39 90.7% 4 9.3% 43 100.0%

*peaKTUBHWI: FPAHNYHWI 60 NO3UTUBHUIA
** 5 3paskiB, Wo 6ynu HeraTVBHUMK, NPV NPOBEAEHHI CEPONOriYHNX aHani3is
nokKasanu No3nTuBHY peakuito Ha CFS.
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