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BupobHuk  : AESKU. Diagnostics,

(Himey4uHa)

OCHOB0IO _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkol Moo, 8kadeHol 8 Habip. Homep i 0ama eepcii
opueiHamy ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1. MpusHayeHHA

AESKULISA Borrelia-G siBnse co6oio TBepgodasHuin iMyHopepMeHTHMI aHani3s
OnA  KinbKicHOro Ta AKicCHOro BM3HauyeHHA IgG aHTWTin npotu Borrelia
burgdorferi.

AHani3 € iHCTpyMeHTOM B AiarHocTuLi xBopobu Jlaima.

2. KniniyHe 3acTocyBaHHA i npuHUMN aHanisy (Jus. opuziHan iHcmpyKuii).

0.1% (KkOHCepBaHT)
Kor'torar, IgG 1x15mn CuHin CuHin Mictutb: AHTK-
imyHornobyninun
NIOANHN, KOH'IOroBaHi 3
NepoKCKAa30l XPOHY,
6U1Yaunin CMpoBaTKOBUI
anbbymiH (BCA)
Cyb6ctpat TMB 1x15mn YopHuin BeskonipHuin | CrabinizoBaHuii
TMB/H,0;
Cron Po3unH 1x15mn Binun BeskonipHuin | 1 M conaHoi Kncnotu
MikponnaHwet | 12x8- - - CMyXKW, AKi
NYHKOBUX BiJOKPEMIIOITbCA
CMY>KOK MoKpWTTA AUB. NYHKT 1

* Konip 36ibLyeTbCA 3 KOHLEHTpaLiE

HEOBXIAHI MATEPIAJIY, O HE MOCTAYAIOTbCA

MnaHweTHUit pigep 3 GinbTpom 450 HM i onuinHUM pedepeHTHUM dinbTpom 620 HM (600-
690 Hm). CknaHwi nocyn (unninap 100-1000 mn), npobipku AnA po3sefeHHA. BopTekc,
nineTku npeuusinyi (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHweTHuid MpucTpiii ana npomuBkm (300 MKN NOBTOPIOBaHHA  abo
6araTokaHanbHa nineTka abo aBToMaTM30BaHa cMcTeMa), afcopbytounin nanip.

Hawi TecTv npusHauyeHi ANA BUKOPUCTaHHA 3 OYMLLEHOW BOAOK BIAMOBIAHO A0
BU3HaueHHs Qapmakonei CLLUA (USP 26 - NF 21) Ta €Bponeiicbkoi Oapmakonei (Eur.Ph. 4-
e BuA).

Mpuxnyun mecmy

3pa3ku cmpoBaTKK, po3baBneHi 1:101, iHKyOyloTb B MiKpomnnaHweTax 3
BHECEHHAM KOHKPETHOrO aHTUreHa. AHTUTING NaLieHTa, AKLLO BOHW NPUCYTHI B
3pasKy, 3B'A3yl0TbCA 3 aHTWreHom. Hess'asaHa ¢paKuia BMMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACHKI  iIMyHOrNoOYNiHW, KOH'loroBaHi 3
nepoKcnpasolo XpoHy (KkoH'torat), iHKyOyloTb i BigOyBaeTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTIIO B 3pa3kax B MiKpornaHlleTtax. Hess'asaHui
KOH'IOraT BMMMBAETbCA Ha HacTynHin cTagii. JogaBaHHAa TMB cy6ctpaty
reHepye ¢bepmeHTaTVBHY KOJNIOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YNUHAETbCA PO3BEAEHO  KUCNOTOK (KOMip 3MIHIOETbCA Ha MOBTUN).
LBMAKiCTb YTBOPEHHA KOMbOpy Bif XpomoreHy € OYHKLUi€ KinbKoCTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuiHa
NoYaTKOBIN KOHLEHTpaLii BifnoBifHNX aHTUTIN ¥ 3pa3Ky nauieHTa.

3. Komnnekr nocraBkun

MAKOTb BYTU BIAHOBJIEHI
KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT
KOBMaykKa PO3unHy
Bydep ana 1x20mn Binui KosTuin 5 X KOHLEHTPOBaHWIA
3pa3skis (5x) Tpic, NaCl, BSA, asug
HaTpito < 0.1%
(KOHCepBaHT)
YBara! byab nacka, He nnytainte 6ydep ana 3paskis Borrelia-G
(oBTMit po3unH) 3 6ypepom ana 3paskis Borrelia-M (cBiTno-
3eneHuin pos3unH) uyepe3 fofaBaHHA abcopbentiB PO B
OCTaHHbOMY BUNaAKy!
MpomueHM 1x20mn Binun 3eneHnin 50 X KOHLEHTPOBaHMN N
6ydep (50x) Tpic, NaCl, TiH 20, a3ug
HaTpito < 0.1%
(KOHCepBaHT)
roToBI JO BUKOPUCTAHHA
KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT
KOBMaykKa POo3unHy
HeratusHun 1x1.5mn 3enexHun beskonipHuin | Jlioacbka cupoBaTKa
KoHTponb (po3BepeHa), buyaumin
CUPOBATKOBUIA anbOyMmiH
(BCA), a3up HaTpito <
0.1% (KkoHcepBaHT)
Mo3nTtnBHUI 1x1.5mn | YepBoHuin MKosTtnin JloacbKka cmpoBaTka
KoHTponb (po3BepeHa), bruuaunii
CUPOBATKOBUIA anbOyMmiH
(BCA), a3up HaTpito <
0.1% (KOHCepBaHT)
Kani6patop 1x1.5mn CuHin KosTuin JliofgcbKa cnpoBatka
Cut-off (po3BepeHa), buyaumin
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KOHCepBaHT)
Kani6patopu 6x1.5mn | binun Kostuin* KoHueHTpaLif KoXXHoro
kanibpartopa: 0, 3, 10, 30,
100, 300 Og/mn.
Jiogcbka cupoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUI aNnbOyMiH
(BCA), a3ug HaTpito <

4. 36epiraHHA Ta TepMiH NpUAATHOCTI

36epiraTi BCi peareHTV i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHin ynakoBui. [0TOBI, BiGHOBMEHi Po3unHK cTabinbHi npoTarom 1
micaua npu Temnepatypi 4 °C/39°F, Ak miHimym. PeareHTu i mikponnaHuwet
NOBUHHI  BMKOPWUCTOBYBATUCA TiNbKM B MeXax TepMiHYy MpUAATHOCTI,
3a3HAaYEHOro Ha KOXXHOMY  KOMMOHEeHTi. YHuKaiTe iHTeHCMBHOro BrIMBY
cBiTNna Ha TMB po3uuH. 36epiranTe MiKponnaHWeTy B NPU3HaAYEeHin Ana Lboro
donb3si, B TOMy umnchi 3 ocylyBayem, i WinbHO 3aKpuBawTe.

5. 3axoau 6e3neKn BUKOPNCTaHHA

5.1 He6e3neka ans 3goposB'a

et npodykm npusnavenuii minexku AJ1 JIATHOCTUKU IN VITRO. Takum
UVHOM, TifIbKM MNepCoHasn, HaBYeHUI i cneuianbHO iHGOPMOBaHMIA  WOAO
METOZIB AiarHOCTMKM B NPo6ipLi, MOXXe NPOBOAWTY aHani3. Xoua Leln NpoayKT
He BBAXAETbCA OCOONAMBO TOKCMYHMM abo HebesneyHMm B YMOBax
HOPManbHOro BUKOPWCTaHHSA, MPUTPUMYyATECb HACTYMHUX 3axOoA4iB  AnA
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axoou 6e3neku

Lleit KOMNNeKT MiCTUTb NOTEHUiINHO Hebe3neyHi KOMMOHEHTN. Xo4a peareHTn
He KnacndikoBaHi AK MOAPA3HUK ANA OYel i LWKipn, MU PeKOMeHAYEMO
YHUKHYTV KOHTaKTY 3 O4MMa Ta LUKIPOIo i HOCUTN OAHOPa30Bi PyKaBUUKM.
YBATA! Kanibpatopu, KoHTponi Ta bydepun mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaN3 moxKe 6yTn TOKCUYHMM, AKLIO MOro NPOKOBTHYTK abo npu
nonagaHHi Ha wkipy i oui. NaN3 moxe pearyBaTu 3i cBMHUEeM i migato i
bopmyBaTn BUOYyXOHebe3MneuHi as3man MmeTaniB. [pu 3HULEHHI, 3MUTU 3
BE/IMKOIO KiNbKiCTIO BOAK, W06 3anobirty HakonunyeHHio asugis. byab nacka,
3BEpHITbCA A0 Npouenyp Ae3akTueauii, Ak Le BuknageHo CDC abo go iHwmx
MicLieBNX/HaLiOHANbHUX KePIBHUX MPUHLMMIB.

He nanitb, He XTe i He NuiATe Npu Po6OoTi 3 HABOPOM.

He ninetysaTtu poTtom.

Becb BuMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA AEAKUX
peareHTiB  LbOro Habopy (KOHTponi, cTaHpapTw, Hanpuknag) O6ys
NpoTeCcTOBaHW CxBafeHUMK MeTogamu, i 6yB HeraTvBHum fo HbsAg,
renatuty C Ta BIJT 1. MpoTe, »ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BiPYCHMX areHTiB y Takmx MaTepianax NOBHICTIO. TaKMM YMHOM, MOBOAUTACH 3
KOHTPONAMY, CTaHAapTaMM i 3pa3kaMi NaLi€HTIB AK 3 MOTEHLiHM [pKepenom
iHbeKUiHMX 3aXBOPIOBaHb i BifNOBiAHO [0 HaLliOHaNbHKX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA

He 3miwyiiTe i He 3amiHIoNTe peareHTr abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPMBECTU [0 3MiH B pe3ysibTaTax.

MpriBecTn BCi KOMMNOHEHTWN AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BUMKOPUCTaHHAM, fJobpe  nepemiwaty i  BOTPMMYyBaTUCb
peKkoMeHA0BaHOI iHKybaLiHOT cxemun ANA ONTYMaNIbHOrO BUKOHAHHA TecTy.
IHKy6auia: Mu pekomeHgyemo npoBogutu Tect npu 30 °C/86 °F pgnsa
aBTOMaTN30BaHMX CUCTEM.

Hikonu He nigpaBaiiTe KOMMOHEHTU 6inbll BUCOKiA Temnepatypi, Hix 37
°C/98.6 °F.

3aBXaM NPoOBOAMTU MiMeTyBaHHA pPO34MHY Cy6CTpaTy TiNbKM 3 HOBUMM
HaKOHeYHMKamW. 3axuaTi Len peareHT Bif csiTna. Hikonu He ninetysaTtn
KOH'IoraT 3 HaKOHeYHUKaMK, AKi BUKOPVCTOBYBAINCL 3 iHWIMMK peareHTamu
[0 uboro.

MeBHWII KNiHIYHMIA AiarHO3 He MOBMHEH FPYHTYBaTWCA Ha pesynbTaTax
TiNbKN npoBefieHOro Tecty, afe Ma€ 6yTu 3pobneHuir nikapem nicns
OLIHKM BCiX KNiHIYHNX Ta nabopaTopHuX AocnigKeHb. [liarHo3 NnoBUHEH
6yTn nepeBipeHni1 3 BUKOPUCTaHHAM Pi3HNX METOAIB AiarHOCTUKN.




6. Big6ip npo6, BukopuctaHHa Ta 36epiraHHA

BukopucToByiiTe nepeBaxHO 3ibpaHi HelWo[aBHO 3pa3ku cupoBaTKu. 3abip
KPOBi MOBWHEH NPOBOAUTMCH BIAMOBIAHO [0 AepXaBHMX BuMor. He
BMKOPWCTOBYWTE IKTEPUYHi, ninemiyHi, remonizoBaHi abo 6GakTepianbHO
3abpyaHeHi 3pasku. CupoBaTKa 3 4YacTKamy MOBMHHA OyTW ouulieHa
LeHTpUdYryBaHHAM 3 HU3bKOIO WBUAKICTIO (<1000 X g). 3pa3ku KpoBi NOBUHHI
6yTn 3i6paHi B umcTi, cyxi i MOPOXHi Mpobipku. Micna cenapauii, 3pasku
CUPOBATKM CNif BUKOPUCTOBYBATM Bifjpa3y, 36epirati WifbHO 3aKpUTUMU Npu
TemnepaTypi 2-8 °C/35-46 °F po 48 roguH i 3amopoxeHumun npu -20 °C/-4 °F
ana 6inbw TpUBanux nepiogis.

7.Mpouepypa aHanisy

7.1 NigroToBui 3axoau nepea nNineTyBaHHAM

Po3BecT KOHLEHTPOBaHi peareHTI:

Po3Bectn KoHueHTpoBaHuin 6ydep ana B3ipuiB 1:5 AUCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bectu KoHueHTpoBaHuii MpomuBHUiA Bydep 1:50 AUCTUNBOBAHO BOAOKD
(Hanpwuknag, 20 mn natoc 980 mn).

o6 YHWKHYTU MOMUIOK MU MPOMOHYEMO MO3HAUYUTM KOBMAYKM PIi3HMX
KanibpaTtopis.

3pasku:

Po3Bectu 3pasku cpoBaTkm 1:101 6ydepom ans 3paska (1x)

Hanpuknag, 1000 mkn 6ydepa ans 3paskis (1x) + 10 Mkn cupoatku. [Jobpe
nepemiwarn!

NMpomusaHHA:

MNigrotysatn 20 mn po3BegeHoro npommeHoro 6ydepa (1x) Ha 8 nyHok abo 200
MA Ha 96 NyHOK

Hanpwuknag, 4 Mn KOHUeHTpaTy nntoc 196 M AMCTUNbOBaHOT BOAN.

ABTOMaTN30BaHe NPOMMBAHHA:
BpaxyBaTv HapnMWKoOBi 06CArM, HeoOXigHI ANA HanawTyBaHHA npunagy, i
MepTBi 06CArM ANA aBTOMATU30BaHOro MineTyBaHHSA.

PyuyHe npomuBaHHA:

Buganutun pignHu 3 nyHOK nepekupaHHAM nnaHweTa. [ocTykatv pamkoto 3
MIKpOSTlyHKaMU eHepriiHo Ha unctuidi agcopbyrounii nanip. BHectn 300 mkn
po3BefileHOro NPOMKBHOrO OGydepa B KOXHY JlyHKY, nouekatn 20 CeKyHA.
MoBTOPMTU BCIO NpOLIEAYpY Lie ABa pasu.

MikponnaHweTtn:

Po3spaxyiite KinbKicTb NyHOK, HeO0bXigHWX Ans BUNPoOyBaHHsA. Buganutn 3amsi
NYHKW 3 pamu, NOMICTUTU B NaKeT i 36epiratyi pa3om 3 ocywyBayem, (2-8 °C/35-
46 °F).

7.2 Cxema lMineTyBaHHA
Mwu nponoHyemo ninetyBaTn KanibpaTopu, KOHTPOAI i 3pasku TaknM YMHOM:

Dina KIJIbKICHOI inTepnpertauii

Nna AKICHOI inTepnpeTaujii
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CalA: kanibpaTtop CalD: Ka;l\i‘6_p;rop PC: no3ntnBHuiA P1: nauieHt 1

. Po3BefeHoi cpoBatKu nauieHta (P1, P2 ...)

RO

IHKy6yBaTn npotArom 30 xBuAMH npwn 20-32 °C/68-

- 89.6 °F.

5. WASHB |
1 Npomntn 3 pasm 3 300 MKN NPOMUBHOrO
6ydepa (po3seneHunii 1:50).
— —
3w 300ul
KOH'IOrAT

6.

BHecTn 100 MK KOH'toraTy B KOXKHY NyHKY.

IHKybyBaTV npoTarom 30 xBuauH npu 20-32 °C/68-
89.6 °F.

Mpomntnn 3 pasm 3 300 MKN NPOMMUBHOrO
6ydepa (po3sepeHuii 1:50).

é\hj

CYBCTPAT

BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.

IHKy6yBaTn npotArom 30 xBuAMH npwn 20-32 °C/68-
\ 89.6 °F, 3axuLyeHunn Bif iHTEHCMBHOTO CBIiTNa.

30
CTOn PO34MH
1
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUM TOWM »Ke nopafdoK, Wo i npu
H —  nineTyBaHHi cy6cTpary.
+100 pl
12. oy
@ Butpumatu 5 xBUNUH miHimym.
13. PeTenbHO CTpyLlyBaTV NNACTUHY NPOTArOM 5 CeK.

BumipaT onTWYHY wWinbHicTb npu 450 HM
(pekomeHnpyeTbca 450/620 HmM) npotarom 30
XBWIVIH.

14, OR:; OD,p _

450/620 nm

8. KinbkicHa i fikicHa IHTepnpeTauis

[na KinbKicHOT iHTepnpeTauii nobyaysaTy CTaHAapTHY KpuBY, BigKnaswwu
ONTNYHY WinbHicTb (OD) KoxxHoOro Kani6partopa (Bicb ¥Y) no BigHOLWEHHIO
[0 BiANOBIAHMX 3HaueHb KOHUeHTpauil B Og/mn (Bicb X). inAa pocArHeHHs
HalKpalLmx pe3ynbTaTiB M1 PpeKOMeHAYEMO BUKopucTaHHsA log/lin koopaunHat
Ta 4-NapameTtpoBe HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTi BignoBiaHi
KOHLIeHTpaLjii aHTuTin, BpaxeHi B Og/mn.

HopmanbHui CyMHiBHWI Aliana3oH Mo3uTunsHi
AianasoH pesynbraTu
<120a/mn 12-18 Oa/mn > 18 Og/mn

A D KOHTPOSb P2: nauieHT 2
CalB: kanibpatop CalE: kanibpaTop NC: HeraTuBHMI P3: nauieHT 3
B E KOHTPOSb
CalC: kanibpaTtop CalF: kanibpaTop CC: cut-off
C F Kanibpatop
7.3 NpoBeAeHHA TeCTyBaHHA
Kpok | Onuc
1. MepeKoHalTecs, Wo nigroToBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe 6yna
nposegeHa nepea nineTyBaHHAM.
2. BrKopucToBYyiiTE HACTyMHi KPOKW [N1A  OTPUMaHHA HeobXigHUX

KiNIbKiCHWUX/AKICHUX pe3ynibTaTiB:

KOHTPOJII | 3PA3KM

3. BHecTu B 3a3HaueHi NyHKK, AK onnucaHo B po3aini 7.2

BuLye, 100 MK KOXKHOTO:

a. Kani6patopis (CAL.A go CALF) ana KIJIbKICHOI

abo
b. Cutoff kanibpatopa (CC) pgna AKICHOI
u iHTepnpeTauii i 100 MKN KOXHOrO 3 HAaCTYMHMWX:

+100 pl . HeratueHoro KOHTpOIIo (NO) i
MNo3utneHoro koHTponio (PC), i

IMpuknad cmaHoapmHoi Kpueoi
He sukopucmosysamu yeli npuknao ons iHmepnpemadii pesynemamie
nauyienmis!

Kani6pamopu lgG | OD 450/620 Hm | CV % (Bapiauyia)
00a/mn 0.030 0.0
30a/mn 0.143 1.0
10 Op/mn 0.359 2.0

30 Og/mn 0.679 53




1/800 55.9 58.8 95.1
2 1/100 233.0 230.0 101.3
1/200 113.8 115.0 98.9
1/400 63.2 57.5 110.0
1/800 26.2 28.8 91.1

100 Op/mn 1.341 1.6
300 Oa/mn 2.201 0.5
lMpuknao po3paxyHKy
MauieHT Ay6nikar (OD) CepepHe (OD) PesynbTtat
(Oa/mn)
P01 0.897/0.894 0.896 47.7
P02 0.424/0.441 0.433 14.6
3pa3ky  Bule 3HAUYEeHHA HalBMLWOro AianasoHy Kanibpatopa cnig

npeacTasnAT™A y Burnagi > Max. BoHu noBuHHI 6yTn po3BepeHi B Mipy
HeobXigHOCTI | 3HOBY aHani3oBaHi. 3pa3KM HMKYe 3HauyeHb [iana3oHy
KanibpaTtopa noBuHHI 6yT NpeacTaBneHi y Burnsagi < Min.

[aHi, XapakTepHi AnA KOHKPETHOro NOTYy, 3HaXoAATbCA B NUCTI KOHTPOSO
AKocTi. MepuuHi nabopatopii MOXyTb npoBoauTU CBi KoHTponb fkocTi
BMKOPWCTOBYIOUM BJIAaCHI KOHTPONi i/abo BHYTPILLHIMA Nyn CMpOBATOK, AK Lie
nepepbauyeHo Hopmamm €C.

KoHa nabopaTopia MOBUHHA BCTAHOBUTW CBOI MeXi HOPMaJIbHUX 3HayeHb,
IPYHTYIOUMCb Ha BNacHMX MeTofax, KOHTPOnAX, obnagHaHHi i nonynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBMIEHNMM NpoLiefypamu.

Y BunagKy, KONM 3HauyeHHA KOHTPOJIB He BiANOBIAalOTb KpUTEpIiAM, TecT €
HepfiicHUM | NOBUHEH By T MOBTOPEHWIA.

HactynHi TexHiuHi AaHi NOBWMHHI OyTM nepeBipeHi: TepMiH NpPUAATHOCTI
(NprroToBneHNx) peareHTiB, yMoBU 36epiraHHaA, NineTku, npunaau, poTomeTp,
YMOBW iHKy6aUii i MeToan NPOMMBKU.

AKWO npoTecToBaHi 3pa3ku MOKasylTb 3HAYeHHA, AKi BiAXMNATbCA Bif
BCTAHOB/NEHNX, abo KpuTepii MepeBipkM He BUKOHYIOTbCA 6e3 Barommx
npuyrH, 6yab Nacka, 3BEPHITbCA A0 BMPOOHMKA UM MOCTayasbHMKa TecT-
Habopy.

[nAa AakicHoi iHTepnpeTauii 3unTaT oNnTUYHY WinbHictb Cut-off Kanibpatopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHTa 3 OD Cut-off kanibpatopa. Ans
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO Po3rnafaTn CMpoBaTKW B Aiana3oHi
20% HaBKONIO MOPOroBOro 3HayeHHA, AK ABO3HAuHi. Bci 3paskm 3 Ginbl
BMCOKMM OD BBa)<alTbCA MO3UTUBHUMM, 3Ppa3kum 3 6inbw HuM3bkumu OD
BBaXaloTbCA HEraTBHUMM.

HeraTtusHmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-of
Mo3nTnBHMIA: OD nauienra > 1.2 X OD cut-off

9. TexHiuHi gaHi

Marepian 3paska:
O6car 3pasKa:

cupoBaTka
10 mkn 3pa3ska, po3segeHoro 1:101 B 1x

6ydepi ana 3paskis

3aranbHui Yac iHKy6auii: 90 xsunuH npwm 20-32 °C/68-89.6 °F

[LianasoH Kani6pyBaHHA: 0-300 Og/mn

AHaniTM4yHa YyTANBICTb: 1.0 Oa/mn

36epiraHHsA: npwv Temnepartypi 2-8 °C/35-46 °F
BMKOPUCTOBYNTE TiNbKN OPUriHaNbHI
¢dnakoHmn

KinbKicTb BU3SHaueHb: 96 TecTiB

10. [laHi npoAYKTUBHOCTI

10.1 AHaniTuyHa YyTamsictb
TectyBaHHA Oydepa ana 3paskiB 30 pasie Ha AESKULISA Borrelia-G pano
aHaniTMyHy vytnueictb 1.0 Oa/mn.

10.2 CneuyudiyHicTb i yyTAUBICTD

MikponnaHweTt NOKpUTMIN oYuweHumu anmuzesamu ma VIsSE. TMepexpecHa
PeaKTMBHICTb A0 iHWMWX ayTOAHTUIeHiB He criocTepiranacb. YyTnuBictb Habopy
CTaHOBUTb >95% B NOPIBHAHHI 3 CMpOBaTKamu 3 BifJOMUM iMyHHUM CTaTyCOM.
KniHiyHO BM3HaAuYeHi cMpoBaTKM [AEeMOHCTPYIOTb cneundiyHicTb >96% pana
1gG/IgM.

10.3 JliHifiHicTb

O6paHi cMpoBaTKM TecTyBanucb 3 UMM Habopom i 6yno BCTaHOBIEHO
NiHINHICTb po3BefieHHA. TUM He MeHLUe, yepe3 HeOLHOPIAHICTb XapakTepy
TIOACHKMX ayTOAHTUTIN MOXKYTb iCHyBaTW 3pas3Ku, WO He MignAraioTb LboMy
npasuny.

ne Pakrop Ko::n::i':':::iﬂ Kt)c:ll.::::;::iﬂ Bipnosnennn
0
3paska po3BefieHHA (Oa/mn) (Oa/mn) (%)
1 1/100 449.5 470.0 95.6
1/200 255.3 235.0 108.6
1/400 125.1 1175 106.4

10.4 TouHicTb

[nAa BM3HAYeHHA TOYHOCTI aHanisy, MIHAMBICTb (BCcepeauHi i MiX cepiamm)
OL|iHIOBanNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMx
3paskax CpoBaTKY, LWob NpeacTaBUTK fiana3oH B NOPIBHAHHI 3i CTaHAAPTHO
KpurBOIO0.

B aHanisi Mixx aHanisamn
3pa3ok | CepepgHe CV (%) 3pa3ok | CepepHe CV (%)
(Oa/mn) (Oa/mn)

1 26.0 6.7 1 27.6 6.2
2 151.9 4.7 2 153.0 74
3 276.5 7.7 3 284.0 5.1

10.5 Kani6pyBaHHsa
Yepes 6Opak MiXKHApPOAHOIO €eTajloOHHOro  KanibpyBaHHA Lel
BigkanibpoBaHui1 B BOBiNbHUX oguHMLAX (Og/mn).

aHani3

MosicHeHHA cuMBoONiB, WO BUKOPUCTOBYHOTbCA Ha MapKyBaHHi:

MegunuHnin BUpI6 Ans giarHOCTUKM in vitro
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