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OcHoBow rpu_nposedeHHi aHarizy € opueiHan iHcmpyKuii

aHenilcbKo MO08o, ekradeHoi 8 Habip. Homep i dama
sepcil _opueiHany ma nepeknady iHCMPYKUii no8uUHHI
— criienadamu.

3ArAllbHA IHOPOPMALIA

KinbkicTb TecTiB 96 TecTiB

Tect Mycobacterium Tuberculosis IgM ELISA
MeTon IMyHOCOp6GeHTHUI aHani3 IPA
MpuHUMN Henpsimun I®A: MnaHweT, noKpUTUN
aHTUreHoMm
[iana3oH BU3HA4YEeHHA KinbkicHui: No3ntuBHum & HeratnBHum
KoHTponb

3pasok 5 Mkn
CneuundivHicTb 100 %
YyTtnusictb 100 %

3aranbHui yac ~ 110 xBUNUH

. Bci peareHTn moBuWHHI OyTM OoBefeHi A0 KiMHATHOI TemnepaTypu
(18- 25 °C) nepen npoBedeHHAM TeCTY.

. lMepen nineTyBaHHAM BCi peareHTVM cnig peTenbHO nepemiwaTw,
06epeXxHO HaXUNAKYN. YHUKATU YTBOPEHHST MiHW.

. BaxnmBo ninetyBatu 3 NOCTiiHUMK iHTepBanamu, Tak,
TNYHKU NaHWweTa 3HaxXoAWUMUCb B OHAKOBMX YMOBaX.

. Mpn BupaneHHi peareHTiB 3 YyHWMKaTW 3abpyAHEHHs MpOBGOK.
Mopanblioi MOXNMBOI NNyTaHWHW Cnif yHUKaTW. BMicT nnswok
3a3BuYaii YyTNMBUIA OO OKUCIIEHHS, TaK LU0 BOHW MOBWHHI OyTu
BiOKPUTI TiNbKM MPOTSArOM KOPOTKOrO Yacy.

. LLlo6 yHVKHYTM nepeHocy abo nepexpecHoro 3abpyaHeHHsl, oKpeMi
0OHOPAa30Bi HAKOHEYHUKM AMs NINeTOK NOBUHHI GYTW BUKOPUCTaHI.

. He BukopucTOBYBaTU peareHTW 3 iHWWX MapTiA, BOHW HE MOBUHHI
6yTn 3miwaHi mixx coboto.

. Bci peareHTV MOBWHHI OyTW BMKOpUCTaHi A0 3aKiHYEHHSI CTPOKY
npuaaTHOCTI.

. BignosigHo 0o HanexHoi nabopatopHoi npakTuku (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NpPUCTPOI, WO BUKOPUCTOBYHKOTLCS,
NOBWHHI perynsipHo nepesipsATUCA Ha npeaMeT iX AOCTOBIPHOCTI i
ToyHocTi. Le BigHocuTbCs, cepeq iHWOro, A0 MIKpOTUTpaLiHUX
ninetok, obnagHaHHA AnA npoMuBaHHS abo 3umTyBaHHs (ELISA-
Yurau).

. KoHTakT neBHUX peareHTiB, Hacamnepes CToMn-po3ynHy i cybcTpary,
3i LWKipol, o4Mma i Cnn3oBoK OGOMOHKOK Cif yHWKaTW, Tak $K
MOXINMBO po3dpaTyBaHHa i XiMiyHi oniku, i icHye Hebe3neka
iHTOKCUKaLLii.

wob BCi

PEATEHTU, LLO NOCTAYAIKOTbCA

36epiraTn KOMMOHeHTU Habopy npu TemnepaTypi 2-8 °C i He
BMKOPWCTOBYBATM MNICNsA 3aKiHYEHHs1 TEPMiHY NPUAATHOCTI, BKA3aHOro Ha
30BHiLLHIN eTukeTui. lNepen BUKOPUCTAHHSIM YCi KOMMOHEHTUN NPUBECTM 0
KiMmHaTHOi TemnepaTypu (18-25 °C). llicna BUKOpPWUCTaHHS, NnacTuHa
noBMHHa OyTW 3aneyaTaHa, NMAWKWA 3aKpUTi Npobkamu i KOMMMeKT
noBmHeH 3b6epiratuce npu Temnepatypi 2-8 °C. Bigkputuii Habip
NMOBUHEH ByTV BUKOPUCTaHWIN NPOTSArOM TPbOX MiCALB.

TepMiH npuaaTHOCTI 12-14 micsuiB Big AaTM BUpOGHMUTBA

*[labopamopHi pe3ynbmamu HiKo/IUu He MOXymb Cryumu eOuHoto nidcmaeoro onsi
MeOu4YHO20 8UCHOBKY. Icmopisi nauieHma ma nodanbwi O0CiOXeHHSI NoO8UHHI 6ymu
npuliHami do ysaeu.

NPU3HAYEHHSA

Habip DAl Mycobacterial Tuberculosis IgM ELISA 6yB po3pobnenun ans
BUSIBMEHHS | KiNbKICHOro BM3HayeHHs aHTuTin IgM, cneundiyHux po
MikobakTepianbHoro Tybepkynbo3y B cupoBaTui Ta nnasmi. [Moganblue
3acTOCyBaHHS i B iHWWX piguMHax opraHiamy Moxnuee. [laHui aHanis
npusHayeHun Tinbku Ana in-Vitro AaiarHoctuku. JlaGopaTtopHi
pesynbTaTy HIKONM HEe MOXyTb OyTW €OMHOI OCHOBOI AN MEAUYHOro
BWCHOBKY. |cTOpisi xBOopoOuW nauieHTa Ta nopanblli BUNPOGYyBaHHSA SKi
TaKoX MOBWHHI NpuiMaTucst 4o yBaru.

PE3IOME | ONWUC ([us. opuziHan iHcmpyKuyii).

NPUHUUN TECTY

Habip DAI Mycobacterial Tuberculosis IgM ELISA 3acHoBanuii Ha
npuHUMni imyHodepmeHTHoro aHanisy (I®A). Mycobacterial Tuberculosis
AHTVreH iMMObGini3oBaHWn Ha MOBEPXHi CMYXOK. Po3BefeHi cupoBaTkm
abo roToBi 40 BUKOPUCTaHHA CTaHA4aPTV NINeTYTbCA B MYHKW NnaHweTa.
BinbyBaeTbcs 3B'si3yBaHHA  Mix aHTUTinamm IgM y cupoBartui KpoBi Ta
iMmmobinizoBaHumn aHTureHammn Mycobacterial Tuberculosis. MNicna ogHiel
roAvHW iHKyGauii npu KiMHaTHIA TemnepaTypi MnaHWeT MNpoMUBaloThb
poO3BEAEHVM  MUIOYMM  PO3YMHOM AN BUAANEHHs  He3B'A3aHoro
maTepiany. MoTiM gogaeTbCs roTOBUA A0 BUKOPUCTAHHS KOH'lOrat aHTu-
noacekmx-IgM 3 nepokcuaasoto Ta BiabyBaeTbes iHKybauis npoTtarom 30
XBUNWH. [icna HacTynHoro npommBaHHA nineTyeTbcst Po3unH cybeTpaty
(TMB) i BigbyBaeTbcs iHkybauis npoTtarom 20 XBUNWMH, BUKIMKAOUM
PO3BUTOK CMHBLOrO KOMbOPY B NyHKax. PO3BUTOK KOMbOPY MPUMMHAETLCS
[O[aBaHHAM CTOM-PO3YMHY, KU 3MIHIOE KOMIPp 3 CUHLOTO Ha XOBTUN.
KiHueBe 3abapBneHHs BUMIPIOTb CNEeKTPOPOTOMETPUYHO Ha [AOBXMHI
xBuni 450 HM. KoHueHTpauis aHTUTIn IgM npamo nponopuinHa
IHTEHCMBHOCTI KONbOpY.

OBMEXEHHSA, 3ANOBIDKHI 3AX0OOU | 3ATAlbHI 3AYBAXEHHA

. Tinbkn ans in-Vitro BukopuctaHHs! He koBTatu! 3BMuanHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a TakoX 3abopoHa icTu, MUTK i
KypuTK B nabopatopii NoBMHHI 6yTW JOTpUMaHI.

. Bci cupoBaTkm Ta nnasmm abo Oydepu Ha ix OCHOBI Oymu
npotectoBaHi BignoBigHo Ha HBsAg, BIJ1 i BI'C BusHaHumu
MeTogamu i 6ynu BusiBneHi HeratvBHuMU. [MpoTe 3BMYalHI 3axoam
06epexHOCTI, Taki K BUKOPUCTAHHSA NTAaTEKCHUX PYKaBWUYOK, MOBUHHI
6yTV QoTpMMaHi.

. Po3snuBu cupoBaTkv Ta peareHTy MOBWHHI OyTn BuAaneHi 3
Oe3iHDIKYIOYMM PO3YMHOM (Hamnpuknag, rinoxmnoput HaTtpito, 5%) i
NMOBWHHI BYTW yTWUNi30BaHi HANEXHUM YMHOM.

KomnoHeHTM 06’em/KinbkicTb
CMmy>xKku, nonepeaHbo BKpUT aHTUreHom o Mycobacterial

Tuberculosis 12
Kani6patop A (HeraT1BHMiA KOHTPOIb) 2mn
Kani6patop B (Cut-Off Crangapr) 2wmn
Kanibpatop C (Cnabkuit NO3MTUBHWIA KOHTPOSb) 2mn
Kani6patop D (Mo3nTuBHMIA KOHTPOIb) 2mn
®epmeHTHUI KoH'torat 15 mn
Cybcrpat 15 mn
Cron-po3ynH 15mn
Po3unH ons possefeHHs 3paskis 60 mn
MpomusHuin Gychep (10X) 60 mn
lnactukosa nnieka

lnacTukoBuit nakeT 1

1. MikpoTUTpyBanbHi CMYXKu
12 cmyXoK no 8 nyHOK KOXHa, BKPWUTI CYMILILIO aHTUreHiB
Mycobacterial Tuberculosis ((PekoMBiHaHTHI aHTUreHn
MikobakTepianbHoro Ty6epkynbody, 3 18, 36 i 40 k[a). loToBi Ao
BMIKOPVICTaHHS.

2. Kaniopatop A (HeraTMBHMIA KOHTPOIb)
2 mn, 6inkoBui po3udunH, posbasneHun PBS, He micTuTb aHTuTin IgM
no Mycobacterial Tuberculosis. Joaanui 0.01% MeTuni3oTia3omnoH i
0.01 % BpomoHiTpogiokcaH. [0TOBUIA O BUKOPUCTAHHS.

3. Kani6patop B (Cut -Off CtaHgapT)
2 MmN nACbKOi cupoBaTku, pos3BefeHoi PBS, MiCTUTb HU3bKI
KOHueHTpauii aHtutin IgM go Mycobacterial Tuberculosis. JoaaHui
0.01% MeTtunisoTtiadonoH i 0.01 % BpomoHiTpogiokcaH. MoToBUI A0
BVIKOPVICTaHHS.

4. Kani6épatop C (Cnabkuit NO3UTUBHUIA KOHTPONb)
2 Mn nacbkoi cupoBaTku, po3sedeHoi PBS, mictutb cepegHio
KOHUeHTpaujto aHTuTin  IgM  go  Mycobacterial Tuberculosis.
Hopannii 0.01% MeTunisotiasonoH i 0.01 % BpomoHitTpogiokcaH.
[OTOBUI 1O BUKOPUCTAHHS.

5. Kaniopatop D (nO3MTMBHMI KOHTPONb)
2 MmN noacbkoi cupoBaTku, possedeHoi PBS, mictute Bucoky
KOHUeHTpauito aHtutin  IgM  go Mycobacterial Tuberculosis.
Hopannii 0.01% MetunisoTiazonoH i 0.01 % BpomoHiTpoaiokcaH.
[O0TOBUI 4O BUKOPUCTAHHS.

6. ®epmeHTHUM KoH'lorat
15 mn, aHTu-noaceknn-IgM-HRP (kponuk), B 6ydepHOMY po3umHi,
Ak Mictutb Ginok. JdopaHuin 0.01% MeTunisoTiasonoH i 0.01 %
BpomoHiTpoaiokcaH i 5 mMr/n ProClin™. FoToBui 40 BUKOPUCTAHHSI.

7. Cyb6bcTtpar
15 mn, TMB ( TeTpameTunbeHsnamH). FoToBUiA O BUKOPUCTAHHS.

8. Cron - po3uuH
15 mn, 0.5 M cipyaHoi kucnotu. F0ToBMIA O BUKOPUCTAHHS.




9. Po3uuH ansa po3BeneHHs 3pa3kiB
60 mn, PBS/BSA 6ydep. Ooganun 0.095 % asug Hatpito. [oToBuin
[0 BUKOPUCTAHHS.

10. MpomuBHUI Bycep
60 mn, PBS + TgiH 20, 10x koHueHTpaT. KiHueBa KOHUeEHTpaLis:
posBecTM 1+9 aMcCTMNBbOBaHOK BOAOHK. HAKLWO MpPYM  XOMOZHOMY
36epiraHHi yTBopuBCS 0cafl, KOHLEHTpaT HeobxiaHO posirpiBaTy npu
37 °C npoTtsrom 15 xBUnuH.

11. MnacTtukoBa nniBKa
2 WTYKN ANs NOKPUTTSI CMYXKOK Nif Yac iHkyGaLii.

12. MnacTukoBUI MiLOK
Baratopa3oBoro  BMKOpUCTaHHS,  ANns
HEBUKOPUCTAHUX CMYT.

cyxoro  36epiraHHs

MaTepianu, HeobxiaHi, ane He HapaHi

. Mikpo- i 6araTokaHanbHi ninetkM Ha 5 mkn, 100 mkn i 500 Mkn
MnaHweTHWin boTomeTp (450 HM)

MnaHweTHWiA Bowep

MpoGipkn Ans po3BeeHHs1 CUPOBATKM

biguctunsoBana Boaa

3ABIP | NIAFOTOBKA 3PA3KIB

B npuHumni, 3paskn cuposatkm abo nnasmu (EDTA, remapuH) MOXyTb
O6yTv BuMKOpUCTaHi Ans aHanidy. CupoBaTka BiAAiNseTbcs BiA KpOBI,
3ibpaHoi acenTnYHO 3 BEeHW, NiCns 3ropTaHHs i LeHTpudyryBaHHs. 3pasku
cumpoBaTku abo nnasmu mMoxHa 36epiratm B xonoaunbHuky (2-8 °C) Ha
npotasi Ao 48 roguH, Ana TpuBanoro 36epiraHHA BOHW MOBMHHI
3bepiratuca npu -20 °C. 3pa3km He cnig 3amMopoxyBaTu Ta
pO3MOpOXyBaTn B6araTtopasoBo. JlinemiyHi, remMorniTUYHi abo
HakTepianbHO 3abpyAHeHi 3paskn MOXYTb AaBaT NOMWUIKOBO MO3UTUBHI
abo NOMUNKOBO HeraTuBHI pe3ynbTaTu.

[na npoBedeHHA aHanidy 3paskv (He CcTaHgapTW) MOBUHHI  OyTun
po3BezeHi 1:101 3 roToBUM A0 BUKOPUCTaAHHS PO34YMHOM AfS PO3BEAEHHSA
3paskiB (Hanpuknag, 5 mkn cupoBatky + 500 MKN po34YnHHMKA 3paska).

NPOLEQYPA TECTYBAHHA

1. MigroToBka peareHTIiB

MpomuBHuM Po3uuH: po3baBuTM nepen  BUKOPUCTaHHAM  1+9

ONCTUNBOBaHO BOAOH. FAKLWO Mpu XoriogHoMmy 36epiraHHi yTBOpMBCS

ocaj, KOHUeHTpaT HeobxigHo pogsirpiBatu npu 37 °C npotdrom 15

XBUIUH.

. CyBope [AOTPMMaHHs NPOTOKOMNY PEKOMEHAYETbCS ANS HagiHOi
poboTu. BignosiganbHicTb 3a 6yab-siki 3MiHM abo mogudikadii Hece
KopucTyBay.

. Bci peareHTM noBuHHI ByTM OOBeAeHi A0 KiMHATHOI TemnepaTypu
nepen BUKOPUCTaHHSAM, arne He MOBUHHI OyTu 3anuiwieHi npu uin
Temneparypi JOBLUE, HiX HeOBXiaHO.

. CraHpapTyv Ta 3paskuv cnifg aHanisyBatu y ABOX MPUMIPHMKaX.

. CraHgapTHa KpuBa MOBMHHa OyTu nobygoBaHa nNpu  KOXHOMY
aHanisi.

. MoBepHYTM HEBUKOPUCTaHI CMYXKM B NNAcTUKOBUIA NakeT i 36epiratu
X cyxumun npm Temnepartypi 2-8 °C.

. MpouenypHi Kpokn

MigroTyBaTn JOCTATHIO KINbKICTb NYHOK ANS CTaHAapTIB, KOHTpONnewn

i 3paskiB y ABOX NPUMIpHUMKaXx, a Takox Ansa 6naHka cybcTpary.

2. TinetyBatn 100 Mkn KoxHoro 3 po3b6aBneHux (1:101) 3paskiB i
rOTOBUX A0 BUKOPUCTAHHA CTaHAApPTIB i KOHTPOrIB BignoBigHO B
NyHKW. 3anvwnTy OgHY NOPOXHIO MYHKY ANs 6naHka cybeTpary.

3. Hakputn nnaHwet donbroto i iHKyGyBaTM MNpu  KiIMHaTHI
Temneparypi npoTarom 60 XBUNWH.

4.  BwpganuTu BMICT nyHOK (BUMUTK abo acnipyaTtu) i gogaty 300 mMkn
po3BeAeHOro po3yvHy Ans npomuBaHHs. Lito npouenypy nostoputu
TPU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BMAANNTWN 06EPEXHNM MOCTYKYBaAHHAM MaHLIEeTa Ha TKaHWUHY.

5. TMinetyath 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
KOH'toraTiB B NyHKW. 3anuwimTi ogHy NMOPOXHIO NYHKY Ans 6naHka
cybeTpary.

6. Hakputn nnaHweTt donbrol i
Temnepatypi npotsirom 30 XBUMWH.

7.  Bupanutu BmicT nyHok (BuMuTn abo acnipysatu) i gogatu 300 Mkn
po3BeAEeHOro po3yvHy Ans npomuBaHHs. Lito npouenypy nostoputu
TpU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BMAANNTV 06EPEXHNM MOCTYKYBaAHHAM MMaHLIEeTa Ha TKaHWUHY.

8. Minetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
cybetpatiB B nyHkn. Llboro pasdy Takox ninetyetbcs 6GnaHk
cybeTpary.

9. Hakputm nnaHweTt donbrolo i iHKyGyBaTM nNpu  KiMHaTHI
Temnepatypi npotarom 20 XxBuUNUH Yy TempsiBi (Hanpuknag, B
TymbouL).

10. Ons 3ynuHku peakuii cybctpaTty, ninetysatv 100 MKN KOXHOro 3

roTOBUX [0 BWKOPWUCTaHHSI CTOM-PO34MHY B NYHKU. BHeciTb Takox

6naHk cyberpar.

=N

iHKyOyBaTU Mpu  KiMHaTHIW

11. [licns peTenbHOro nNepemilllyBaHHS Ta OYULLEHHS HUXKHBOI YacTUHU
NnacTuHW, 34uTaTM pesynbTaTu NornuMHaHHa npu 450 HM. (3a
BMOGOpoM pedpepeHTHa aoBxuHa xBuni 620 Hm). 3abapBneHHs
cTabinbHe NPoTAroM NpuHaiMHi 60 XBUMNWH.

OLIHKA PE3YJIbTATIB

CepefHi 3Ha4YeHHs Ans BUMIPSHOTO NOrMMHAHHA PO3PaxoBYHOTLCS Micns
BMpaxyBaHHA 3HayeHHA braHk cybctpaTy. PisHMUSA MiXK 3Ha4YeHHAMU He
nosuHHa nepesuwysatn 10%.

Mpwuknan
OD Value corrected OT Mean O Value
Substrare Blank
Negatrve Centrol 0011/0011 0.011
Cut-Off Standard 0.565 /0.541 0.553
Weak Positive Control 1.108/1.037 1.094/1.023 1.059

Positive Control 1.851/1.895 1.837/1.881 1.859
HaBegeHa Buwe Tabnuua MiCTUTL Nne npuknag, skui 6ys oTpumanui
npu OOBINIbHUX TemnepaTtypax i yMoBax HaBKOMMULLHLOIO cepeaoBuLla.
OnucaHi HaBefeHi faHi He € KOHTPONIbHUMM 3HAUYEHHAMM, siKi MOBUHHI
OyTun BU3Ha4eHi B iHLWMX NabopaTopisix TakMM Xe YNHOM.

1. AkicHa ouiHka

PospaxoBaHi nornvHaHHSA Ans cMpoBaTOK MauieHTiB, AK 3ragyBarnocs
BULLEe, NOpiBHIOIOTLCA 3 Cut-off 3HaYeHHAM cTaHpgapTy. AKWO 3HaAYEeHHs!
3paska BuLLe, TO Lie NO3UTUBHUI pe3ynbTar.

Mpwn 3HayeHHi Hx4e Cut-off 3HaueHHA cTaHOapTy MaemMo HeraTUBHWUWA
pe3ynbTaT. [ouinbHnM € BM3HayYeHHs diana3oHy + 20% Haskono Cut-off
3Ha4YeHHs B Cipil 30Hi. Y TakoMy pasi pekoMeHAyeTbCA MNpOBeAEeHHS
NOBTOPHOrO aHani3y 3 Tiei X cMpoBaTKol abo 3 HOBMM 3pa3koM OOHOrO i
TOro X nauieHTa, B3ATOro 4yepes3 2-4 TwxkHi. O6uasBa 3pasku MOBUHHI
aHanizyBaTucsa napanernbHO B OQHOMY aHanisi.

[MO3NTMBHUI  KOHTPONb MNOBWHEH MoKa3aTW, MNpWHaMHI, NoABiMHE
3HaYeHHS NOrMMHaHHA B NOPIBHSAHHI 3i 3HayeHHsim Cut-off ctangapTy.

2. KinbkicHa ouiHka

[OTOBi 4O BMKOPUCTAHHS CTaHOAPTWU i KOHTPOMi BU3HAYEHi i BUPaXeHi y
BigHocHux oauHuusax  (Op/mn). Le npusBoguts OO  TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  ouiHkM. Omke, ANA [AaHOro nauieHTa
NPOBEAEHHS HACTYMHOTO KOHTPOIIO CTano MOXIMBUM. 3HauyeHHs Ansi
KOHTPORIB i CTaHOApPTIB Y OAMHULAX HAAPYKOBaHI Ha eTukeTKax hnakoHIB.
Ons KinbKiCHOT OUiHKM 3Ha4YeHHsA nornvHaHb CTaHgapTiB Ta KOHTponemn
rpachiyHo  BigKMageHi nNpoTM  iX  KOHUeHTpauin. 3  oTpumaHoi
KanibpyBanbHOi KpMBOi MOXYTb OYTVW OTPUMaHi 3HAYEHHSI KOHLEHTpaLin
ONS KOXHOro 3paska nauieHTa no BiAHOWEHHIO A0 iX nornuvHaHHA. Kpim
TOro, MOXHa BUKOPUCTOBYBaTW aBTOMAaTUYHI KOMMN'IOTEPHI Nporpamu.

3 . IHTepnperTauis

Xo4ya aHTUTINa MOXyTb BUSIBNSTA Yy 3A0POBUX fOAEN B PiAKICHUX
BMMNagKax, sk MpaBWMo, BOHW BKa3ylTb Ha KOMOHi3auilo MikobakTepiin
Ty6epkynbody. Mo3nTuBHI pesynbtat IgM BkasyloTb Ha paHHIO CTafilo
iHdbekuii. Y xogi iHdekuii mae micue cepokoHBepcia aHTuTin go 1gG.
OpHouvacHa npucyTHicTb IgG i IgM AHTUTIN BKkadye Ha iHdekuUilo Ha
paHHin cTagii abo peakTMBaLilo XPOHIYHOI iHdeKuii. BuaBneHHa Tinbku
IgG Bkasye Ha 3aBeplueHy iMyHOMOriyHy peakuito. IgA aHTUTIna
3’ABMAIOTLCA NICAS NOYaTKOBOI akTMBAaUii iIMyHHOI peakuii, Ha Lo BKasye
HasBHICTb IgM, Ta noB'A3aHi 3 BUCOKUM 3ananbHUM noTeHuianom. Tak sk
Ha HMX He BMMMBATb eHepreTuYHi edekTu, Taki sk aHtutina IgG, BoHn €
KOPVCHMMUW Mapkepamu y NauieHTiB, ki NokasyTb 3HUXEHY peakuito 1gG
3a paxyHOK nonepeaHbo iCHy4Oi iIMyHHOIT Aenpecii.

F'yMopanbHa peakuis Moxe 6yTy niacymoBaHa TakuM YUHOM:

- IgM () IgG (-) IgA (-) - HisiKoi iHdpbekuii

- IgM (+) IgG (-) IgA (-) - iHdbeKUia Ha camiln paHHiv cTagii

- IgM (-) IgG (+) IgA (+/-) — 3aBepLUeHa iHdeKLis

- IgM (+) IgG (+) IgA (+/-) - iHbeKkuUis Ha paHHIN cTagil Y4 NoOBTOpHE
3apaKeHHst

- IgM (-) 1IgG (-) IgA (+) - 3aBepweHa iHdeKUis y nauieHTiB, sKi
cTpaxaaloTb Big 3HMxeHux IgG.



POBOYI XAPAKTEPUCTUKHU

Mycobacterinm
ELISA

Intra-Assay-
Precision
Inter-Assay-
Precizion
Inter-Loi-Precision

Analytical
Sensitivity

Recovery
Linearity
Cross-Reactivity

Interferenees

Clinical Specificity

Clinieal Sensitivity

I2G Iza I2M

7.5% 7.0 7.9%

9.4% 7.4% 7.4 %
31-9.9% 57-89% 5.7-89%
1.09 U/mL 1.34 Usml 1.22 U/mL
86-95% §7-96 % 87-91 %
$2-113% 78111 % 78_1189%

No cross-reactivity to Helicobacter pylori and Bordetella pertussis.

No interferenees to bilirubin up te 0.3 mg/mL, hemoglobin up to 8.0 mg/mL

and triglycerides up to 5.0 mg/mL
99 %
100 %%

99 %
100 %

100 %o
100 %
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