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AnA KNMbKICHOINoO BUBHAYEHHA AHTUTIS
IgA, CMELUUNDIYHUX OO0 NAJTMYKU
KOKIOLWY (BORDETELLA PERTUSSIS) B
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OcHoB0K rpu _nposedeHHi aHaridy € opueiHan iHcmpyKuii

aHenitickkolo Moeoro, eknadeHoi 8 Habip. Homep i dama
e8epcii _opueiHany ma __nepeknady [HCMPYKUii MO8UHHI
— criienadamu.

3ArAllbHA IHOPOPMALIA

KinbkicTb TecTiB 96 TecTiB

Tect Bordetella Pertussis IgA ELISA
MeTop IMyHOCOp6eHTHUI aHani3 IPA
MpuHumn CeHAaBiY-KOMMNIeKc

AxkicHui: NMo3uTuBHUK; Cnabo
Mo3ntuBHun; Heratnsuun Kontponb

[diana3oH BU3Ha4YeHHs

3pasok 5 Mkn cupoBatku/nnasmmn
CneuudivHicTb 92 %
YyTtnusictb 94 %

3aranbHuK Yac ~ 110 XBUNWUH

. Bci peareHTy moBuWHHI OyTM OoBedeHi A0 KiMHATHOI TemnepaTypu
(18- 25 °C) nepen npoBeAeHHAM TeCTY.

. lMepen nineTyBaHHAM BCi peareHTVM cnig peTenbHO nepemiwaTw,
06epexxHO HaXUNAYX. YHVUKaTV YTBOPEHHS MiHU.

. BaxnvBo ninetyBatu 3 NOCTIHUMW iHTepBanamu, Tak,

NYHKM MnaHwWeTa 3Haxoaunucb B 04HaKOBUX YMOBaX.

Mpn BupaneHHi peareHTiB 3 YyHWMKaTW 3abpyAHEHHs MpPOBGOK.

Moganblwoi MOXNMBOI NNyTaHWHW chig yHWKatTu. BmicT nnswok

3a3BuYail YyTNMBMI [0 OKWCIEHHS, TaK L0 BOHW MOBWHHI OyTu

BiAKPUTI TiNbKM NPOTArOM KOPOTKOrO Yacy.

. LLlo6 yHMKHYTM nepeHocy abo nepexpecHoro 3abpyaHEHHs, OKpeMi
0[HOPAa30Bi HAKOHEYHUKMN NS NINeTOK NOBUHHI BYTV BUKOPUCTaHI.

. He BukopucTOBYBaTU peareHT 3 iHWWX NapTii, BOHW HEe MOBUHHI
6yTn 3miwaHi mix coboto.

. Bci peareHTU noBWHHI OyTWM BUKOPWUCTaHi OO0 3aKiHYEHHS CTPOKY
npuaaTHOCTI.

. BignosigHo oo HanexHoi nabopatopHoi npakTukm (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NPUCTPOI, WO BUKOPUCTOBYHOTLCS,
NMOBWHHI perynsipHo nepesipsTUCA Ha npeaMeT iX AOCTOBIPHOCTI i
TovHocTi. Le BigHocuTbCs, cepeq iHWOro, A0 MIKpOTUTpaLiHUX
nineTok, obrnagHaHHsa Ans npoMuBaHHs abo 3uuTyBaHHsA (ELISA-
Yurau).

. KoHTakT neBHUX peareHTiB, Hacamnepes CTon-po3ynHy i cybctpary,
3i LIKIpOK, O4MMa i Cnn3oBol OBOMOHKOW Chif yHWKaTW, Tak $K
MOXINUBO po3gpaTyBaHHst | XiMiYHi oniku, i icHye Hebe3neka
iHTOKCUKaLLii.

wo6 BCi

PEAIFEHTU, LLO NOCTAYAIOTbLCA

36epiraty KOMMOHEHTW Habopy npu Temnepatypi 2-8 °C i He
BMKOPWCTOBYBATU MICMsl 3aKiHYEHHS TepMiHY NpuaaTHOCTI, BKa3aHOro Ha
30BHIWHIN eTukeTui. [licns BUKOpWUCTaHHs,, NnacTuHa MNOBWMHHA OyTn
3anevaTaHa, NAsLWKN 3akpuTi NpobkamMu i KOMNIEKT NoBUHEH 36epiraTucb
npu Temnepartypi 2-8 °C. BigkpuTuini Habip NoBMHEH ByTN BMKOPUCTaHWUI
NPOTAromM TPbOX MicALiB.

TepmiH npuaaTHocCTi 12-18 micsauiB Big AaTM BUpOGHMLUTBA

*ITabopamopHi pe3yribmamu HIKONuU He MOXymb CITyXUumu eOUHO rmidcmasoro Onsi
MeduYHO20 BUCHOBKY. Icmopis naujieHma ma nodasnbwi 00CiOKeHHs1 MO8UHHI 6ymu
nputiHAmi do ysaau.

NMPU3HAYEHHA

Habip DAI Bordetella Pertussis IgA ELISA 6yB po3pobneHun ans
BUSIBMEHHS | KiMbKICHOTO BU3Ha4YeHHs aHTuTin IgA, cneumdivyHnx [o
kokntowy Bordetella B cupoBartui Ta nna3mi. MNoganblue 3acTocyBaHHSA i B
iHWKMX pigvHax opraHiamy Moxnuee. [aHun aHania npusHavyeHun Tifbku
ans in-Vitro piarHoctuku. JlabopaTopHi pe3ynbTaTv HIKONM HE MOXYTb
OyTM €OMHOK OCHOBOK [ANs MEAUYHOrO BWCHOBKY. IcTopis xBOpoGu
nauieHta Ta noganbLui BUNPoOyBaHHSA AKi TaKOX MNOBUHHI NpuiMaTtucsa oo
yBaru.

PE3KOME | ONUC (Hus. opuziHan iHcmpyKuyii).

NPUHUUN TECTY

Habip DAl Bordetella Pertussis IgA ELISA 3acHoBaHui Ha npuHUMNI
imyHodbepmeHTHOro aHanisy (IPA). Bordetella AHTureH immobinisoBannii
Ha noBepxHi cMyxoK. Po3BefeHi crpoBaTtkn abo roTosi 4O BUKOPUCTAHHSA
CTaHdapTy MiNeTylTbCa B NMyHKM MnaHweTa. BigbyBaeTbcs 3B’A3yBaHHSA
MiX aHTuUTInamm IgA y cupoBarui KpoBi Ta iMMobGinizoBaHUMK aHTUreHamu
Bordetella. Micns opHiei roguHn iHkybauii npu KiMHaTHIN Temnepartypi
nnaHweT NPOMMBalOTb PO3BEAEHUM MUIOYMM PO3YMHOM ANs BUAANEHHS
HesB'A3aHoro matepiany. [1oTiM AOAaETLCA FOTOBUIA [0 BUKOPUCTaHHA
KOH’loraTt aHTu-noacbkmx-IgA 3 nepokcuaasoro Ta BigbyBaeTbes iHKybaLis
npotarom 30 xBunuH. [licnsa HaCTynHOro nNPOMMBAaHHS MiNeTyeTbCs
PosunH cybetpaty (TMB) i BinbyBaeTbes iHkybauisi npotarom 20 XBUNWH,
BUKNMKaOYN PO3BUTOK CMHLOrO KOMbOPY B NyHKax. PO3BUTOK KOMbOpy
NPUNNHAETBCA A0A4ABAHHSAM CTOM-PO34MHY, KM 3MIHIOE KOMIp 3 CUHBOMO
Ha »oBTuN. KiHueBe 3abapBreHHs BUMIPIOOTb CNEKTPOOTOMETPUYHO Ha
nosxuHi xBuni 450 HM. KoHueHTpauis aHTuTtin IgA npsamo nponopuinHa
IHTEHCMBHOCTI KOMbOpY.

OBMEXEHHSA, 3ANOBIDKHI 3AXOOU | 3ATANbHI 3AYBAXEHHA

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

. Bci cupoBaTtkm Ta nnasmm abo Oydepu Ha ix OCHOBI Oymu
npoTtectoBaHi BignosigHo Ha HBsAg, BNl i BI'C Bu3HaHumu
MeTogamu i 6ynu BusiBneHi HeratvBHuMU. [MpoTe 3BMYalHI 3axoam
06EepexXHOCTI, Taki Ik BUKOPUCTAHHSA NaTEKCHUX PYKaBUYOK, MOBUHHI
6yTV JOTpMMaHi.

. Posnueu cupoBaTku Ta peareHTy MOBWHHI OyTn BuAaneHi 3
Oe3iHMIKYIOYMM pO3YMHOM (Hanpuknag, rinoxmnoput HaTtpito, 5%) i
NOBWHHI BYTW YTUNI30BaHi HANEXHUM YUHOM.

06’em/
KomnoHeHTm KinbkicTb

CmyxKu, nonepenHbo BKpUTi aHTUreHoM Ao Bordetella KanibpaTop A 12
(HeraTuBHUi KOHTPOIb) 2wmn
Kanibpatop B (Cut-Off Ctanaapr) 2wmn
Kani6patop C (Cnabkuit NO3MTUBHUIA KOHTPOSb) 2wmn
Kani6patop D (Mo3uTUBHMIA KOHTPOIb) 2wmn
®epmeHTHMIA KoH'toraT 15 mn
Cybcrpar 15 mn
CTon-po3ymH 15 mn
Po3unH Ans po3BefeHHs 3paskis 60 mn
IMpomusHui 6ycpep (10X) 60 mn
lMnactukosa nnieka 2
lnacTukoBuit naket 1

1. MikpoTuTpyBanbHi CMYXKH
12 cMyxOK No 8 nyHOK KOXHa, BKPWUTIi aHTUTEHOM KOKIHOLLY
Bordetella (noBHun 6akTepianbHuin aHTureH, cepotunu 1,2,3).
[OTOBI O BUKOPUCTAHHS.

2. Kaniopatop A (HeraTMBHUIA KOHTPOIb)
2 mn, GinkoBu po3ynH, po3basnexunii PBS, He MicTutb aHTuTin IgA
no Bordetella. Oopanuin 0.01% MeTunisoTiazonod i 0.01 %
BpomoHiTpoaiokcaH. F0TOBUI 40 BUKOPUCTaHHS.

3. Kani6patop B (Cut -Off CtaHaapT)
2 MmN noACbKOI cupoBaTku, pos3BefeHoi PBS, MiCTUTb HU3bKI
KOHUeHTpauii aHtuTin IgA po Bordetella. [dopanuii  0.01%
MeTtunisotiaszonoH i 0.01 % bBpomoniTpogiokcaH. [oToBuMn Ao
BMKOPUCTaHHS.

4. Kani6patop C (Cnabkuit NO3UTUBHUIA KOHTPONb)
2 Mn niacbkoi cupoBaTku, po3sedeHoi PBS, mictutb cepegHio
KOHUeHTpaujto aHTuTin IgA po Bordetella. [Jopanun 0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuin Ao
BMKOPUWCTaHHS1.

5. Kaniopatop D (NnO3MTMBHWIA KOHTPOb)
2 Mn noacbkoi cupoBaTku, possedeHoi PBS, mictute Bucoky
KOHUeHTpauito aHtutin IgA pgo Bordetella. HOoganun 0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBui Ao
BMKOPUCTaHHS.

6. ®epmeHTHUM KoH'lorat
15 mn, anTu-mogcekuin-IgA-HRP (kponuk), B BydepHOMYy pO34mHi,
AKM MicTUTb Ginok. JoagaHui 0.01% MeTwunizoTiazonoH i 0.01 %
BpomoHiTpoaiokcaH i 5 mMr/n ProClin™. FoToBuWi 40 BUKOPUCTAHHSI.

7. CybcTpar
15 mn, TMB ( TeTpameTunbeHananH). FoToBUiA 4O BUKOPUCTAHHS.

8. Crton - po3uuH
15 mn, 0.5 M cipyaHoi kucnotu. FOToBUIA O BUKOPUCTAHHS.




9. Po34uH onA po3BeAeHHs 3paskiB
60 mn, PBS/BSA 6ydep. Ooaanuin 0.095 % a3ug HaTtpito. [oToBuin
[0 BUKOPUCTAHHS.

10. MpomusHui 6ydep
60 mn, PBS + TgiH 20, 10x koHueHTpaT. KiHueBa KOHUEHTpaLis:
po3BecTM 1+9 AOMCTUNBOBAHOK BOAOK. HAKWO MpU XONO4HOMY
36epiraHHi yTBOpuBCS 0cafl, KOHLEHTpaT HeobxiaHO posirpiBaTv npu
37 °C npoTtarom 15 xBUnuH.

11. MNnacTtukoBa nniBKa
2 WTYKW ANs NOKPUTTSI CMYXKOK Nif Yac iHkyGaLii.

12. MnacTukoBMM MiLLIOK
Baratopa3oBoro  BMKOpPUCTaHHA,  ANs
HEBWKOPUCTaHUX CMYT.

cyxoro  3bepiraHHs

MaTtepianu, HeobxiaHi, ane He HapaHi

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

[MnaHweTHUi Bowep

Mpobipkn Ans po3BeaeHHs1 CUPOBATKM

BiguctunsoBaHa Boaa

3ABIP | NIAFOTOBKA 3PA3KIB

B npuHumni, 3paskn cuposatkm abo nnasmu (EDTA, remapuH) MOXyTb
6yTv BuMKOpMCTaHi Ans aHanidy. CupoBaTka BiOAiNA€TbCs BiO KpOBI,
3iGpaHoi acenTU4YHO 3 BEHW, Micns 3ropTaHHs | LeHTpudyryBaHHs. 3pasku
cumpoBaTku abo nnasmu moxHa 36epiratm B xonoaunbHuky (4-8 °C) Ha
npotasi Ao 48 roguH, Ana TpuBanoro 36epiraHHA BOHW MOBMWHHI
36epiratucs npu -20 °C. 3Spasku He cnig 3amMopoxyBaTu Ta
pO3MOpOXyBaTn B6araTtopasoBo. JlinemiyHi, remMorniTUYHi abo
HakTepianbHO 3abpyaHeHi 3pa3ky MOXYTb AaBaTv MOMWUIKOBO MO3UTUBHI
abo NoOMUIKOBO HeraTuBHI pesynbTaTu.

[na npoBedeHHA aHanidy 3paskM (He CcTaHgapTW) MOBUHHI  OyTun
po3BezeHi 1:101 3 roToBMM A0 BUKOPUCTaAHHSA PO34YMHOM ANS PO3BEAEHHSA
3paskiB (Hanpuknag, 5 mkn cupoBatky + 500 MKN po34MHHUKA 3pas3ka).

NMPOLIEAYPA TECTYBAHHA

1. MigroToBKa peareHTiB

MpomuBHM PoO3umH: po3GaBuUTM nepea  BUMKOPUCTaHHAM  1+9

OVNCTUMBOBaHOI BOAOH. FAKLWO Mpu XorlogHoMy 36epiraHHi yTBOpMBCS

ocap, KOHLUEeHTpaT HeobXigHo pogsirpiBatv npu 37 °C npotsrom 15

XBUMUH.

. CyBope [AOTPMMaHHS MNPOTOKONY PEKOMEHAYETbCS ANA HagiHOi
poboTu. BignosiganbHicTb 3a 6yap-siki 3MiHM abo mogudikauii Hece
KopucTyBau.

. Bci peareHTV noBuHHI ByTM OoBedeHi A0 KiMHATHOI TemnepaTypu
nepen BUKOPUCTaAHHAM, arne He MOBUHHI OyTu 3anuiieHi npu uin
Temneparypi JOBLUE, HiX HeobXiaHO.

. CraHpapTyv Ta 3paskuv cnifg aHanisyBati y ABOX MPUMIPHMKaX.

e CraHpapTHa kpuBa noBWHHa Oyt nobGypoBaHa npU  KOXHOMY
aHanisi.

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

. MpouenypHi Kpokn

MigroTyBaTn JOCTaTHIO KiNbKICTb NYHOK AN CTaHAapTIB, KOHTponemn

i 3pa3kiB y 4BOX NPUMIPHUKaX, a Takox Ans bnaHka cyberpary.

2. TinetyBatn 100 MKkn KoxHoro 3 pos6aBneHux (1:101) 3paskiB i
roTOBUX OO0 BUKOPUCTAHHA CTaHAApTIB i KOHTPOMIB BiAnoOBIigHO B
NYHKW. 3anuwmnTy OJHY MOPOXHIO NMYHKY Ans briaHka cybctpaTy.

3. Hakputn nnaHweTt donbrolo i iHKyGyBaTM nNpu  KIMHaTHINA
Temnepartypi NpoTsrom 60 XBUMAWH.

4. BwpganuTu BMICT nyHOK (BUMUTK abo acnipysaTtu) i gogati 300 mkn
po3BeAEeHOro po3yvHy Ans npomueaHHs. Lito npoueanypy nostoputu
TpU pasu B 3aranbHiii KiNbKOCTi. 3anuwkun npomuBHOro 6ydepy
BVAANUTM 00EPEXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

5. TMinetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
KOH'loraTiB B NyHKU. 3anuwimTi ogHy NOPOXHIKO NYHKY Ans 6naHka
cybcTpary.

6. Hakputn nnaHweTt donbrow i
Temnepatypi npotsirom 30 XBUMMWH.

7.  Bupanutun BmicT nyHok (BumMuTn abo acnipysatu) i gogatv 300 Mkn
po3BeAEeHOro po3yvHy AnsA npomueaHHs. Lito npoueanypy nostoputu
TpU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BVAANUTM 00EPEXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

8. [linetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
cybecTtpatiB B NyHku. Llboro pasy Takox mnineTtyetbcs 6GnaHk
cybeTpary.

9. Hakputm nnaHweTt donbrolo i iHKyGyBaTM Npu  KIMHaTHIN
Temnepatypi npoTtsrom 20 XBUNWH Yy TempsiBi (Hanpuknag, B
TymbouL).

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

roTOBUX OO BWKOPWUCTaHHS CTOM-PO34MHY B NYHKU. BHeciTb Takox

6naHk cybeTpart.

=N

iHKyOyBaTW npu  KiMHaTHI

MMicna peTenbHOro nepeMillyBaHHS Ta OYMULLEHHS HWXHbLOI 4acTUHM
NNacTuHW, 34nTaTy pesynbTatv nornvHaHHsA npu 450 HM. (3a BuBopom
pedepeHTHa AoBxXMHa xBuni 620 HM). 3abapBneHHs cTabinbHe NPOTAroM
npuHanMHi 60 XBUNKH.

OLIHKA PE3YJIbTATIB
Mpuknag
OD WValue corrected OD

Substrate Blank 0.013
Negative Control 0.068 0.055
Cut-Off Standard 0.436 0.423
Weak Positive Control 1.003 0.990
Positive Control 1.593 1.580

HaBepeHa Bule Tabnuusa MicTUTb Nue npuknag, sikuid 6ys oTpumaHui
npv OOBINbHUX TemnepaTypax i yMOBax HaBKOJIULLHBLOrO CepeaoBuLla.
OnucaHi HaBefeHi faHi He € KOHTPONIbHUMM 3HAYEHHAMM, siKi MOBUHHI
6yTV BM3HAYeHi B iHWIKNX NabopaTopisix TakMM e YNHOM.

1. AkicHa ouiHKa

PospaxoBaHi MornuMHaHHS Ofsi CMpPOBAaTOK NaUieHTIB, sk 3ragyBanocsi
BuLLe, NOpiBHIOIOTbCA 3 Cut-off 3HaYeHHsIM cTaHgapTy. AKWO 3HAYEHHSA
3paska BuLLe, TO Lie MO3UTUBHUI pe3ynbTar.

Mpu 3HayeHHi Hx4ve Cut-off 3HaYeHHs cTaHgapTy MaemMo HeraTMBHWIA
pesynbTaT. [ouinbHUM € BU3HaYeHHs giana3oHy + 20% HaBkorno Cut-off
3HaYeHHs1 B Cipil 30Hi. Y TakoMy pasi pekoMeHOyeTbCA MNpPOBEeAEeHHS
NMOBTOPHOrO aHanisy 3 Tiei ) cupoBaTko abo 3 HOBMM 3pa3KoOM OHOrO i
TOro X MauieHTa, B3ATOro 4yepesd 2-4 TwxHi. ObuaBa 3pasku MOBUHHI
aHanizysaTucs napanernbHO B OAHOMY aHanisi.

[O3UTUBHMIA  KOHTPOSIb MOBWHEH MoOKasaTW, MPWUHaWMHI, nNoABiNHe
3HA4YeHHS NOrMMHAHHS B NOPIBHSIHHI 3i 3HayeHHAM Cut-off ctaHgapTy.

2. KinbkicHa ouiHka

[OTOBi 0O BMKOPUCTAHHSI CTaHOAPTU i KOHTPOMNi BU3HAYEHi i BUpaXeHi y
BigHocHux oauHmuax  (Op/mn). Lle npusBoguts OO TOYHOI i
BiATBOPIOBAHOI  KinbKiCHOi  ouiHkM. OTKe, ANA AaHoro nauieHTa
NPOBELEHHS HACTYMHOrO KOHTPOSO CTano MOXIIMBUM. 3HAYEHHs Ansi
KOHTPONMIB | CTaHAAPTIB Y OAVHULIAX Ha[PYKOBaHi Ha eTuKeTKax hrakoHiB.
[ns KinbKicHOT OUiHKM 3HA4YeHHs1 nornMHaHb CTaHgapTiB Ta KOHTponen
rpaciyHO  BigknmageHi MNpoTM  iX  KOHUeHTpauin. 3  oTpumaHoi
KanibpyBanbHOi KPMBOi MOXYTb OYTVW OTpUMaHi 3HaYeHHsI KOHLEHTpaLin
0N KOXHOro 3paska nauieHTa no BigHOWEHHI A0 iX NornuHaHHA. Kpim
TOro, MOXHa BWKOPWCTOBYBATM aBTOMAaTWMYHI KOMM'IOTEPHI nporpamu.
Moxe 6yTn BUKopucTaHa KpMBa TOYKa-TOYKa.

Kani6patop B 3 koHueHTpauieto 10 Op/mn cnyxutb B sikocTi  Cut-off
3HaYeHHSIM CTaHAapTy. 3a aHanorieo 3 SKICHOK OLiHKO Aiana3oH + 20%
B 30Hi Cut-off BU3HayaeTbcsa K cipa 30Ha. TakMM YMHOM, pesynbTaTtu Bif
8 0o 12 Op/mn npeacTaBneHi y BUrNsAj rpaHUYHMX 3HaYEHb.

POBOYl XAPAKTEPUCTUKHN
Bordetella pertussis ELISA IgG IgA
Intra-Assay-Precision 50% 62%

Inter- Assay-Precision 43% 89%

Inter-Lot-Precision 26-45% 20-49%

Analytical Sensitivity 0,98 U/mL 1.0 U/mL 1.0 U/mL

Recovery 106-114% 108-120% 107-123%

Linearity 78-124% 73-100% 102-120%

Cross-Reactivity Na cross-reactiviy to RSV, Adenovirus and Paramfluenza IgG

Interferences No interferences to bilirubin up to 0.3 mg/mL. hemoglobin up to 8 0 mg/mL
und triglyearides up to 5.0 mg/mL

Clinical Specificity 84 % 92 % 100 %

Chnical Sensitivity 100 %, 94 % 88 %
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