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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 RSV IgM ELISA
MeTon IMyHOCOp6GeHTHUI aHani3 IPA
MpuHUMN Henpsimun I®A: MnaHweT, noKpUTUN

AHTUreHoOM

[iana3oH BU3HA4YEeHHSA AkicHun: MosntneHun; Cnabo

Mo3sutuBHum; HeratuBHuii KoHtpons

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

. lMepen nineTyBaHHAM BCi peareHTVM cnig peTenbHO nepemiwaTw,
06epexHO HaXUNAKYU. YHUKATU YTBOPEHHSI MiHW.

. BaxnmBo ninetyBatu 3 NOCTiiHUMK iHTepBanamu, Tak,

TNYHKU NaHWweTa 3HaxXoAWMUCb 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

PEATEHTW, WO NOCTAYAIKOTbCA

36epiraTn KOMMOHeHTU Habopy npu TemnepaTypi 2-8 °C i He
BMKOPWCTOBYBATU MICMsl 3aKiHYEHHS TEepMiHY NpuAaTHOCTI, BKa3aHOro Ha
30BHIiLWHIA eTukeTui. [licns BMKOPUCTaHHs, NNacTuHa MOBUHHA OyTu
3anevaTaHa, NNswWKN 3akpuTi NpobkamMu i KOMNIEKT NOBUHEH 36epiratucb

3pa3ok 100 mkn npu Temnepartypi 2-8 °C. BigkpuTuit Habip NnoBMHEH ByTN BUKOPUCTaHWIA
CneuundivHicTb 100 % NpPOTSrOM TPbOX MiCSLIB.
YyTtnusictb 86 %
3aranbHui yac ~ 110 xBUnMH KomnoHeHTH 06’em/KinbkicTb
TepMiH npuaaTHOCTI 12-14 wmicsauis CMmyxKu, nonepenHbo BKpUTi aHTureHom ao RSV Kanibpatop A 12
*fTabopamopHi pe3ynbmamu HiKou He MOXymb CIyXumu eOUHO rmidcmagoro s (HeraTuBHUA KOHTPONb) 2mn
MedUYHO20 8UCHOEKY. Icmopis nayieHma ma nodasibwi O0CIOKeHHS MOBUHHI Bymu Kani6patop B (Cut-Off CtaHgap) 2wvn
nputiHsimi 9o yeaeu. Kani6patop C (Cnabkuit NO3MTUBHUIA KOHTPOSb) 2wmn
Kani6patop D (Mo3uTUBHMIA KOHTPOIb) 2wmn
NPU3HAYEHHA depmeHTHuit KoH'loraT 15 mn
Habip DAl RSV IgM ELISA ©6yB pospobneHuii Ans BUSIBNEHHS i Cy6erpar 15 Mn
KiflbKiCHOro BM3HauyeHHs aHTuTin IgM, cneumdivHux go PecnipaTopHo- CTon-po3uutH 15 Mn
CUHLMTIanbHOro Bipycy B cupoBaTLli Ta nnasmi. [oganblue 3acTocyBaHHS PO3UMH AMst PO3BEAEHHS 3pasKiB 60 M
i B iHWKX pigMHax opraHiamy Moxnuse. [JaHuin aHania npusHaveHui MpomueHuit Gycpep (10X) 60 Mn
Tinbkn Ans in-Vitro giarHocTtuku. JlabopaTopHi pesynbTaTv Hikonu He MnacTukoBa nnieka 2
MOXyTb OYyTW €OMHOK OCHOBOI ASI1 MEAUYHOro BMCHOBKY. IcTopis MRaCTUKOBUI NakeT 1

XBOpoOM nauieHTa Ta nopanblli BUNPOOYBaHHS SKi TaKoX MOBUHHI
npuiMaTucs oo yearu.

PE3IOME | ONWUC ([us. opuziHan iHcmpyKuyii).

NPUHUUN TECTY

Habip DAl RSV IgM ELISA 3acHoBaHuiA Ha NpuHLMNI iMyHObepMeHTHOro
aHanizy (IPA). RSV AHTUreH iMmMoGinisoBaHWn Ha MOBEPXHi CMYXXOK.
PosBegeHi cupoBaTkm abo roTtoBi [0 BUKOPUCTaHHS CTaHAapTu
nineTylTbCs B NyHKM nNnaHweta. BiobyBaeTbcs 3B’A3yBaHHS — MiX
aHTutinamm IgM y cupoBaTui KpoBi Ta iMMOGiNi3oBaHUMM aHTUreHamu
RSV. MMicnsa ogHiei roanHn iHKy6auii npu kKiMHaTHIA TemnepaTypi nnaHweT
NPOMUBAIOTL  PO3BEAEHVM  MUIOYMM  PO3YMHOM  ANS  BUAANEHHS
Hes3B'A3aHOro matepiany. oTiM goAaeTbCs rOTOBU [0 BUKOPUCTaHHSA
KOH'loraT —aHTu-nioacbkux-IgM 3 nepokcmpasol Ta BigbyBaeTbcs
iHKyGauis npotarom 30 xBWnuH. [licns HaCTynHOro nNpPOMMBAHHSA
ninetyetbca Po3uMH  cyb6etpaty (TMB) i BigbyBaetbesa iHkybauis
npoTsirom 20 XBUINWH, BUKMUKAIOUYM PO3BUTOK CUHBOTO KOMbOPY B JyHKaX.
P03BWTOK KOMbOPY MNPUNMHAETLCA [O0AABaHHAM CTOM-PO3YMHY, AKUN
3MiHIOE KOMip 3 CMHLOrO Ha oBTWI. KiHueBe 3abapBreHHs1 BUMIPIOIOTb
CNEeKTPOOTOMETPUYHO Ha JOBXUHI XBUNi 450 HM. KoHUeHTpauis aHTuTin
IgM npsiMo nponopuifHa iIHTEHCUBHOCTI KONbOPY.

OBMEXEHHSA, 3ANOBIKHI 3AX0OU | 3BATANbHI 3AYBAXEHHSA

. Tinekn ansa in-Vitro BukopuctaHHsa! He koeTaTtu! 3BuyainHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a Takox 3abopoHa icTu, nUTK i
KypuTn B naboparopii NoBMHHI ByTW AOTpUMaHI.

. Bci cupoBatkM Ta nna3smm abo Oydepu Ha ix OCHOBIi Oynu
npoTtecTtoBaHi BignosigHo Ha HBsAg, BI1 i BI'C Bu3HaHumun
mMeToaamu i 6ynu BusBNeHi HeraTueBHUMW. [poTe 3BM4aliHi 3axoan
06epexHOCTi, Taki Ik BUKOPUCTaAHHSA NaTEKCHUX PYKaBUYOK, MOBUHHI
OyTn JOTpUMaHi.

e Po3anuBu cupoBaTku Ta peareHTy MOBWHHI OyTu BuAaneHi 3
Oe3iHMIKYIoYMM PO3YMHOM (Hamnpuknag, rinoxmoput HaTtpito, 5%) i
NOBWHHI BYTW yTUNi30BaHi HaNeXHUM YMHOM.

1. MikpoTuUTpyBanbHi CMYXKH
12 cMyXoK No 8 NMyHOK KOXHa, BKpUTi aHTureHoM RSV (OuuiieHuit
RSV F+G aHTtureH). [0TOBi 4O BUKOPUCTaHHS.

2. Kaniopatop A (HeraTuBHUIA KOHTPOIb)
2 mn, 6inkoBuin po3unH, po3basnexuin PBS, He micTUTb aHTuTIn IgM
po RSV. [HOopanmin  0.01% MetunisoTtiazonoH i 0.01 %
BpomoHiTpoaiokcaH. [0TOBUI A0 BUKOPUCTaHHS.

3. Kaniopartop B (Cut -Off CraHaapT)
2 MmN noAacbkoi cupoBaTku, possegeHoi PBS, MiCTUTb HU3bKI
KOHUeHTpauii aHTtuTin  IgM  pgo RSV. [opanui  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuin Ao
BMKOPUCTaHHS1.

4. Kani6patop C (Cnabkuit NO3UTUBHUIA KOHTPONb)
2 MmN niacbkoi cupoBaTku, po3sefeHoi PBS, mictutb cepegHio
KOHUeHTpauito avtutin IgM  go RSV. [Ooganun  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBui Ao
BMKOPUCTaHHS1.

5. Kani6bpaTop D (N0O3UTMBHMI KOHTPONb)
2 MmN NOACbKOI  cupoBaTkM, posBefdeHoi PBS, MictuTb BMCOKY
KOHUeHTpauito aHTtuTin  IgM  pgo RSV. [opanuin  0.01%
MeTtunisoTiaszonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuMn Ao
BMKOPUCTaHHS.

6. ®epmeHTHUM KoH'torat
15 mn, aHTu-noacbkuin-IgM-HRP (kponuk), B 6ydepHOMY po34uHi,
Ak Mictutb Ginok. dopaHuin 0.01% MeTtunisoTiasonoH i 0.01 %
BpoMoHiTpogiokcaH i 5 mr/n ProClin™. Motosuit no BUKOPUCTaHHS.

7. CybceTtpar
15 mn, TMB ( TeTpameTunbeHsnanH). FoToBUiA O BUKOPUCTAHHS.

8. CTon - po3uuH
15 mn, 0.5 M cipyaHoi kucnotu. F0ToBUIA O BUKOPUCTAHHS.

9. Po3uuH Ans po3BeAeHHs 3pa3kiB
60 mn, PBS/BSA 6ydep. Joganuii 0.095 % asug HaTtpito. [oToBUMIA
[0 BUKOPUCTaHHSI.




10. MNpomuBHUuMK 6ydhep
60 mn, PBS + TgiH 20, 10x koHueHTpaT. KiHueBa KOHUEHTpaLis:
posBecTM 1+9 aOMCTMNBOBaHOK BOAOHK. HAKLWO MpPYM  XOMOZHOMY
36epiraHHi yTBopuBCSl ocafl, KOHLLEHTpaT HeobxiaHO posirpiBaTy npu
37 °C npoTtsrom 15 xBUnuH.

11. MnactukoBa nniBka
2 WTYKN ANs NOKPUTTSI CMYXKOK Nif Yac iHkyGaLii.

12. TnacTMKoBUW MilLOK
Baratopa3oBoro  BWMKOpUCTaHHS,  ANs
HEBUKOPUCTAHUX CMYT.

cyxoro  36epiraHHs

MaTepianu, HeobxiaHi, ane He HapgaHi

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

MnaHweTHWUiA Bowep

MpoGipkn Ans po3BeeHHs1 CUPOBATKM

Biguctunsosana Boaa

3ABIP | NIArOTOBKA 3PA3KIB

B npuHumni, 3paskn cuposatkm abo nnasmu (EDTA, renapvH) MOXyTb
O6yTv BuMKOpUCTaHi Ans aHanidy. CupoBaTka BiAAiNseTbcs BiA KpOBI,
3ibpaHoi acenTnYHO 3 BEeHW, Nicns 3ropTaHHs i LeHTpudyryBaHHs. 3pasku
cmpoBaTku abo nna3mu moxHa 36epiratm B xonoaunbHuky (2-8 °C) Ha
npotasi Ao 48 roguH, Ana TpuBanoro 36epiraHHA BOHW MOBMWHHI
3bepiratuca npu -20 °C. 3pa3km He cnig 3amMopoxyBaTu Ta
pPO3MOpOXyBaTn B6araTtopasoBo. JlinemiyHi, remMorniTUYHi abo
GakTepianbHO 3abpyaHEHi 3pa3ky MOXYTb AaBaTu NMOMWUMKOBO MO3UTUBHI
abo NOMUNKOBO HeraTuBHI pe3ynbTaTu.

[na npoBedeHHA aHanidy 3paskM (He cTaHgapTW) MOBUHHI  OyTun
po3BezeHi 1:101 3 roToBUM A0 BUKOPUCTaAHHS PO34YMHOM 4SS PO3BEAEHHSA
3paskiB (Hanpuknag, 5 mkn cupoBatky + 500 MKN po34YnHHMKA 3paska).

NPOLIEAYPA TECTYBAHHA

1. MigroToBka peareHTIiB

MpomuBHuM Po3uuH: po3baBuTM nepes  BUKOPUCTaHHAM  1+9

OMCTUNBOBAHOO BOAOK. FAKWO Mpu XOnogHoMmy 36epiraHHi yTBOpUBCS

ocaj, KOHUeHTpaT HeobxigHo pogsirpiBatu npu 37 °C npotsarom 15

XBUIVH.

. CyBope [OTPMMaHHs MNPOTOKOMNY PEKOMEHAYETbCS ANS HagiHoi
poboTu. BignosiganbHictb 3a 6yab-siki 3MiHM abo mogudikadii Hece
KopucTyBau.

. Bci peareHTM noBuHHI GyTVM AoBedeHi A0 KiMHaTHOI TemnepaTypu
nepen BUKOPUCTaHHSAM, arne He MoBUHHI OyTu 3anuiweHi npu uin
Temneparypi JOBLUE, HiX HeObXiaHO.

. CraHpapTyv Ta 3paskuv cnig aHanisyBati y ABOX MPUMIPHMKaX.

. CraHgapTHa KpuBa MOBMHHaA OyTu nobygoBaHa Npu  KOXHOMY
aHanisi.

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

. MpouenypHi Kpokn

MigroTyBaTn JOCTATHIO KINbKICTb NYHOK ANS CTaHAApTIB, KOHTPONewn

i 3pa3kiB y 4BOX NpUMIpHUKaX, a Takox Ans 6naHka cybeTpary.

2. TinetyBatn 100 Mkn KoxHoro 3 po36aBneHux (1:101) 3paskiB i
rOTOBUX A0 BUKOPUCTAHHA CTaHAApPTIB i KOHTPOrIB BignoBigHO B
NYHKW. 3anuWwnTy OJHY MNOPOXHIO NYHKY Ans 6rnaHka cybctpaty.

3. Hakputv nnaHwet donbroto i iHKyGyBaTM Npu  KiIMHaTHIW
Temneparypi npoTarom 60 XBUIWH.

4. BwpganuTu BMICT nyHoK (BUMUTK abo acnipyBaTtu) i gogati 300 mMkn
po3BeeHOro po3ynHy Ans npoMuBaHHs. Lito npoueaypy noBTOpUTU
TPU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BVAANUTM 00EpPEeXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

5. TMinetyath 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
KOH'loraTiB B NyHKW. 3anuwuimnTu OOHY MOPOXHIO NYHKY AN 6naHka
cybeTpary.

6. Hakputn nnaHweTt donbrol i
Temnepatypi npotsrom 30 XBUMMWH.

7.  Bupanutu BmicT nyHok (BuMuTn abo acnipysatu) i gogatv 300 Mkn
po3BeeHOro po3ynHy Ans npoMusaHHs. Lito npoueaypy noBTOpUTU
TpU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BVAANUTM 00EpPEeXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

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

9. Hakputn nnaHweTt donbrolo i iHKyGyBaTM Npu  KiIMHaTHI
Temnepatypi npotarom 20 XxBuUNuH Yy TempsiBi (Hanpuknag, B
TymbouL).

10. Ons 3ynuHku peakuii cybctpaTty, ninetysatv 100 MKN KOXHOro 3
rOTOBUX [0 BUKOPUCTAHHSI CTOM-PO34MHY B JNyHKU. BHeciTb Takox
6naHk cyberpar.

11. Micns peTenbHOro nepemillyBaHHs Ta OYMLLEHHSI HUXHBOT YacTUHU

nNacTuHW, 34uTatn pesynbTatu nornvHaHHa npu 450 HM. (3a

BMGOpoM pedpepeHTHa AoBxuHa xBumni 620 HM). 3abapBneHHs

cTabinbHe NpPoTAroM NpuHaMHi 60 XBUMKH.

=N

iHKyOyBaTU nMpu  KiMHaTHIW

OLIHKA PE3YJIbTATIB

CepepHi 3HaYeHHs Ans BUMIPSIHOTO MOTMMHAHHS PO3paxoBYOTbCA MiCns
BMpaxyBaHHSA 3HayeHHs BnaHk cybctpaTy. PisHWMUS MiXK 3Ha4YeHHAMU He
nosuHHa nepesuwysatn 10%.

Mpuknag
OD Value corrected OD Mean OD Value
Substrate Blank 0.016
Negative Control 0.018/0.018 0.002/0.002 0.002
Cut-Off Standard 0.566/0.584 0.550/0.568 0.659
Weak Positive Control 0.762/0.814 0.746 / 0.798 0.772
Positive Control 2.134/2.038 2.118/2.022 2.070

HaBepgeHa Buwe Tabnuusa MiCTUTL nuLle npuknag, sikuin 6yB oTpUMaHui
npu AOBINbHUX TemnepaTypax i ymMoBax HaBKOMMLUHbLOTO CepeAoBULLa.
OnucaHi HaBefeHi AaHi He € KOHTPONIbHUMM 3HAUYEHHAMM, siKi MOBUHHI
OyTun BU3Ha4eHi B iHWMX NabopaTopisix TakMM Xe YNHOM.

1. AkicHa ouiHka

PospaxoBaHi normvHaHHSA Ans CcMpoBaTOK MauieHTiB, AK 3ragyBarnocs
BuLLEe, NOpiBHIOIOTLCA 3 Cut-off 3HaYeHHAM cTaHpgapTy. AKWO 3HaYEHHs!
3paska BuLle, TO Lie NO3UTUBHUI pe3ynbTar.

Mpwn 3HayeHHi Hx4Ye Cut-off 3HaueHHsA cTaHOapTy MaemMo HeraTuBHWUWA
pe3ynbTaT. [ouinbHnM € BM3HayYeHHs Aiana3oHy + 20% Haskono Cut-off
3Ha4YeHHs B Cipil 30Hi. Y TakoMy pasi pekoMeHAyeTbCs MNpPOBEeAEeHHS
NOBTOPHOro aHani3y 3 Tiei X cMpoBaTKol abo 3 HOBMM 3pa3koM OOHOrO i
TOro X nauieHTa, B3ATOro 4yepes3 2-4 TwxkHi. O6uaBa 3pasku MOBUHHI
aHanizyBaTucsa napanernbHO B OQHOMY aHanisi.

[MO3NTMBHUI  KOHTPOMNb MNOBWHEH MoKa3aTW, MNpWHaMHI, NoABiHe
3HaYeHHS NOrMMHaHHA B MOPIBHAHHI 3i 3HaveHHsim Cut-off ctangapTy.

2. KinbkicHa ouiHka

[OTOBi 4O BMKOPUCTaHHSA CTaHAAPTW i KOHTPOMi BM3HAYEHi | BUpaXeHi y
BigHocHux oauHuusax  (Op/mn). Le npusBoguts [0  TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  ouiHkM. Omke, ANA [AaHOro nauieHTa
NPOBEAEHHS HAaCTYMHOIO KOHTPOSO CTano MOXMIMBMM. 3HAYeHHs Ons
KOHTPORIB i CTaHAApPTIB Y OAMHULAX HAAPYKOBaHI Ha eTukeTKax dhnakoHIB.
Ons KinbKiCHOT OUiHKM 3Ha4YeHHsA nornvHaHb CTaHgapTiB Ta KOHTponen
rpaciyHo  BigkmageHi MpoTM  iX  KOHUeHTpauin. 3  oTpumaHoi
KanibpyBanbHOi KpMBOi MOXYTb OYTV OTPUMaHi 3HAYEHHsI KOHLEHTpaLin
ONS KOXHOro 3paska nauieHTa no BiAHOWEHHIO A0 iX nornuvHaHHA. Kpim
TOro, MOXHa BMKOPUCTOBYBaTU aBTOMATUYHI KOMM'HOTEPHI Mporpamu.

POBOYI XAPAKTEPUCTUKHN

RSV ELISA IgG IgA IgM
Intra-Assay-Precision 6.4 % 101 % 10.1 %
Inter-Assay-Precision 10.7 % 6.8 % 6.8 %
Inter-Lot-Precision 48-121% 10-8.7% 1.0-87%
Analytical Sensitivity 1.22 U/mL 1.70 U/mL 1.70 U/mL
Recovery 97 -110 % 80-129 % 89-104 %
Linearity 70-117 % 87 -126% 83-121%

Cross-Reactivity No cross-reactivity to Influenza A, Parainfluenza 1/2/3 and

Adenovirus.

Interferences No interferences to bilirubin up to 0.3 mg/mL, hemoglobin up to

8.0 mg/mL and triglycerides up to 5.0 mg/mL

Clinical Specificity 100 % 100 % 100 %
Clinical Sensitivity 100 % 86 % 100 %
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