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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 Bordetella Pertussis IgM ELISA
MeTon IMyHOCOp6GeHTHUI aHani3 IPA
MpuHumn CeHpABi4Y-KOMNeKc

AxkicHun: NMosntusHumn; Cna6o
MNo3ntnBHuN; HeratnBHum KoHntpons

[Oiana3oH BU3HA4YeHHS

. Mepen ninetyBaHHAM BCi peareHTV Crif peTenbHO nepemilaTty,
06epexHO HaXMNAYN. YHUKaTU YTBOPEHHS MiHW.

. BaxnmBo ninetyBatu 3 NOCTiiHUMK iHTepBanamu, Tak, wWo6 BCi
NYHKU NaHWweTa 3HaxXoAWUMUCb B OHAKOBMX YMOBaX.
. lMpn BMaaneHHi peareHTiB 3 yHWMKaTM 3abpygHeHHs npoOok.

Mopanblioi MOXNMBOI NNyTaHWHW Cnif yHUKaTW. BMicT nnswok
3asBuYaii YyTNMBUIA OO OKUCIIEHHS, TaK LU0 BOHW MOBWHHI ByTu
BiOKPUTI TiNbKM NPOTSIrOM KOPOTKOTO Yacy.

e  LUo6 yHMKHYTM nepeHocy abo nepexpecHoro 3abpyaHEHHs, OKpeMi
0OHOPAa30Bi HAKOHEYHUKM NS NINeTOK NOBUHHI GYTW BUKOPUCTaHI.

. He BukopucToBYBaTU peareHTW 3 iHWWX NapTii, BOHW HEe MOBUHHI
6yTn 3miwaHi mixx coboto.

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

. BignosigHo 0o HanexHoi nabopaTtopHoi npakTukm (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NpPUCTPOI, WO BUKOPUCTOBYHKOTLCS,
NOBWHHI PEerynsipHo nepeBipATUCH Ha npeaMeT iX AOCTOBIPHOCTI i
ToyHocTi. Lle BigHocWTbCs, cepen iHWOro, A0 MIKpOTUTPALiHUX
ninetok, obnagHaHHa AnA npoMuBaHHS abo 3umTyBaHHs (ELISA-
Yurau).

e  KoHTaKT neBHUX peareHTiB, Hacamnepes CTon-po3yumHy i cybcTparty,
3i LWKipOl, o4Mma i Cnn3oBoK OBOMOHKOK Chif yHWKaTW, Tak $K
MOXINMBO po3dpaTyBaHHa i XiMiyHi oniku, i icHye Hebe3neka
iHTOKCMKaLii.

PEAFEHTU, LLO NOCTAYAIKOTbLCA

36epiraT KOMMOHeHTU Habopy npu TemnepaTypi 2-8 °C i He
BMKOPWCTOBYBATU MICMsl 3aKiHYEHHS TEepMiHy NpuAaTHOCTI, BKa3aHOro Ha
30BHiLWHIA eTukeTui. [licns BMKOPUCTaHHs, NAacTuHa MOBUMHHA OyTu
3aneyaTaHa, NNsLWKW 3aKkpuTi NpobKkamu i KOMMNEKT NoBUHEH 3bepiraTch
npu Temnepartypi 2-8 °C. BigkpuTuit Habip NoBMHEH ByTU BUKOPUCTaHWUIA

3pasok 100 MKNn cMpoBaTKu NPOTSArom TPbOX MiCsILLIB.
CneuudivHicTb 88 %
YyTtnusictb 100 % 06’em/
3arankbHumn Yac ~ 110 XBUNUH KomnoHeHT1 KinekicTe
TepMiH npuaaTHoOCTI 12-18 micsauiB Big AaTM BUpo6GHUUTBA CMmy>XKku, nonepesHbo BKpuTi aHTureHom Ao Bordetella Heratusrmii 12
*[labopamopHi pe3ynbmamu HIKO/IUu He MOXYMmb CIyXumu €0UHOto nidcmasoro ons KOHTPOIb 2mn
MmeduyHo20 8ucHosKy. Icmopisi nauieHma ma nodasnbwi O0CTIOKEHHS MO8UHHI 6ymu Cut-Off CtaHgapT 2wmn
nputiHsimi 9o ysazeu. CnaBKuit NO3UTUBHMIA KOHTPOIb 2mn
[Mo3UTMBHWMIA KOHTPOIb 2wmn
MPU3HAYEHHA DepMeHTHiN KoH'loraT 15Mn
Habip DAl Bordetella Pertussis IgM ELISA 6ye po3pobnenuin ans Cy6ctpar 15 Mn
BUSBMEHHS | KiNbKICHOro BM3HayeHHs aHtuTin IgM, cneundiyHux po CTON-PO34MH 15 mn
kokntowy Bordetella B cupoBartui Ta nna3mi. MNoganblue 3acTocyBaHHS i B PO34VH NS PO3BE/EHHS 3paskiB 60 mMn
iHWIKNX pianMHax opraHismy Moxnuee. [laHuin aHania NpuU3HaYeHun TiMbku MpomwsHMit Bycpep (10X) 60 Mn
ansa in-Vitro giarHocTtvkn. JlabopaTopHi pe3ynbTaTit HIKOMM He MOXYTb MnacTvkosa nniska 2
6yTVM €4MHOI0 OCHOBOIW AN MEAUYHOro BWCHOBKY. IcTopisi xBopo6u MnacTUKOBWI NakeT 1

naujieHTa Ta noganblui BUNPOOYBaHHSA AKi TakoX MOBWHHI NpuiMaTncs A0
yBarm.

PE3IOME | ONWUC ([us. opuziHan iHCmpyKuyii).

APUHUUN TECTY

Habip DAI Bordetella Pertussis IgM ELISA 3acHoBaHuii Ha npuHUmMN
iMmyHodbepmeHTHoro aHanisy (IPA). Bordetella AHTUreH immobinisoBaHuii
Ha NoBepxHi cMyxok. Po3BeaeHi cvpoBaTku abo roToBi 4O BUKOPUCTaHHS
CTaHdapTy MINeTyTbCA B NYHKM MnaHweTa. BigbyBaeTbcs 3B’A3yBaHHSA
MiX aHTuTinamum IgM y cupoBaTtui kpoBi Ta iMMobinizoBaHUMK
aHTureHamun Bordetella. Micnsi ogHiei rognHu iHkyGauii npy KiMHaTHIR
Temneparypi nraHLWeT NPOMMBaOTb PO3BEAEHM MUIOYUM PO3YUHOM ANS
BuAaneHHs Hess'AsaHoro martepiany. [loTiM gogaeTbcs rotoBunm Ao
BMKOPWCTaHHA KOH'loraT —aHTu-noacbkux-lgM 3 nepokcupasoo  Ta
BigOyBaeTbcs iHkyOauis  npotsrom 30 xBunuH. [licns HacTynHoro
npomuBaHHsA ninetyetbcs Po3umH  cybetpaty (TMB) i BinbyBaeTbcs
iHKyGauis npoTsirom 20 XBUIWH, BUKUKaYM PO3BUTOK CUHBOIO KOMNbOpY
B NMyHKax. PO3BUTOK KONMbOPY MPUMUHSIETLCS A0AABAHHSIM CTOM-PO3YMHY,
SKMA  3MIHIOE KOMIP 3 CWMHBbOTO Ha XOBTMI. KiHueBe 3abapBneHHs
BUMIPIOIOTb  CNEKTPOHOTOMETPUYHO Ha  JOBXMHI - xBuni 450 HM.
KoHueHTpauis aHTuTin IgM npsiMo nponopuinHa iHTEHCUBHOCTI KONbOpY.

OBMEXEHHSA, 3ANOBDKHI 3AXOOU | 3ArANbHI 3AYBAXEHHA

. Tinbkn ans in-Vitro BukopuctaHHs! He koBTatu! 3BMuanHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a Takox 3abopoHa icTh, NUTK i
KypuTu B nabopartopii NOBMHHI ByTy JOTpUMaHi.

. Bci cupoBaTkm Ta nnasmm abo Oydepu Ha ix ocHoBi Oynu
npoTtecTtoBaHi BignosigHo Ha HBsAg, BINl1 i BI'C Bu3HaHumu
MeTodamu i 6ynu BusBrieHi HeraTMBHUMK. [poTe 3BMYaliHI 3axoau
06epexHOCTI, Taki SK BUKOPUCTAHHS NAaTEKCHUX PYKaBUYOK, MOBUHHI
OyTn goTpUMaHi.

. PosnuBu cupoBaTku Ta peareHTy MOBWHHI OyTW BuaaneHi 3
Oe3iHPIKYYMM PO3YMHOM (Hamnpuknag, rinoxmnoput HaTtpito, 5%) i
NOBWHHI BYTW yTUNi30BaHi HANEXHUM YMHOM.

. Bci peareHTU noBuHHI GyTW goBedeHi A0 KiMHaTHOI TemnepaTtypu
(18- 25 °C) nepepn npoBegeHHSIM TECTy.

1. MikpoTuTpyBanbHi CMYXKH
12 cMyxoK MO 8 myHOK KOXHa, BKPWUTI a@HTUIEHOM  KOKIOLLY
Bordetella (noBHuin 6akTepianbHuin aHTureH, cepotunu 1,2,3).
[OTOBI 4O BUKOPUCTAHHS.

2. KanibpaTtop A (HeraTuBHMI KOHTPOsb)
2 mn, 6inkoBuin po3unH, po3basneHuin PBS, He micTUTb aHTuTIn IgM
no Bordetella. Ooganuin 0.01% MeTunisoTiasonoH i 0.01 %
BpomoHiTpogiokcaH. F0ToBUI O BUKOPUCTaHHS.

3. Kaniopartop B (Cut -Off CraHaapT)
2 Mn noacbkoi  cupoBaTkW, po3seneHoi PBS, MICTUTb  HU3bKI
KOHUeHTpauii anTuTin  IgM  pgo Bordetella. [Hoganun 0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuit Ao
BMKOPUCTaHHS1.

4. Kani6patop C (Cnabkuin nO3UTUBHUINA KOHTPONb)
2 Mn niacbkoi cupoBaTku, po3sefeHoi PBS, mictutb cepepgHio
KOHUeHTpauito aHTuTin IgM po Bordetella. [Hoganuii  0.01%
MeTtunisoTiazonoH i 0.01 % BpomoHiTpogiokcaH. [oToBMn Ao
BMKOPUCTaHHS.

5. Kaniopatop D (NO3UTUBHWIA KOHTPONb)
2 Mn noAacbkoi cupoBaTku, possedeHoi PBS, mictutb Bucoky
KOHUeHTpaujto aHTuTin IgM po Bordetella. [HOopanuini  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuin Ao
BMKOPUCTaHHSI.

6. ®epmeHTHUM KoH'torat
15 mn, aHTU-noacbkuin-IgM-HRP (kponuk), B 6ydepHOMY po3umHi,
Ak Mictutb Ginok. dogaHuin 0.01% MeTtunisoTtiasonoH i 0.01 %
BpoMoHiTpogiokcaH i 5 mr/n ProClin™. Motosuit oo BUKOPUCTAHHS.

7. Cyb6bcTpar
15 mn, TMB ( TeTpameTun6eH3anamH). F0ToBU 4O BUKOPUCTaHHS.

8. CTon - po3umnH
15 mn, 0.5 M cipyaHoi kucnotun. FOTOBMIA 4O BUKOPUCTAHHS.

9. Po3uuH ansA po3BeneHHs 3pas3kKiB
60 mn, PBS/BSA 6ydep. Oopanuii 0.095 % asup HaTpito. [oToBUMI
[0 BUKOPUCTaHHS.




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 (4-8 °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

OMCTUINBOBAHOIO BOAOK. FAKLWO 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 npu Temnepartypi 4-8 °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

OUIHKA PE3YIbTATIB

CepepHi 3HaYeHHs ANA BUMIPSIHOTO MOTMMMHAHHS PO3PaxoBYOTLCA Micns
BUpaxyBaHHs 3HauyeHHs GnaHk cybcTpaTy. PisHMUA MK OOUHOYHWMMM
3HaYeHHsIMM He NoBWHHA NepeBuLLyBaTh 10%.

Mpuknag
OD Value corrected OD
Substrate Blank 0016
Negative Control 0.025 0.009
Cut-Off Standard 0421 0405
Weak Positive Control 0.853 0837
Positive Control 1.956 1.940

HaBegeHa Bule Tabnuua MicTUTb Nue npuknag, sikuii 6ys oTpumaHui
npu OOBINbHUX TemnepaTypax i yMoBaxX HaBKOMMLUHbLOTO CepeaoBULLa.
OnucaHi HaBeeHi faHi He € KOHTPONIbHUMM 3HAYEHHAMM, siKi MOBUHHI
OyTV BM3HAYeHi B iHWINX NabopaTopisix TakMM e YNHOM.

1. flkicHa ouiHKa

PospaxoBaHi MmormMHaHHS ON1s CMPOBAaTOK NaLieHTIB, sIK 3ragyBarnocsi
BuLe, nopiBHIOOTLCSA 3 Cut-off 3HayeHHsIM cTaHgapTy. AKWO 3HaYeHHS
3paska BuLle, TO Lie NO3UTUBHUIA pe3ynbTar.

Mpn 3HayeHHi Hx4ve Cut-off 3HaueHHs cTaHgapTy Maemo HeraTMBHWUIA
pe3ynbTaT. [ouinbH1UM € BM3HAYeHHs Aiana3oHy + 20% Haskono Cut-off
3Ha4YeHHs B Cipil 30Hi. Y TakoMy pasi pekoMeHAyeTbCs MNpOBeAEeHHS
NMOBTOPHOrO aHanisy 3 Tiei ) cupoBaTkol abo 3 HOBMM 3pa3KoOM OHOrO i
TOro X nauieHTa, B3ATOro yepe3 2-4 TwxkHi. O6uaBa 3pasku MOBUHHI
aHanizyBaTucs napanenbHO B OQHOMY aHanisi.

[MO3UTUBHMI  KOHTPOSMb MOBWHEH MoOKasaTW, MPUHaWMHI, NoAaBiNHe
3HaYeHHS NOrMMHaHHSA B NOPIBHSHHI 3i 3HayeHHsim Cut-off ctaHgapTy.

2. KinbkicHa ouiHKa

[OTOBi 0O BMKOPUCTAHHSI CTaHOAPTU i KOHTPOMi BU3HAYEHi i BUPaXeHi y
BigHOCHUX oauHuusax (Oa/mn). LUe npu3Bogntb [0 TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  OuiHkKM. OTKe, ANA AaHOro nauieHTa
NPOBEAEHHS HACTYMHOrO KOHTPOIO CTano MOXIMBUM. 3HauyeHHs Ansi
KOHTPONIB i CTaHAApPTIB Y OAMHULAX HAAPYKOBaHI Ha eTukeTKax onakoHiIB.
[ns KinbKiCHOT OLiHKM 3Ha4YeHHs nornMHaHb CTaHgapTiB Ta KOHTponen
rpacbiyHO  BigKNageHi nNpoTu  iX  KOHUEHTpauin. 3  oTpumaHoi
KanibpyBanbHOI KPMBOi MOXYTb OYTW OTPUMAaHi 3HAYEHHS1 KOHLEHTpaLin
ONs1 KOXHOro 3paska nauieHTa no BiAHOLWEHHIO A0 iX nornuvHaHHA. Kpim
TOr0, MOXHa BUKOPUCTOBYBaTW aBTOMAaTWYHi KOMM'OTEPHI Mporpamu.
Moxe 6yTu BUKOpUCTaHa KpmBa TOYKa-TOYKA.

Kaniépatop B 3 koHueHTpauieto 10 Op/mn cnyxutb B skocTi  Cut-off
3HaYeHHsIM cTaHaapTy. 3a aHanorieto 3 sKiCHOM OLjiHKow Aiana3oH + 20%
B 30Hi Cut-off Bu3HavaeTbCa 5K cipa 30Ha. Takum YMHOM, pesynbTaT Bif
8 0o 12 Op/mn npeacTaBneHi y BUMMSAj rpaHUyYHMX 3HaYeHb.

Ons cymHiBHMX IgM noO3WTUBHWX pesynbTaTiB i ANS NiATBEPOXEHHS
NO3nTMBHMX peakuin abcopbuis PO noBuHHa BU3Ha4YaTucA 3 BignoBigHUM
peareHToM.

POBOYI XAPAKTEPUCTUKHN

Bordetella pertussis ELISA IgG IghI
Intra-Assay-Precision 50% 62%
Inter Assay Precision 13% 899%
Inter-Lot-Precision 2,6-43% 20-49% 20-49%
Analytical Sensitivity 0,98 T/mL 1.0 T/mL 1.0U/mL
Recovery 106 - 114 9% 108 —12C % 107-123 %
Linzzrity 18-124% 73-100% 102-120%

Cross-Reactivity No cross-reactivity to RSV, Adenovirus and Perainfluenza

Interferences No interferences to bilirubin up to 0.3 mg/mL, hemaoglodin up to 8.0 mg'mL
uncd triglycerides up to 5.0 mg/mL
Clinical Specificity 88 % 92 % 100 %

Clinical Sensitivity 85 % 91% 88 %
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