HABIP IDA

AnA KNMbKICHOINoO BUBHAYEHHA AHTUTISN
IgA, CMEUUNDIYHUX OO PECNIPATOPHO-
CUHUUTIANBHOIO BIPYCY (RSV) B
NMIOACBKIX CUPOBATL|I TA MNA3MI

5113-8, RSV IgA ELISA

Kamarnoe. Ne: 5113-8
Kinbkicmbs  : 96
BupobHuk : DAI, (CLUA)

OcHoB0K rpu _nposedeHHi aHaridy € opueiHan iHcmpyKuii

Memoduka eid 01-05-2011

aHenitickkolo Moeoro, eknadeHoi 8 Habip. Homep i dama

gepcii _opueiHany ma nepeknady iHCMPYKUii no8UHHI
— criienadamu.
3ATAJIbHA IHOOPMALIA
KinbkicTb TecTiB 96 TecTiB
Tect RSV IgA ELISA
MeTop IMyHOCOp6eHTHUI aHani3 IPA
MpuHUMN Henpsmui I®A: MNnaHweT, nokputUnn

AHTUreHoM

[Oiana3zoH BU3HA4YeHHS

AkicHun: MosntneHun; Cnabo
MNo3utnBHuN; HeratnBHumn KoHntpons

. Bci peareHTn moBuWHHI OyTM OoBedeHi 4O KiMHATHOI TemnepaTypu
(18- 25 °C) nepen npoBeAeHHAM TeCTy.

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

. BaxnmBo ninetyBatu 3 NOCTIHUMW iHTepBanamu, Tak,

NYHKM MnaHwWeTa 3Haxoaunucb B 04HaKOBUX YMOBaX.

Mpn BupaneHHi peareHTiB 3 YyHWMKaTW 3abpyAHEHHs MpPOBGOK.

Moganblwoi MOXNMBOI NNyTaHWHW cnig yHWKatTW. BmicT nnswok

3a3BUYail YyTNIMBMI [0 OKUCIEHHS, TaK L0 BOHW MOBWHHI OyTu

BiAKPUTI TiNbKM NPOTArOM KOPOTKOrO Yacy.

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

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

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

. BignosigHo oo HanexHoi nabopaTtopHoi npakTukm (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NpPUCTPOi, WO BUKOPUCTOBYHOTLCS,
NMOBWHHI pEerynsipHo nepesipsTUCA Ha NpeaMeT iX AOCTOBIPHOCTI i
ToyHocTi. Le BigHocuTbCs, cepeq iHWOro, A0 MIKpOTUTpaLiHUX
nineTok, obrnagHaHHsa Ans npoMuBaHHs abo 3uuTyBaHHsA (ELISA-
Yurau).

. KoHTakT neBHUX peareHTiB, Hacamnepes CToMn-po3ynHy i cybetpary,
3i LUKIpOK, O4MMa i Cnn3oBoOK OBOMOHKOW Chif YHWKaTW, Tak SK
MOXINUBO po3gpaTyBaHHst | XiMiYHi oniku, i icHye Hebe3neka
iHTOKCUKaLLii.

wob BCi

PEATEHTHW, LLIO NOCTAYAIKOTbCA

36epiratu KOMMOHEHTW Habopy npu Temnepatypi 2-8 °C i He
BMKOPWCTOBYBATM MNiCMNA 3aKiHYEHHS TepMiHY NPUAATHOCTI, BKa3aHOro Ha
30BHIWHIN eTukeTui. [licns BUKOpWUCTaHHsi, NnacTuHa MNoOBWMHHA OyTn
3anevaTaHa, NAsLWKN 3aKpuTi NpobkamMm i KOMNNEKT NoBUHEH 36epiraTucb

3pa3sok 100 mkn npu TemnepaTtypi 2-8 °C. Biakputuini Habip noBuHeH ByTV BUKOPUCTaHUIA
CneuundivHicTb 100 % NpOTAroM TPbOX MiCsALIB.
YyTtnusictb 100 %
3aranbHui 4ac ~ 110 xBuUnNuH KomnoxeHTm 06’em/KinbkicTb
TepMiH npuaaTHOCTI 12-14 wmicsauis CmyxKu, nonepefHbo BKpUTi aHTureHom Ao RSV Kanibpatop A 12
*[labopamopHi pe3ynbmamu HIKo/IUu He MOXYMmb CIyXumu €0UHOto nidcmasoro ons (HeraTuBHW# KOHTPOIb) 2mn
MedUYHO20 8UCHOBKY. Icmopis naujeHma ma rnodanbwi 00CIOKeHHs Mo8UHHI 6ymu Kani6patop B (Cut-Off Crangapr) 2wmn
nputiHsimi 9o ysazeu. Kanibpatop C (Cnabkuit NO3MTUBHWIA KOHTPOSb) 2wvn
Kani6patop D (Mo3nTuBHWIA KOHTPOIb) 2wmn
NPU3HAYEHHSA depmeHTHuit Kor'loraT 15 mn
Habip DAl RSV IgA ELISA 6yB po3pobneHuin Ans BUSBNEHHSA i Cy6erpar 15 mn
KiNbKICHOro BM3HadeHHs aHTuTin IgA, cneuudivyHmx go PecnipaTtopHo- CTom-po3uutH 15 mn
CMHUMTIanbHOro Bipycy B cupoBaTtui Ta nnasmi. MNoganblue 3actocyBaHHSA PO34MH A5t PO3BEAEHHS 3paskie 60 M
i B iHWKUX pignHax opraHiamy moxnuee. [aHuii aHania npuaHadeHuii MpomuBHMit Gycpep (10X) 60 M
Tinbkn Ans in-Vitro giarHocTtuku. JlabopaTopHi pes3ynbraTv Hikonu He MnacTukoBa nniska 2
MOXYTb OyTW €OMHOI OCHOBOKO AN MEAUYHOro BWCHOBKY. lcTopis MNacTUKOBWI MakeT 1

XBOpoOM nauieHTa Ta nopanblli BUNPOOYBaHHS SKi TaKOX MOBUHHI
npunmaTmcs Ao yearu.

PE3IOME | ONWUC ([us. opuziHan iHCmpyKuyii).

NPUHUUN TECTY

Habip DAl RSV IgA ELISA 3acHoBaHWIn Ha NpuHLMMI iMyHODepMEHTHOro
aHanizy (IPA). RSV AHTUreH iMmMoGinisoBaHW Ha MOBEPXHi CMYXXOK.
Pos3BegeHi cupoBatkm abo roTtoBi [0 BMKOPUCTaHHA CTaHAapTu
nineTylTbCs B NyHKM nNnaHweta. BiobyBaeTbca 3B’A3yBaHHS — Mix
aHTuTinamm IgA y cupoBaTui KpoBi Ta iMMOGINi3oBaHNMMM aHTUreHamu
RSV. Micns ogHiei roagmHn iHky6auii npy KiMHaTHIN TemnepaTtypi nnaHweT
NpOMVBalOTb  PO3BEAEHVM  MUIOYMM  PO3YMHOM  ANA  BUAANEHHS
HesB'AsaHoro Matepiany. [MoTiM AodaeTbCA rOTOBUA [0 BUKOPUCTaHHSA
KOH'toraT aHTU-Noacbkux-IgA 3 nepokcmaasoro Ta BigbyBaeTbes iHKybaLis
npotarom 30 xBWnuMH. [licns HaCTynmHOro MNpPOMMBAHHA MINETYETbCH
PosunH cybetpaty (TMB) i BinbyBaeTbes iHKybauist npoTarom 20 XBUNWH,
BUKINMKaOYN PO3BUTOK CMHLOrO KOMbOPY B NyHKax. PO3BUTOK KOMNbOpY
NPUMUHAETLCS A0AABaHHAM CTOM-PO3YNHY, SKUIA 3MIHIOE KOMIP 3 CUHLOTO
Ha »oBTuN. KiHueBe 3abapBrneHHs BUMIPIOOTb CNEKTPOOTOMETPUYHO Ha
poxuHi xBuni 450 HM. KoHueHTpauis aHTuTtin IgA npsamo nponopuinHa
iHTEHCVMBHOCTIi KOMbOpY.

OBMEXEHHSA, 3AMOBINKHI 3AX0OU | 3ArANbHI 3AYBAXEHHA

. Tinbkn ans in-Vitro BukopuctaHHs! He koBTatu! 3BM4YanHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a Takox 3abopoHa icTh, NUTK i
KypuTu B nabopartopii NOBUHHI ByTy OOTpUMaHi.

. Bci cupoBaTkn Ta nnasmu abo Oydepu Ha ix ocHoBi Gynu
npoTtecTtoBaHi BignosigHo Ha HBsAg, BINl1 i BI'C Bu3HaHumu
MeTodamu i 6ynu BusBreHi HeraTMBHUMK. [poTe 3BMYaliHI 3axoau
06epexHOCTI, Taki Ik BUKOPUCTaHHS NaTEKCHUX PYKaBUYOK, MOBUHHI
OyTn goTpUMaHi.

e PosnuBum cupoBaTkM Ta peareHTy MOBWHHI OyTuW BuaaneHi 3
Ae3iHMIKYIoYMM pO3YMHOM (Hamnpuknag, rinoxmoput HaTtpito, 5%) i
MOBWHHI BYTW yTUNi30BaHi HANEXHUM YMHOM.

1.

MikpoTuTpyBanbHi CMYXKu
12 cmyxXoK Nno 8 nyHOK KOXHa, BKpUTi aHTureHoM RSV (OuuniieHuit
RSV F+G aHTtureH). [0TOBi 4O BUKOPUCTaHHS.

2. Kaniopatop A (HeraTMBHMIA KOHTPOIb)
2 mn, 6inkoBu po3ynH, po3basnexuii PBS, He MicTuTb aHTuTin IgA
po RSV. [HOopanuin  0.01% MetunisoTtiazonoH i 0.01 %
BpoMoHiTpoaiokcaH. FoToBUIA O BUKOPUCTaHHS.

3. Kaniopartop B (Cut -Off CraHaapT)
2 MmN noAcbkoi cupoBaTku, possedeHoi PBS, MiCTUTb HU3bKI
KOHUeHTpauii  aHtutin IgA po RSV. [Oopganun  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBui Ao
BMKOPUCTaHHS.

4. Kani6patop C (Cnabkuit NO3UTUBHUIA KOHTPONb)
2 Mn niacbkoi cupoBaTku, po3sefeHoi PBS, mictutb cepegHio
KOHUeHTpauito aHtuTin IgA  po RSV. [Jopganun  0.01%
MeTtunisotiaszonoH i 0.01 % BpomoHiTpogiokcaH. [oToBun Ao
BMKOPUCTaHHS.

5. Kaniopatop D (NO3MTUBHWIA KOHTPONb)
2 Mn noAacbKoi cupoBaTku, pos3BedeHoi PBS, mictute BMcoKy
KOHUeHTpauito aHtuTin IgA  pgo RSV. [Jopganun  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuin Ao
BMKOPVCTaHHS.

6. ®epmeHTHUM KoH'torat
15 mn, aHTu-nogcekuii-IgA-HRP (kponuk), B BycepHOMY pO34mHi,
Ak MicTuTb Ginok. Joganui 0.01% MeTwunizoTtiasonoH i 0.01 %
BpoMoHiTpogiokcaH i 5 mr/n ProClin™. Motosuit oo BUKOPUCTaHHS.

7. Cyb6bcTpar
15 mn, TMB ( TeTpameTunbeHsnanH). FoToBuUiA 4O BUKOPUCTAHHS.

8. Crton - po3uuH
15 mn, 0.5 M cipyaHoi kucnotun. FOTOBMIA 4O BUKOPUCTAHHS.

9. Po3uuH Ans po3BeAeHHs 3pa3kiB

60 mn, PBS/BSA 6ydep. Joganuii 0.095 % asup HaTtpito. [oToBUMIA
[0 BUKOPUCTAHHS.




10. MpomusHui 6ydep
60 mn, PBS + TeiH 20, 10x koHueHTpaT. KiHueBa KOHUEHTpaLis:
po3BecTM 1+9 AMCTUNBOBAHOK BOAOK. HAKWO MpU XONO4HOMY
36epiraHHi yTBopuBCS ocafl, KOHLEHTpaT HeobxiaHO posirpiBaTy Npu
37 °C npoTtsarom 15 xBUnuH.

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

12. TnacTMKoBUW MilLOK
Baratopa3oBoro  BMKOpPUCTaHHA,  AnNs
HEBUKOPUCTAHUX CMYT.

cyxoro  3bepiraHHs

MaTtepianu, HeobxiaHi, ane He HapaHi

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

[MnaHweTHW 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 BiA KpOBI,
3iGpaHoi acenTU4YHO 3 BEHW, Micns 3ropTaHHs | LeHTpudyryBaHHs. 3pasku
cupoBaTku abo nna3mu moxHa 36epiratm B xonoaunbHuky (2-8 °C) Ha
npotasi 4o 48 roguH, Ana TpuBanoro 36epiraHHA BOHW MOBMWHHI
36epiratucs npu -20 °C. 3Spasku He cnig 3amMopoxyBaTu Ta
pPO3MOpOXyBaTn B6araTtopasoBo. JlinemiyHi, remMorniTUYHi abo
HakTepianbHO 3abpyaHeHi 3pa3ky MOXYTb AaBaTy MOMWUMKOBO MO3UTUBHI
abo NoOMUIKOBO HeraTuBHI pesynbTaTi.

[na npoBedeHHA aHanidy 3paskM (He cTaHgapTW) MOBWHHI  OyTun
po3BezeHi 1:101 3 roToBUM A0 BUKOPUCTaAHHSA PO34YMHOM ANS PO3BEAEHHA
3paskiB (Hanpuknag, 5 mkn cuposatky + 500 MKN po34MHHUKA 3paska).

NPOLIEAYPA TECTYBAHHA

1. MigroToBKa peareHTiB

MpomuBHM Po3umH: po3GaBuTM nepes  BUMKOPUCTaHHAM  1+9

OVNCTUMBOBaHOI BOAOH. FAKLWO Mpu XorlogHoOMy 36epiraHHi yTBOpMBCS

ocap, KOHLUEeHTpaT HeobXigHo pogsirpiBatv npu 37 °C npotsrom 15

XBUMUH.

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

. Bci peareHTVM noBuHHI ByTM OoBedeHi A0 KiMHATHOI TemnepaTypu
nepen BUKOPUCTaHHAM, arne He MOBUHHI OyTu 3anuiieni npu uin
Temneparypi AOBLUE, HiX HeobXiaHO.

. CraHpapTyv Ta 3paskuv cnifg aHanisyBatu y ABOX MPUMIPHMKaX.

e CraHpapTHa kpuBa MoBWHHa Oyt nobGypoBaHa nNpU  KOXHOMY
aHanisi.

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

. MpouenypHi Kpokn

MigroTyBaTn OOCTATHIO 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 KOHTPOrIB BiANoOBIigHO B
NYHKW. 3anuWwmnTy OJHY MOPOXHIO NMYHKY Ans briaHka cybetpary.

3. Hakputm nnaHweTt donbrolo i iHKyGyBaTM nNpu  KiMHaTHIA
Temneparypi NpoTsrom 60 XBUMAWH.

4. BwpanuTu BMICT nyHOK (BUMuTK abo acnipysaTtu) i gogati 300 mkn
po3BeAEeHOro po3yvHy AnsA npommeaHHs. Lito npoueanypy nostoputu
TpU pasu B 3aranbHiii KinNbKoCTi. 3anuwkun npomuBHOro 6ydepy
BVAANUTM 00EPEXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

5. TMinetygatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
KOH'toraTiB B NyHKU. 3anuwimTi ogHy NMOPOXHKO NYHKY Ans 6naHka
cybcTpary.

6. Hakputn nnaHweTt donbrow i
Temnepatypi npotsrom 30 XBUMWH.

7.  Bupanutu BMmicT nyHok (BumMuTn abo acnipysatu) i gogatv 300 mkn
po3BeAEeHOro po3yvHy AnsA npommeaHHs. Lito npoueaypy nostoputu
TpU pasu B 3aranbHiii KiNbKOCTi. 3anuwkn npomuBHOro 6ydepy
BVAANUTM 00EPEXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

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

9. Hakputm nnaHweTt donbrold i iHKyGyBaTM Npu  KiIMHaTHINA
Temnepatypi npotarom 20 XxBuUNuH Yy TempsiBi (Hanpuknag, B
TymbouLi).

10. Ons 3ynuHku peakuii cybctpaTty, ninetysatv 100 MKn KOXHOro 3
roTOBUX O BWKOPWUCTaHHA CTOM-PO34MHY B NYHKU. BHeciTb Takox
6naHk cybeTpart.

11. Ticna peTenbHOro nepeMillyBaHHA Ta OYULLEHHSI HUXKHBOT YacTUHU

NnacTvHW, 34uTaTM pesynbTaTu nornuHaHHs npu 450 HM. (3a

=N

iHKyOyBaTW npu  KiMHaTHIW

BMGopoM pedpepeHTHa poBxuHa xBuni 620 HM). 3abapBneHHs
cTabinbHe NPOTAroM NpuHariMHi 60 XBUNWH.

OLIHKA PE3YJIbTATIB

CepefHi 3Ha4yeHHs Ans BUMIPSIHOTO MOrMMHAHHS PO3PaxoBYOTLCS Nicns
BMpaxyBaHHA 3HayeHHsA braHk cybctpaTy. PisHMUSA MK 3Ha4eHHAMU He
nosuHHa nepeswuLlyBatn 10%.

Mpwuknan
QD Value corrected OD Mean QD Value
Substrate Blank 0.010
Negative Control 0.020/0.018 0.010/0.009 0.010
Cut-Off Standard 0.564 / 0.541 0.554 /0.531 0.543
Weak Positive Control 1.131/1.169 1.121/1.169 1.140
Positive Control 2.089/1.979 2.079/1.969 2024

HaBegeHa Bue Tabnuua MiCTUTL nnwe Npuknag, skui 6ys oTpumanui
npy AOBINIbHUX TemnepaTtypax i yMoBax HaBKOMWULUIHBLOTO CepefoBMLLA.
OnucaHi HaBefeHi AaHi He € KOHTPONIbHMMM 3HAYE€HHAMM, 5iKi MOBUHHI
OyTV BM3HAYeHi B iHIMX NTabopaTopisix TakMM e YMHOM.

1. AkicHa ouiHKa

PospaxoBaHi nornvHaHHSA Ans CMpOBATOK MauieHTiB, AK 3ragyBarnocs
BuLe, nopiBHIOOTLCA 3 Cut-off 3HayeHHsIM cTaHgapTy. AKWO 3HaYEeHHS
3paska BulLle, TO Lie NO3UTUBHUI pe3ynbTar.

Mpn 3HayeHHi Hmx4ve Cut-off 3HayeHHs cTaHgapTy Maemo HeraTMBHWUIA
pe3ynbTaT. [ouinbH1UM € BM3HAYeHHs Aiana3oHy + 20% Haskono Cut-off
3HA4YEeHHs B Cipill 30Hi. Y TakoMy pasi pekoMeHAyeTbCs MNpOBEeAEeHHS
NMOBTOPHOrO aHanisy 3 Tiei X cMpoBaTKo abo 3 HOBMM 3pa3KkoOM OLHOrO i
TOro X nauieHTa, B3ATOro uyepe3 2-4 TwxHi. O6uaBa 3pasku MOBUHHI
aHanizyBaTucs napanensHO B OQHOMY aHanisi.

[MO3NTMBHUI  KOHTPONb MOBUHEH MoKasaTW, MNpWHaMHI, NoABIHE
3HaYeHHS NOrMMHaHHA B NOPIBHSAHHI 3i 3HayeHHsim Cut-off ctangapTy.

2. KinbkicHa ouiHka

[OTOBi 4O BUMKOPUCTAHHS CTaHOAPTWU i KOHTPOMi BU3HAYEHi i BUPaXeHi y
BigHOCHUX oauHuusax (Oa/mn). LUe npu3Bogntb [0 TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  OuiHkKM. Omke, AnA [AaHOro nauieHTa
NPOBEAEHHS HACTYMHOTO KOHTPOIIO CTano MOXIMBUM. 3HayeHHs Ansi
KOHTPOMIB i CTaHAApPTIB Y OAMHULAX HAAPYKOBaHI Ha eTukeTKax onakoHiIB.
[nsi KinbKiCHOT OLUiHKM 3HA4YeHHs nornvHaHb CTaHgapTiB Ta KOHTponen
rpachiyHo  BigKMageHi NpoTM  iX  KOHUeHTpauin. 3  oTpumaHoi
KanibpyBanbHOI KPMBOi MOXYTb OYTW OTPUMaHi 3HAYEHHS1 KOHLEHTpaLin
ONS1 KOXHOro 3paska naudieHTa no BiAHOWEHHIO A0 iX nornuHaHHA. Kpim
TOro, MOXHa BUKOPUCTOBYBaTW aBTOMaTUYHI KOMMN'IOTEPHI Nporpamu.

POBOYI XAPAKTEPUCTUKHN

RSV ELISA 1gG IgA IgMm
Intra-Assay-Precision 6.4 % 101 % 10.1 %
Inter-Assay-Precision 10.7 % 6.8 % 6.8 %
Inter-Lot-Precision 48-121% 10-87% 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 T0-117% 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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