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OcHoBow rpu_npogedeHHi aHarizy € opuziHan iHcmpyKuii

aHenilcbKo MO08o, ekradeHoi 8 Habip. Homep i dama
sepcil _opueiHany ma nepeknady iHCMPYKUii no8uHHI
= criienadamu.

3ArAllbHA IHOPOPMALIA

Tect Brucella IgA ELISA
MeTtop ®DepMeHTO3B’sI3aHN iIMyHOCOPOEHTHUI
aHanis: IPA
MpuHumn Henpsamui I®A: NOKPUTUIA aHTUTFEHOM
nnaHwer

AkicHui nosntuBHui; Cna6o
no3ntuBHun; HeratneHum KoHtponb

[Oiana3oH BU3HA4YeHHs

. BaxnmBo ninetyBatu 3 NOCTiiHUMK iHTepBanamu, Tak, Wo6 BCi
TNYHKM MnaHweTa 3HaxoAunmucb B 0QHaKOBUX YMOBaXx.

. Mpn BMaaneHHi peareHTiB 3 yHWKaTM 3abpygHeHHs npoOok.
Mopanblioi MOXNMBOI NNyTaHWHW Cnif yHUKaTW. BMicT nnswok
3a3BuYaii YyTNMBUIA [0 OKUCIMIEHHSl, TaK LU0 BOHW MOBWHHI OyTu
BiOKPUTI TiNbKM NPOTSIrOM KOPOTKOIO Yacy.

. LLlo6 yHVKHYTM nepeHocy abo nepexpecHoro 3abpyaHeHHsl, oKpeMi
0[HOPa30Bi HAKOHEYHWKN ANs NiNEeTOK MOBUHHI OyTW BUKOPUCTaHI.

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

. Bci peareHTV MoBuWHHI OyTW BMKOpPUCTaHi A0 3aKiHYEHHSI CTPOKY
npuaaTHOCTI.

. BignosigHo 0o HanexHoi nabopaTtopHoi npakTukm (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NPUCTPOI, WO BUKOPUCTOBYHOTLCS,
NOBWHHI PerynsipHo nepeBipATUCH Ha npeaMeT iX AOCTOBIPHOCTI i
ToyHocTi. Lle BigHocuTbCs, cepen iHWOro, A0 MIKpPOTUTpALiHUX
ninetok, obnagHaHHa Ans npoMuBaHHs abo 3umTyBaHHa (ELISA-
Yutau).

. KoHTaKT neBHUX peareHTiB, Hacamnepes CToMn-po3ynHy i cybctpary,
3i LWKipol, o4Mma i Cnn3oBoK OBOMOHKOK Chif yHWKaTW, Tak $K
MOXIUBO po3gpaTyBaHHs | XiMiyHi omiku, i icHye Hebe3neka
iHTOKCMKaLii.

PEATEHTU, LLO NOCTAYAIKOTbCA

36epiraT KOMMOHeHTU Habopy npu TemnepaTypi 2-8 °C i He
BMKOPWCTOBYBATU MICMsl 3aKiHYEHHS1 TEPMiHY NpUAaTHOCTI, BKa3aHOro Ha
30BHIWHIN eTukeTui. [licns BUKOpPWUCTaHHS, NnacTuHa MNOBWMHHA OyTn
3aneyaTaHa, NNsLWKW 3aKkpuTi Npobkamu i KOMMNEKT NoBUHEH 3b6epiraTch
npu Temnepartypi 2-8 °C. BigkpuTuit Habip NnoBMHEH ByTN BUKOPUCTaHWUIA

3pasok 100 mkn MPOTArOM TPbOX MiCsILB.
CneuudivHicTb 100%
YyTnueictb 100% KoMnoHeHTH 06’em/KinbkicTb
3aranbHun Yac ~ 110 xBUNUH CMmy>xku, nonepeaHb0 BKpUTi aHTureHom Brucella 12
TepMiH npugaTHocTi 12-18 micsuis Kani6patop A (HeraTuBHuit KOHTpOSb) 2mMn
*fTa6opamopHi pe3yibmamu HIKOMU He MOXYMb CITy)Xumu eOUHOK Midcmagoro Onsi Kani6patop B (Cut-Off CtaHaapr) 2wmn
MeOU4YHO20 8UCHOBKY. Icmopia nauieHma ma nodanbwi 00CIOXKeHHS MO8UHHI 6ymu Kani6patop C (Cnabkuit NO3WTUBHUIA KOHTPOSb) 2mn
nputiHsimi 9o ysaeu. Kani6patop D (To3UTUBHII KOHTPOb) 2wmn
®epmeHTHMIA KoH'loraT 15 mn
MPU3HAYEHHSA Cy6crpat 15 mn
Habip DAI Brucella IgA ELISA 6yB po3pobneHun Ans BUSIBMEHHS i CTon-po3unH 15 Mn
KiNbKICHOrO BU3HaYeHHs aHTuTin IgA, cneumndivyHnx go bpyuenbosy B P034iH ANt PO3BEMEHHS 3paskiB 60 Mn
cupoBatui Ta nnasmi. lMoganblue 3acTOCyBaHHA i B iHWMX pigMHax MpomueHuit Gydpep (10X) 60 mn
opraHiamy Moxnuee. [aHuin aHania npusHadeHun Tinbkn ans in-Vitro MnacTvkoBa nnieka 2
niarHocTukn. NabopaTopHi pe3ynbTaTh Hikonu He MOXyTb ByTu egnHolo TnacTUKOBUIA NakeT 1

OCHOBOIO AN MeAWNYHOro BWCHOBKY. IcTopisi xBopobu nauieHTa Ta
noganbLui BUNpobyBaHHS SKi TAKOX MNOBUHHI NpUAMaTMCA A0 yBaru.

3ArAlbHA IHOOPMAUIA (fus. opueiHan iHcmpykuii).

APMHUUN TECTY

Habip DAl Brucella IgA ELISA 3acHoBaHWi Ha  npuHUMNI
imyHodepmeHTHOro aHanisy (I®A). Brucella aHTureH immobinizoBaHui
Ha NoBepxHi cMyxXoK. Po3BeaeHi cvpoBaTku abo roToBi 4O BUKOPUCTaHHSA
cTaHOapTu nineTyTbCcs B NyHKU nnaHweTa. BinbyBaeTbcsa 3B’A3yBaHHsS
MK aHTUTInamu IgA y cupoBaTLi KpoBi Ta iMMOGIni3oBaHVMM aHTUreHamm
Brucella. Micna opHiei roguHu iHkyGauii npy KiMHaTHIN Temnepatypi
nnaHweT NPOMUBaTb PO3BEAEHUM MUIOYMM PO3YMHOM ANS BUAANEHHS
He3B'I3aHOro matepiany. [oTiM goAaeTbCs rOTOBUMA OO BUKOPUCTaHHS
KOH’loraTt aHTu-noacbkmx-IgA 3 nepokcuaasoro Ta BigbyBaeTbes iHKybaLis
npotarom 30 xBunuH. [licna HaCTynHOro nNPOMMBAHHA MiNeTyeTbCA
po3unH cybetpaty (TMB) i BinbyBaeTbcs iHKybauis npoTsirom 20 XBWUMWH,
BVKMWKaOYM PO3BUTOK CUHLOTO KOMbOPY B NyHKax. Po3BWUTOK Konbopy
NPUNUHSAETBLCS A0AABaHHSAM CTOM-PO34MHY, SIKUIA 3MIHIOE KOMIp 3 CUHLOTO
Ha xoBTun. KiHueBe 3abapBreHHs1 BUMIPIOOTb CNEKTPOOTOMETPUYHO Ha
nosxuHi xBuni 450 HM. KoHueHTpauis aHTuTin IgA npsamo nponopuinHa
IHTEHCMBHOCTI KOMbOpY.

OBMEXEHHSA, 3ANOBDKHI 3AXOOU | 3ATAlbHI 3AYBAXEHHA

. Tinbkn ans in-Vitro BukopuctaHHs! He koBTatu! 3BMuanHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a Takok 3abopoHa icTu, nUTK i
KypuTn B nabopatopii NoBMHHI 6yTW AOTpUMaHI.

. Bci cupoBaTtkm Ta nnasmm abo Oydepu Ha ix OCHOBI Oymnu
npotectoBaHi BignoBigHo Ha HBsAg, BIJ1 i BI'C BusHaHumu
MeTodamu i 6ynu BusiBreHi HeraTMBHUMU. [poTe 3BMYaliHI 3axoau
06epexHOCTI, Taki K BUKOPUCTAHHSA NTAaTEKCHUX PYKaBWUYOK, MOBUHHI
6yTV QoTpMMaHi.

. PosnuBn cupoBaTkm Ta peareHTy MNOBUHHI OyTM BuganeHi 3
Oe3iHMIKYIOYMM PO3YMHOM (Hanpuknag, rinoxmoput HaTtpito, 5%) i
MOBWHHI BYTW yTWUNi30BaHi HANEeXHUM YMHOM.

. Bci peareHTM noBuHHI ByTM OoOBedeHi A0 KiMHATHOI TemnepaTypu

(18- 25 °C) nepep NpoBeAEHHAM TECTY.

. lMepen nineTyBaHHAM BCi peareHTW cnif peTenbHO nepemiaTw,
06epexHO HaXUNSAYN. YHUKATN YTBOPEHHS MiHW.

1. MikpoTUTpyBanbHi CMYXKu
12 cMyOK Mo 8 NyHOK KOXHa, BKpUTi aHTureHom Brucella (MoTtouHa
BakumHa, [lekiHcbknn Ta CigHenicbkun wTtamum). [oToBi g0
BMKOPUCTaHHS1.

2. KanibpaTtop A (HeraTuBHMI KOHTPOSb)
2 mn, GinkoBu po3ynH, po3basnennii PBS, He micTuTb aHTuTin IgA
no Brucella. [dopanunn 0.01% MeTunisoTtiazonod i 0.01 %
BpomoHiTpogiokcaH. F0ToBUI O BUKOPUCTaHHS.

3. Kani6patop B (Cut -Off CtaHaapT)
2 MmN noAcbKoi cupoBaTku, pos3BefeHoi PBS, MiCTUTb HU3bKI

KOHuUeHTpauii aHtuTin  IgA pgo Brucella. [Oogannin  0.01%
MeTtunisotiaszonoH i 0.01 % BpomoHiTpogiokcaH. [oToBurn Ao
BUKOPUCTaHHS.

4. Kani6patop C (Cnabkuin n0O3UTUBHUINA KOHTPONb)
2 Mn nioacbkoi cupoBaTku, po3BefeHoi PBS, mictutb cepegHio
KOHUeHTpauito aHtutin  IgA po Brucella. [Oopanuin  0.01%
MeTtunisotiasonoH i 0.01 % BpomoniTpogiokcaH. [oToBMn Ao
BMIKOPVICTaHHS.

5. Kaniopatop D (NnO3MTMBHWIA KOHTPOIb)
2 Mn noAacbkoi cupoBaTku, possedeHoi PBS, mictutb Bucoky
KOHUeHTpauito aHTuTin  IgA go Brucella. [Hoganun  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBui Ao
BMKOPUCTaHHSI.

6. ®epmeHTHUM KoH'toraT
15 mn, anTu-mogcekuii-IgA-HRP (kponuk), B BycepHOMYy pO34mHi,
Ak Mictutb Ginok. dogaHuin 0.01% MeTtunisoTtiasonoH i 0.01 %
BpomMoHiTpogiokcaH i 5 mr/n ProClin™. Motoswit oo BUKOPUCTAHHS.

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

8. Cron - po3unH
15 mn, 0.5 M cipyaHoi kucnotu. FOToBUIA O BUKOPUCTAHHS.

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

10. MpomuBHUI Bychep
60 mn, PBS + TgiH 20, 10x koHueHTpaT. KiHueBa KOHUeHTpauis:
po3Bectn 1+9 AMCTMNBOBAHOK BOAOK. HFKWO NPU XONOZHOMY
306epiraHHi yTBOpMBCSt Ocafl, KOHLEeHTpaT HeobxiaHo posirpisaTv npu
37 °C npoTsirom 15 XBUINUH.




11. MMnacTtukoBa nniska
2 WTYKN ANSA NOKPUTTS CMYXOK Mif Yac iHKyGaLlii.
12. MnacTukoBUM MiLIOK
BaratopasoBoro  BWMKOPUCTaHHA,  AnNs
HEBVKOPUCTAHUX CMYT.

cyxoro  36epiraHHs

MaTepianu, HeobXxiagHi, ane He HapaHi

. Mikpo- i 6araTokaHanbHi ninetkn Ha 5 mkrn, 100 mkn i 500 Mkn
MnaHweTHu chotomeTp (450 HM)

MnaHweTHWN BOweEp

Mpo6ipkn Ans po3BeAeHHs CMPOBATKM

BiguctunboBaHa Boga

3ABIP | NIAFOTOBKA 3PA3KIB

B npuHumni, 3pasku cuposatkM abo nnasmu (EDTA, renapuH) MoXyTb
OyTn BuKOpuCTaHi Ans aHanidy. CupoBaTka Big4inseTbCa Big KPOBI,
3iBpaHoi acenTUYHO 3 BEHW, Micns 3ropTaHHs i LeHTpudyryBaHHs. 3pasku
cupoBaTku abo nnasmu mMoxHa 36epiratm B xonogunbHuky (2-8 °C) Ha
npotasi Ao 48 roguH, Ana TpuBanoro 36epiraHHs BOHW MOBUWHHI
3bepiratucs npu  -20 °C. 3paskum He cnig 3amMopoxyBaTu Ta
pPO3MOpOXYyBaTH 6araTtopasoBo. JlinemiyHi, remMosniTUYHI abo
bakTepianbHO 3abpygHeHi 3pa3kM MOXyTb AaBaTu MOMUIIKOBO MO3UTUBHI
abo NOMUIKOBO HeraTuBHI pesynbTaT.

Ona npoBedeHHs aHanizy 3paskM (He cTaHgapTW) MOBWUHHI  ByTu
po3BeaeHi 1:101 3 roToBMM 40 BMKOPWUCTaHHS PO34YMHOM AN pO3BEeOEHHS
3pa3kiB (Hanpuknag, 5 Mk cuposatku + 500 MKN pO34YMHHUKA 3paska).

NPOLUEOYPA OOCHIOXEHHA

1. MigroToBKa peareHTiB

MpoMuBHMA PO3uMH: po3GaBuTM Nepen  BUKOPUCTaHHSM  1+9

OUCTUNBbOBAHOK BOAOK. AKWO MpW XonogHoMy 36epiraHHi yTBOpMBCS

ocaf, KOHUeHTpaT HeobxigHo pogsirpiBat npu 37 °C npotsarom 15

XBUIMUH.

. CyBOpe [OTPMMaHHs MNPOTOKONly PEKOMEHOYETbCS ANA HadiHoi
po6oTu. BignosiganeHicTb 3a 6yap-aki 3mMiHM abo moandikauii Hece
KopucTyBay.

. Bci peareHTu noBuHHI GyTVM AoBedeHi OO0 KiMHaTHOI TemnepaTypu
nepen BUKOPUCTaHHSIM, arne He MoBUHHI ByTu 3anuiwieHi npu uin
Temneparypi foBLUe, HX HeobXigHO.

. CrtaHgapTv Ta 3pasku cnig aHanidyBaTv y ABOX NPUMIpHUKaX.

e CraHpapTHa kpuBa MoBMHHa Oyt nobygoBaHa mMpU KOXHOMY
aHanisi.

. [MoBepHYTM HEBUKOPUCTaHI CMYXXKW B NNAacTMKOBUIA NakeT i 36epiratu
X cyxumu npu Temnepartypi 2-8 °C.

. MpouenypHi Kpoku

MigroTyBaTy JOCTaTHIO KiNbKICTb NYHOK ANA CTaHA4apTiB, KOHTponemn

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

2. TinetyBatm 100 Mkn KoxHoro 3 posbaBneHux (1:101) 3paskiB i
roTOBMX A0 BUKOPUCTAHHA CTaHOApTIB i KOHTPOMIB BignNoBiOHO B
NYHKW. 3anuwnTy ogHY NOPOXHIO NMYHKY ANs 6naHka cybeTpary.

3. Hakputm nnaHweTt donbrolo i iHKyGyBaTM nNpu  KiMHaTHINA
Temnepartypi NpoTArom 60 XBUMKH.

4.  BwpganuTu BMICT nyHok (BUMUTK abo acnipyBaTtu) i gogaty 300 mMkn
po3BeAeHOro po3ynHy AN NpoMuBaHHs. Lo npoueaypy noBTOpUTH
TPV pasu B 3aranbHill KinbkocTi. 3anuwkn npoMuBHoro 6ydepy
BMAAnNNUTV 06ePEeXHNM NOCTYKYBaHHAM MaHLeTa Ha TKaHWUHY.

5. NinetyBatm 100 MKN KOXHOTO 3 T[OTOBMX [0 BUKOPUCTaHHSA
KOH'loraTiB B NyHKW. 3anunTyi OAHY MOPOXHIO NYHKY Ans 6naHka
cybcTparty.

6. Hakputn nnaHweTt donbrow i
Temnepatypi npotarom 30 XBUMKH.

7.  Bupganutu BmicT nyHok (BuMuTK abo acnipysatu) i gogatu 300 mkn
po3BeAeHOro po3yvHy AN NpoMuBaHHs. Lo npoueaypy noBTOpUTH
TPV pasu B 3aranbHill KinbkocTi. 3anuwku npomuBHoro 6ydepy
BMAanNUTV 06epPeXHNM NOCTYKYBaHHAM MiaHLeTa Ha TKaHWUHY.

8. Minetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BUKOPUCTaHHS
cybctpatis B nyHkn. Llboro pasdy Takox nineTtyeTbca GnaHk
cybcTparty.

9. Hakputu nnaHweTr @onbrol i iHKyOyBaTM MpU  KIMHaTHIN
Temnepatypi npoTtsrom 20 XBUNWH Yy TeMmpsiBi (Hanpuknag, B
Tym6ouLi).

10. [Ons 3ynuHku peakuii cybctpaTy, ninetyBatn 100 Mkn KOXHOro 3
roTOBUX OO BWKOPUCTaHHA CTOM-PO34MHY B NYHKW. BHeciTb Takox
6naHk cybeTpary.

11. Micns peTenbHOro nNepemillyBaHHsl Ta OYMLLEHHST HUXHBOT YacTUHU

NNacTUHW, 34YnTaTW pesynbTaTh nornvHaHHa npu 450 HM. (3a

BUGOpoM pedpepeHTHa pfoBxuHa xBuni 620 HM). 3abapBneHHs

cTabinbHe NpoTAroM NpuHamMHi 60 XBUNWH.

=N

iHKyOyBaTW Mpu  KiMHaTHI

OLIHKA PE3YJIbTATIB

CepepHi 3HaYeHHs ANs BUMIPSIHOTO MOTMMHAHHS PO3paxoBYOTbCA MiCns
BMpaxyBaHHSA 3HayeHHs BnaHk cybctpaTy. PisHMUS MiXK 3Ha4YeHHSAMU He
nosuHHa nepesuwysatn 10%.

Mpuknag

3Hac;lﬁrHﬂ CKOP(Z;(I]rBaHa Cepeane OLL
BnaHk cy6eTpary 0.014
HeraTuBHuMit KOHTPONb 0.022/0.025 0.008/0.011 0.010
CraHpapT Cut-Off 0.479/0.515 0.465/0.501 0.483
Cna6o no3vTuBHUI 0.789/0.823 0.775/0.809 0.792
KOHTpONb
Mo3nTUBHWIA KOHTPONb 1.936/2.004 1.922/1.990 1.956

HaBepeHa Bule Tabnuua MicTUTb nue npuknag, sikuii 6ys oTpumaHui
npu OOBINbHUX TeMmrepaTtypax i yMOBaxX HaBKOMMLUHLOIO CepeaoBULLa.
OnucaHi HaBefeHi faHi He € KOHTPONIbHUMM 3HAYEHHAMM, siKi MOBUHHI
OyTV BM3HAYeHi B iHWINX NabopaTopisix TakMM e YNHOM.

1. SlkicHa ouiHKa

PospaxoBaHi MormMHaHHS A5 CMPOBAaTOK NauieHTIB, sIK 3rafgyBarnocsi
BuLe, nopiBHIOOTbLCS 3 Cut-off 3HayeHHsIM cTaHgapTy. AKWO 3HaYeHHs
3paska BuLle, TO Lie NO3UTUBHUIA pe3ynbTar.

Mpu 3HayeHHi Hx4ve Cut-off 3HaueHHs cTaHgapTy Maemo HeraTMBHWUIA
pe3ynbTaT. [ouinbH1UM € BU3HA4YeHHs Aiana3oHy + 20% Haskono Cut-off
3Ha4YeHHs B Cipil 30Hi. Y TakoMmy pasi peKOMeHAYyeTbCs MNpOoBeAeHHS
NMOBTOPHOrO aHanisy 3 Tiei ) cupoBaTkol abo 3 HOBMM 3pa3KoOM OHOrO i
TOro X nauieHTa, B3ATOro uyepe3 2-4 TwxHi. O6uaBa 3pasku MOBUHHI
aHanisyBaTucs napanenbHo B OQHOMY aHanisi.

[MO3UTUBHMI  KOHTPOSMb MOBWHEH MOKasaTW, MPUHAWMHI, nNoABiNHe
3HaYeHHS NOTrMMHAaHHSA B NOPIBHSHHI 3i 3HayeHHsim Cut-off ctaHgapTy.

2. KinbkicHa ouiHKa

[OTOBI 0O BMKOPUCTaHHSI CTaHOAPTU i KOHTPOMi BU3HAYEHi i BUPaXeHi y
BigHOCHUX oauHuusx (Og/mn). Le npusBogntb [0 TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  OuiHkKM. Omke, ANA AaHOro nauieHTa
NPOBEAEHHS HACTYMHOrO KOHTPOIO CTano MOXIMBUM. 3HauyeHHs Ansi
KOHTpOMiB i CTaHAAPTIB Y OAVHULIAX HAAPYKOBaHi Ha eTuKeTKax crnaKoHIB.
[ns KinbKiCHOT OLiHKM 3Ha4YeHHs nornMHaHb CTaHgapTiB Ta KOHTponen
rpacbiyHO  BigKnNageHi nNpoTu  iX  KOHUEHTpauin. 3  oTpumaHoi
KanibpyBanbHOi KpMBOi MOXYTb OYyTV OTpUMaHi 3HaYeHHSI KOHLEHTpaLin
ONs1 KOXHOro 3paska nauieHTa no BiAHOLWEHHIO A0 iX nornuvHaHHA. Kpim
TOro, MOXHa BUKOPUCTOBYBaTW aBTOMAaTUYHI KOMM'IOTEPHI Nporpamm.

POBOYI XAPAKTEPUCTUKHN

Habip I®A Brucella 19G IgA IgA
TouHicTb B npoueaypi 8.7% 9.3% 9.2%
Touwictb Mk 79% 84% 5.0%
npoueaypamm

ToumicTs i cepiami 41-88%  44-105% 12-71%
peareHTiB

AHaniTM4Ha YyTAMBICTb 1.11 Oa/mn 1.14 Og/mn 1.03 Oa/mn
BiaTBOpIOBaHicTL 82-96 % 92-114% 85-110 %
TNMiHinHicTb 80-115% 69-110 % 75-110 %
MepexpecHa

. Bincytha no Bordetella pertussis
peakTUBHICTb
Bnnus peyoBuH Bes Bnnuy Ginipy6iHy Ao 0.3 mr/mn, remorno6iHy

no 8.0 mr/mn Ta Tpurniuepmgis go 5.0 mr/mn

KniniyHa cneumdivHicTb 100 % 100 % 100 %
KniHiyHa yyTnuBicTb 100 % 100 % 100 %
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