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OcHo80oK rpu _npogedeHHi aHaridy € opueiHan iHempyKuii

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

3ArAllbHA IHOPOPMALIA

Tect Brucella IgM ELISA
MeTtop ®DepMeHTO3B’A3aHMN iIMYHOCOPGEHTHUMN
aHanis: IPA
MpuHUMN Henpsamui I®A: NOKPUTUIA aHTUTEHOM
nnaHwer

AxkicHui: Mo3uTuBHUN; Cnabo
no3ntuBHun; HeratneHum KoHtponb

[diana3oH BU3Ha4YeHHs

. BaxnmBo ninetyBatu 3 NOCTiHUMW iHTepBanamu, Tak,
TYHKM MaHLeTa 3HaxoAunmcb B OQHaKOBUX YMOBaX.

. Mpn BuaaneHHi peareHTiB 3 YyHWMKaTW 3abpyAHEHHs MpoBGOK.
Mopanblioi MOXNMBOI NNyTaHWHW Cnif yHUKaTW. BMicT nnswok
3a3BuYaii YyTNMBUIA OO OKUCIIEHHS, TaK LU0 BOHW MOBWHHI OyTu
BiOKPUTI TiNbKM NPOTSArOM KOPOTKOTO Yacy.

. LLlo6 yHWKHYTM nepeHocy abo nepexpecHoro 3abpyaHeHHsl, oKpeMi
0HOPAa30Bi HAKOHEYHUKMN AMs NINeTOK NOBUHHI GYTW BUKOPUCTaHI.

. He BuKopuCTOBYBaTU peareHTW 3 iHWWX MapTiA, BOHW HE MOBUHHI
6yTn 3miwaHi mix coboto.

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

. BignosigHo oo HanexHoi nabopaTtopHoi npakTukm (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NpPUCTPOI, WO BUKOPUCTOBYHOTLCS,
NOBWHHI pPerynsipHo nepesipsATUCA Ha npeaMeT iX AOCTOBIPHOCTI i
ToyHocTi. Le BigHocuTbCs, cepeq iHWOro, A0 MIKpOTUTpaLiHUX
ninetok, obnagHaHHa AnA npoMuBaHHS abo 3umTyBaHHs (ELISA-
Yurau).

. KoHTaKkT neBHUX peareHTiB, Hacamnepes CToMn-po3ynHy i cybcTpary,
3i LWKipOK, o4MMma i Cnn3oBOK OBOMOHKOK Chid yHWKaTW, Tak $K
MOXIMBO po3AdpaTyBaHHa | XiMiyHi onikn, i icHye Hebe3neka
iHTOKCUKaLLii.

wob BCi

PEATEHTW, WO NOCTAYAKOTbCA

30epiraTn KOMMOHeHTM Habopy npu TemnepaTypi 2-8 °C i He
BMKOPWCTOBYBATU MICMsl 3aKiHYEHHS TepMiHy NpuAaTHOCTI, BKa3aHOro Ha
30BHiLWHIA eTukeTui. [licns BMKOPUCTaHHs, NNacTuHa MOBWHHA OyTu
3anevaTaHa, NAsLWKN 3akpuTi NpobkamMu i KOMNIEKT NOBUHEH 36epiratucb
npu Temnepartypi 2-8 °C. BigkpuTuit Habip NnoBMHEH ByTN BMKOPUCTaHWUIA

3pasok 100 mkn NpPOTSrOM TPbOX MiCSLIB.
CneuundivHicTb 100%
Yytnusictb 100% KomnoHeHTH 06’em/KinbkicTb
3aranbHui yac ~ 110 xBUNUH CMmyxKu, nonepenHbo BKpUTi aHTureHoM Brucella 12
TepmiH npugaTHocTi 12-18 micsuis Kani6patop A (HeraTusHuin KOHTPOIb) 2wmn
*fTabopamopHi pe3ynbmamu HiKoiu He MOXymb CIIyXumu eOUHO midcmagoro s Kani6patop B (Cut-Off CtangapT) 2wmn
MeduYHO=20 8UCHOBKY. Icmopis nauieHma ma rodarbwi OoCniOXXeHHsI Mo8UHHI 6ymu Kani6patop C (Cnabkuit NO3UTUBHWI KOHTPOSb) 2 Mn
npudiHAmi 0o ysaeu. Kani6patop D (Mo3uTUBHMIA KOHTPOTb) 2Mn
®epmeHTHMIA KoH'torat 15 mn
MPU3HAYEHHS ) | Cy6erpar 15 mn
Habip DAl Brucella IgM ELISA 6ys pospobneHuit ans BusiBMeHHs i CTON-pO34HH 15 mn
KINbKICHOrO BM3HaueHHs aHTuTin IgM, cneumndiyHnx o Bpyuenbosy B Po34MH ANA PO3BEACHHS 3pasKia 60 MA
cupoBaTui Ta nnasmi. lNoganbluie 3acTtocyBaHHA | B iHWMX piguHax MpomusHuit Gycpep (10X) 60 M
opraHiaMy Moxnuee. [aHuii aHania npusHadeHun Tinbku ans in-Vitro MnacTvkoBa niieka 2
giarHocTuku. JlabopaTopHi pe3ynbTatu Hikonv He MOXYTb OyTW €AnHO MAaCTUKOBMI NakeT 1

OCHOBOI AN MeLU4YHOro BWCHOBKY. ICTOpis xBopobu nauieHTa Ta
nopanbLi BUNPO6yBaHHS AKi TaKOX NOBWHHI NpuiiMaTCs A0 yBaru.

3ATrAlbHA IH®OPMALUIA (fus. opueiHan iHcmpyKuii).

NPUHUUN TECTY

Hab6ip DAl Brucella IgM ELISA 3acHoBaHui Ha  npuHUMNI
iMmyHodbepmeHTHOro aHanisy (IPA). Brucella aHnTureH immobinizoBaHuii
Ha NoBepXHi cMyxok. Po3BeaeHi cupoBaTtku abo roToBi 40 BUKOPUCTaHHS
CTaHAapTu NiNeTylTbCsa B NyHKM nnaHweTa. Binbyeaetbca 3B’A3yBaHHSA
MiX aHTuTinamum IgM y cupoBaTtui KkpoBi Ta iMMobGinizoBaHUMUK
aHTureHammn Brucella. lMicns ogHiei roguHu iHkyGauii npu KiMHaTHIN
Temneparypi nraHLWeT NPOMMBaOTb PO3BEAEHM MUIOYUM PO3YMHOM ANS
BUAAnNeHHs Hess'a3aHoro Matepiany. [loTiM gopaetbca rotoBud o
BMKOPUCTaHHA KOH'loraT aHTu-noacbkux-IgM 3 nepokcugasow Ta
BiAbyBaeTbcA iHKkybauis npotarom 30 xBwunuH. [licna  HacTynHoro
nNpoMyBaHHA nineTyeTbcst po3unH cyberpaty (TMB) i BinbyBaeTbcs
iHKyBauis npoTsirom 20 XBUNWH, BUKIMKA4YM PO3BUTOK CUHLOIO KOMbOPY
B NyHKax. PO3BMTOK KONMbOPY MPUMUHAETLCS AOAABAHHAM CTOM-PO3YMHY,
SKMA  3MIHIOE KOMIP 3 CWMHBbOTO Ha XoBTMI. KiHueBe 3abapBneHHs
BUMIpIOIOTb  CMEKTPOPOTOMETPUYHO HA  OOBXUHI  xBuni 450 HM.
KoHueHTpauis aHTutin IgM npsimo nponopuifHa iHTEHCMBHOCTI KOMNbOpY.

OBMEXEHHSA, 3AMNOBIDKHI 3AX0OU | 3ArANbHI 3AYBAXEHHA

. Tinbkn ans in-Vitro BukopuctaHHs! He koeTatu! 3BM4anHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a Takox 3abopoHa icTh, NUTK i
KypuTu B nabopartopii NOBMHHI 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 HeraTMBHMMK. [poTe 3BMYaliHI 3axoau
06epexHOCTI, Taki Ik BUKOPUCTaHHS NaTEKCHUX PYKaBUYOK, MOBUHHI
OyTn goTpUMaHi.

. Po3snuBu cupoBaTku Ta peareHTy MOBWHHI OyTW BuaaneHi 3
Ae3iHMIKYIoYMM pO3YMHOM (Hamnpuknag, rinoxmoput Hatpito, 5%) i
NOBWHHI BYTW yTUNi30BaHi HANEXHUM YMHOM.

. Bci peareHTU noBuHHI GyTW goBedeHi OO0 KiMHaTHOI TemnepaTypu

(18- 25 °C) nepen NpoBeAEHHAM TECTY.

. lMepen nineTyBaHHAM BCi peareHTW cnif peTenbHO nepemiaTu,
06epexHO HAaXUNSIKYN. YHUKATN YTBOPEHHS MiHW.

1.  MikpoTUTpyBanbHi CMYXKu1
12 cMyxok no 8 NyHOK KoxHa, BKpUTi aHTUreHom Brucella (MoTovHa
BakumHa, [lekiHcbkmn Ta CigHencbkun wTtamum). [oToBi  Oo
BMKOPUCTaHHS.

2. Kaniopatop A (HeraTMBHMIA KOHTPOIb)
2 mn, 6inkoBu po3uunH, posbasneHuin PBS, He micTuTb aHTuTin IgM
no Brucella. [dopanunn 0.01% MeTunisoTtiazonod i 0.01 %
BpomoHiTpoaiokcaH. [0TOBUI 40 BUKOPUCTaHHS.

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

KOHUeHTpauii aHtutin  IgM pgo Brucella. [Jogannn  0.01%
MeTtunidotiaszonoH i 0.01 % BpomoniTpogiokcaH. [oToBuMn Ao
BUKOPUCTaHHS.

4. Kani6patop C (Cnabkuit NO3UTUBHUIA KOHTPONb)
2 Mn niacbkoi cupoBaTku, po3sedeHoi PBS, mictutb cepegHio
KOHUeHTpaujto aHtuTin  IgM  go  Brucella. Oopanun  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuin Ao
BMKOPUCTaHHS1.

5. Kaniopatop D (nO3MTMBHMI KOHTPONb)
2 MmN noacbkoi cupoBaTku, possedeHoi PBS, mictute Bucoky
KOHUeHTpauito aHtuTin  IgM  go Brucella. [HOopanui  0.01%
MeTtunisotiaszonoH i 0.01 % BpomoHiTpogiokcaH. [oToBurn Ao
BUKOPUCTaHHS.

6. ®depmeHTHUM KoH'lorat
15 mn, aHTu-noaceknn-IgM-HRP (kponuk), B 6ydepHOMY po3umHi,
AKM MicTMTb Ginok. OopgaHui 0.01% MeTwunizoTiazonoH i 0.01 %
BpomoHiTpoaiokcaH i 5 mMr/n ProClin™. FoToBUI 40 BUKOPUCTAHHSI.

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

8. Cron - po3uuH
15 mn, 0.5 M cipuyaHoi kucnotu. F0ToBUIA O BUKOPUCTAHHS.

9. PoO34uH onsA po3BeAeHHsA 3pas3kiB
60 mn, PBS/BSA 6ydep. Joaanui 0.095 % asug HaTtpito. [oToBMI
[0 BUKOPUCTaHHS.

10. MpomuBHUI Gychep
60 mn, PBS + TeiH 20, 10x koHueHTpaT. KiHueBa KOHUeHTpauis:
po3BecTn 1+9 AMCTUNBOBAHOK BOAOK. HAKWIO NpU  XOrogHOMY
36epiraHHi yTBOpMBCSt Ocafl, KOHLEHTpaT HeobxiaHo posirpisaTv npu
37 °C npoTsirom 15 XBUNUH.




11. TMnacTukoBa nniBKa
2 WITYKM AN NOKPUTTS CMYXOK MiJ Yac iHkybauii.
12. TMnacTUKOBUI MiLIOK
Baratopa3oBoro  BWKOpUCTaHHS,  Ans
HEBUKOPUCTAHUX CMYT.

cyxoro  36epiraHHs

MaTepianu, HeobXxiaHi, ane He HapaHi

. Mikpo- i 6araTtokaHanbHi ninetkn Ha 5 Mk, 100 mkn i 500 mkn
MnaHweTHWin boTomeTp (450 HM)

MnaHweTHWN BOLwEp

Mpobipkn Ansi po3BeAeHHs1 CUPOBaTKM

Biguctunsoeana Boaa

3ABIP | NIArOTOBKA 3PA3KIB

B npuHumni, 3paskn cuposatkm abo nnasmu (EDTA, renapvH) MOXyTb
O6yTv BuMKOpUCTaHi Ans aHanidy. CupoBaTka BiAAinNseTbcs BiA KpOBI,
3ibpaHoi acenTUYHO 3 BEHW, MiCNs 3ropTaHHsA | LeHTpudyryBaHHs. 3pasku
cumpoBaTku abo nnasmu moxHa 36epiratm B xonoaunbHuky (2-8 °C) Ha
npotasi Ao 48 roguH, Ana TpuBanoro 36epiraHHA BOHW MOBMHHI
36epiratuca npu -20 °C. 3pa3km He cnig 3aMopoXyBaTu Ta
pPO3MOpOXYyBaTH 6araTtopasoBo. JlinemiyHi, reMosiTUYHI abo
GakTepianbHO 3abpyaHEHi 3pa3ky MOXYTb AaBaTu NMOMWUMKOBO MO3UTUBHI
abo NOMUNKOBO HeraTuBHI pe3ynbTaTiu.

[na npoBedeHHA aHanizy 3paskM (He cTaHgapTW) MOBUHHI  OyTun
po3BezeHi 1:101 3 roToBUM A0 BUKOPUCTaAHHSA PO34YMHOM Afst PO3BEAEHHSA
3pa3skiB (Hanpuknag, 5 mkn cuposatku + 500 MKN pO34YMHHUKA 3paska).

NPOLIEAYPA OOCHIMKEHHA

1. MigroToBKa peareHTiB

MpomMuBHMA PoO3uMH: po3GaBuTM nNepes  BUKOPUCTaHHAM  1+9

AMCTUINBOBAHOIO BOAOK. FAKLWO Mpu XonogHomy 36epiraHHi yTBOpUBCS

ocaf, KOHUeHTpaT HeobxigHo pogsirpiBat npu 37 °C npotarom 15

XBUIVH.

. CyBope [AOTPMMaHHs MNPOTOKOMNY PEKOMEHAYETbCS ANS HagiHOi
poboTu. BignosiganbHicTb 3a 6yab-siki 3MiHM abo mogudikaii Hece
KopucTyBau.

. Bci peareHTM moBuHHI GyTVM AoBedeHi A0 KiMHaTHOI TemnepaTypu
nepen BUKOPUCTaHHSAM, arne He MOBUHHI OyTu 3anuiwieHi npu uin
Temneparypi 4oBLUe, Hi>X HeobXigHO.

e  CraHgapTu Ta 3pasku cnig aHanisyBatu y ABOX MPUMIpHMKaX.

. CraHgapTHa KpuBa MOBMHHa OyTu nobygoBaHa nNpu  KOXHOMY
aHanisi.

. [MoBEpHYTM HEBUKOPUCTAHI CMY>XKM B NNaCTUKOBUI NakeT i 3b6epiratn
X cyxumun npm Temnepartypi 2-8 °C.

. MpouenypHi Kpokun

MigroTyBaTn JOCTATHIO KINbKICTb NYHOK NS CTaHAapTIB, KOHTpONnewn

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

2. NinetyBatn 100 mkn koxHoro 3 po36aBneHux (1:101) 3paskiB i
rOTOBUX A0 BUKOPUCTAHHA CTaHAApPTIB i KOHTPOrIB Bi4NoOBIigHO B
NyHKW. 3anuwnTy ogHY NOPOXHIO NMYHKY ANs 6naHka cybeTpary.

3. Hakputu nnaHweTr donbrol i iHKyOyBaTM MpU  KiIMHaTHIN
Temneparypi npoTarom 60 XBUINWH.

4.  BwpganuTu BMICT nyHoK (BUMUTK abo acnipysaTtu) i gogati 300 mMkn
pO3BeAEHOro po3ynHy Ans npommBaHHs. Lito npouenypy nostoputu
TPU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BMAANNTVN 06EPEXHNM MOCTYKYBaAHHAM MaHLIeTa Ha TKaHWHY.

5. TMinetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BUKOPUCTaHHS
KOH’loraTiB B NyHKW. 3anuwumnTu OOHY MOPOXHIO NYHKY AN 6naHka
cybcTparty.

6. Hakputv nnaHwet donbrow i
Temnepatypi npotarom 30 XBUIWH.

7.  Bupanutu BmicT nyHok (BumMuTn abo acnipysatu) i gogatu 300 Mkn
pO3BeAEeHOro po3ynHy Ans npomuBaHHs. Lito npouenypy nostoputu
TPU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BMAANNUTV 06EPEXHNM MOCTYKYBaAHHAM MaHLIEeTa Ha TKaHWHY.

8. Minetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BUKOPUCTaHHSA
cybcTtpaTiB B NyHku. Llboro pasy Takox nineTtyetbcs 6GnaHk
cybcTparty.

9. Hakput nnaHweTr onbrol i iHKyGyBaTM MpU  KIMHaTHIN
Temnepartypi nporarom 20 XBUMNWH Yy TempsBi (Hanpuknag, B
TymbouL).

10. [Ons 3ynuHku peakuii cybcTtpaTy, ninetyBatu 100 Mkn KOXHOro 3
roTOBUX OO BVKOPWCTAHHS CTOM-PO34MHY B NyHKW. BHeciTb Takox
6naHk cybeTpary.

11. Micns peTenbHOro nNepemillyBaHHsl Ta OYMLLEHHST HUXHBOT YacTUHU

nnacTvHW, 34uTaTW pesynbTatu nornmuHaHHa npu 450 HM. (3a

BMGOpoM pedpepeHTHa AoBxuHa xBuni 620 HM). 3abapBneHHs

cTabinbHe NPOTAroM NpuHamMHi 60 XBUNUH.

=N

iHKyOyBaTM Mpu  KiMHaTHIN

OLIHKA PE3YNIbTATIB

CepefHi 3HaYeHHs Ans BUMIPAHOro MOrMUHAHHA PO3PaxoBYOTLCS MiCns
BMpaxyBaHHSA 3HayeHHs Brank cybctpaty. PisHMuA Mk 3HaYeHHAMM He
nosuHHa nepeswuysatn 10%.

Mpuknag

3HaueHHs Ol CKopz(Jr Bana Cepeaxe OLL
BnaHk cy6eTpary 0.011
HeraTuBHuMit KOHTPONb 0.019/0.020 0.008 /0.009 0.009
Crangaprt Cut-Off 0.501/0.535 0.490/ 0.524 0.507
CUEOLEEE 2L 1.198/1.116 1.187/1.105 1.146
KOHTpOnb
Mo3UTUBHUI KOHTPONb 1.889/1.741 1.878/1.730 1.804

HaBepgeHa Buwe Tabnuusa MiCTUTL nuwie npuknag, sikuin O6yB oTpUMaHui
npv OOBINbHUX TemnepaTypax i yMOBax HaBKOJIULLHBLOrO CepeaoBuLla.
OnucaHi HaBefeHi faHi He € KOHTPONIbHUMM 3HAUYEHHAMM, siKi MOBUHHI
OyTun BU3Ha4eHi B iHWMX NabopaTopisix TakMM Xe YNHOM.

1. fAkicHa ouiHKa

PospaxoBaHi normvHaHHSA Ans cMpoBaTOK MauieHTiB, SK 3ragyBarnocs
BuLe, NOpiBHIOIOTbCA 3 Cut-off 3HaYeHHsIM cTaHgapTy. AKWO 3HAYEHHSA
3paska BuLle, TO Lie NO3UTUBHUI pe3ynbTar.

Mpun 3HayeHHi Hx4e Cut-off 3HaueHHsA cTaHOapTy MaemMo HeraTuBHWUWA
pesynbTaT. [ouinbHUM € BU3HaYeHHs aiana3oHy + 20% Haekorno Cut-off
3Ha4YeHHs B Cipil 30Hi. Y TakoMy pasi pekoMeHAyeTbCA MNpOBEeAEeHHS
NOBTOPHOrO aHani3y 3 Tiei ) cMpoBaTKol abo 3 HOBMM 3pa3koM OOHOrO i
TOro X MauieHTa, B3ATOro 4yepesd 2-4 TwxHi. ObugBa 3pasku MOBUHHI
aHanizyBaTucsa napanernbHO B OQHOMY aHanisi.

[MO3NTMBHUI  KOHTPOMNb MNOBWHEH MoKa3aTu, MNpVHaMHI, NoABiMHE
3HaYeHHS NOrMMHaHHA B NOPIBHAHHI 3i 3HaveHHsim Cut-off ctangapTy.

2. KinbkicHa ouiHka

[OTOBi 4O BMKOPUCTaAHHSA CTaHAAPTW i KOHTPOMi BM3HAYEHi | BUpaXeHi y
BigHocHux oguHuusax  (Op/mn). Le npusBoguts [0  TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  ouiHkM. Omke, ANA AaHOro nauieHTa
NPOBEAEHHS HACTYMHOrO KOHTPOJIO CTano MOXJIMBUM. 3HAYEHHs Ons
KOHTPONMIB | CTaHAAPTIB Y OAVHULIAX Ha[pYKOBaHi Ha eTukeTKax hrakoHiB.
Ons KinbKiCHOT OUiHKM 3Ha4YeHHs nornvHaHb CTaHgapTiB Ta KOHTponen
rpaciyHo  BigkmageHi MpoTM  iX  KOHUEHTpauin. 3  oTpumaHoi
KanibpyBanbHOi KpMBOi MOXYTb OYTVW OTpUMaHi 3HaYeHHsI KOHLEHTpaLin
ONS KOXHOro 3paska nauieHTa no BiAHOWEHHIO A0 iX nornuvHaHHA. Kpim
TOro, MOXHa BUKOPUCTOBYBaTW aBTOMATUYHI KOMM'IOTEPHI Nporpamm.

POBOYI XAPAKTEPUCTUKHN

Habip I®A Brucella IgG IgA IigM
TouHicTb B npoueaypi 8.7% 9.3% 9.2%
WLl 79% 84% 5.0%
npoueaypamm

TouuicTb ik cepiami 41-88%  44-105%  12-7.4%
peareHTiB

AHaniTu4Ha Yy TnuBICTb 1.11 Og/mn 1.14 Og/mn 1.03 Oa/mn
BipTBOptoBaHicTb 82-96 % 92-114% 85-110 %
NiHiiinicTb 80-115% 69-110% 75-110%
MepexpecHa

" Bincytha no Bordetella pertussis
peaKTUBHICTb
Bnnue peyoBuH Be3 Bnnuy 6inipy6iHy Ao 0.3 mr/mn, remorno6iHy

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

KniHiuHa cneumdiunictb 100 % 100 % 100 %
KniHiuHa yyTnuBicTb 100 % 100 % 100 %
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