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OCHOB0I0 _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkol Moo, 8kadeHol 8 Habip. Homep i 0ama gepcii
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

MPU3HAYEHHA

Habip Anti-Cardiolipin 1gG saBnae coboto TecT-cuctemy Ha 6asi IOA pana
KiNbKICHOro BUMipIOBaHHA ayToaHTUTIN Knacy IgG fo KapgioniniHy y 3paskax
cupoBaTk/ abo mnasmu nioavHW. Llel npomyKT npri3HauyeHuwid Tinbku Ana
npodecinHOro BUKOPWCTaHHA B in vitro giarHocTtuui.

AHTudochoninighuin  cuHgpom (APS, cuHgpom Xbto3a) - Ue CUCTEMHe
ayToiMyHHe 3aXBOPIOBAHHA, AKE CMPUYNHAE TPOMOO3, MOBTOPHUI BUKNAEHD
abo  MepTBOHAPOMKEHHA, a TakKoX iHCynbT.  KniHiuHi  cumnTomm
CyNpPOBOMKYIOTbCA CneLMdiUHUMMN ayTOaHTUTINaMK B KPOBI, AKi 3B'A3yi0TbcA 3
docdoninigamn, Takumm AK  KapgioniniH, abo doconinia-3B'A3younmm
6inKaMu, TakMMu ik 6eTa-2-rnikonpoteiH |. AyToaHTUTINa NpoTu 6inkiB Kackagy
3ropTaHHsA, Hanpuknag nNpoTpoM6iH abo aHHEKCUH V TakoX MOXyTb OyTu
3HaliaeHi y nauieHTiB 3 APS 3 pesynbTatamu HeraTuBHoro ¢ocdoninigHoro
aHTuTina. Y neperHHoMy APS ayToaHTuTina npotu ¢ocdoninigis 3'ABnaTbca
He3anexHo, Togi AK y BTopuHHomMy APS docdoninigHi aHTUTING BUABNAIOTLCA Y
NOEAHaHHI 3 iHWMMKN ayTOIMyHHMMW 3aXBOPIOBAHHAMU, TaKUMU AK YEPBOHUIA
BOBYAK, PeBMaTOIgHMI apTput abo crHapom LLlerpeHa.

APUHUUN TECTY

BucokooumLleHni KapgioniniH HaHeCeHMI B peaKLiiHi NyHKKW, HacuyeHi beTa-
2-rnikonpoTeiHom |.

AHani3 Alegria® Bkniouae B cebe 8-MUITYHKOBI MiIKPOCMYXKH 3i LUITPUX-KOAaMK,
AKi HasvBawTbcA TecT-cmyKKamm Alegria®. KoxHa cmyKa npusHauyeHa ans
aHanisy ofHoOro 3paska nauieHta. TectoBa CMy>KKa MiCTUTb NOBHUIA KOMMNEKT
pearenTiB. Ciogn BK/oYeHi depmMeHTHUIN KoH'toraT, ¢epmeHTHMIN cybcTparT,
6ydep ans posBefeHHA 3paskiB i cneundiuHMn TecToBUIN KOHTponb. Kpim
TOro, KOXHa CMy>Ka Mae€ [iBi JTyHKW, MOKPUTI aHTUreHOM, AKi CllyXaTb B AKOCTI
peakUifiHMX NYHOK AnA KOHTPOIO Ta 3pa3ka naLjieHTa.

Bu3HaueHHA rPYHTYETbCA Ha HenpAMin  pepMeHTHO-MOB'A3aHIN  IMYHHIN
peakuii 3 HaCTyNHUMK cTagdiamn: AHTUTING, NPUCYTHI B MO3UTUBHUX 3pa3Kax,
3B'A3YI0TbCA 3 @HTUr€HOM, HaHECEHVIM Ha MOBEPXHIO ABOX PeaKLiHNX JTYHOK,
YTBOPIOOUN KOMMNNEKC aHTUreH-aHTuTino. Micna iHkybauii, Ha nepwomy etani
NPOMM1BaHHA BUAANATbCA He3B'A3aHI | He cneyndiyHO NoB'A3aHi Monekynu.
MocnigoBHO gofaHuMii GepMeHTHUIN KOH'IoraT 3B'A3YETbCA 3 iIMMOGINi3oBaHUM
KOMMJIEKCOM aHTUTINO-aHTureH. licna iHKy6auii nig yac gpyroi NpommBKu
BUOANAETbCA He3B'A3aHWN  depMeHTHU KoH'loraT. [logaBaHHA pPO34nHY
depmeHTHOro cybCcTpaTy Npu3BOAWTb A0 rigponisaLii i po3BUTKY Kobopy mif,
yac iHKy6aUil. IHTeHCUBHICTb CUMHBOTO KONbOPY BiANOBIZA€E KOHLeHTpaLil
KOMIMNIEKCY aHTUTINO-aHTUreH i MoXe 6yTu BUMipsAHa poTomMeTpmnyHO npu 650
HM.

[aHuin TecT 3acHOBAHMWI Ha 3anaTeHToBaHin SMC®-TexHonorii (Sensotronic
Memorized Calibration): indopmaLis npo TecT, aHani3 Ta NOro oLiHKa, a TaKoX
TepMiH MNPUAATHOCTI ANA KOHKPETHOI napTii MICTATbCA Ha WTpUX-Kogi,
3a3HaYeHOMY Ha KOXHil TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MOXHa  BMKOPWUCTOBYBATW 3 [iarHOCTUUYHUM
iHcTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTWM30BaHWM aHasi3aTopom 3
[OBiNbHMM pocTynom. 3a gonomoroto SMC®-TexHonorii AaHi, 3akofoBaHi Ha
LITPUX-KOAI, NepepaloTbca Bif TecT-cMyxKn Alegria® o npunagy Ta aHanis
aBTOMATMYHO OOPOGNAETHCA i OUiHIETbCA. Mpunag 3unTye Jaty TepmiHy
npupaTHocTi | BigKupgae nopanblly 06pOO6KY, AKWO BUALIOB TEPMiH
npraaTHoCTi TecT-cMykKn Alegria®.

NMONEPEAXXEHHA TA 3ACTEPEXXEHHA

. Bci peareHT Habopy Npr3HayeHi TiNbKK ANA AiarHOCTUKM in vitro.

. KomnoHeHTV Habopy MIcTATb maTepianu NofCbKOTO MOXOMKEHHSA, AKi
npoTtecToBaHi meTogamu, cxsaneHumn FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BIJl. OgHak, »ogeH meTon He MOXe rapaHTyBaTu, LWO
NPOAYKTU NIOACHKOrO MOXOAXEHHA He iHdikoBaHi. OTXe, 3 peareHTaMu
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Ta 3pa3kamMu CMPOBaTKM Clif MOBOAUTUCH AK 3 NOTEHUINHO iHdeKUiNHO
Hebe3neuHrmn.

. Bruauuin cuposatkoBuin anbbymiH (BCA), BUKOPUCTaHWIN B KOMIMOHEHTaX,
6yB nNpoTecToBaHWi Ha BSE i BUSIBMBCA HEraT1BHUM.

. YHuKaiTe koHTakty 3 TMB (3,3°, 5,5 - TeTpameTun6eH3narHom).

. PiovHa cuctemun mictutb KMCNOTy, Knacnodikauis - HebesneuyHa. YHUKaTu
KOHTaKTY 3i LIKipolo.

. KoHTponb, 6ydep ana 3paskis i npommsHUiA 6ydep MiCTATb a3ug HaTpito
0,09% B AKOCTi KOHCepBaHTy. LlA KoHUeHTpauia KnacudikyeTbca fK
6e3neyHa.

. MepMeHTHUIN KOH'tIoraT, KOHTponb i bydep ana 3paskis Mictatb ProClin
300 0.05% B AKOCTI KOHCepBaHTY. Lia KoHueHTpauia kKnacudikyeTbca AK
6e3neyHa.

Mig yac o6pobKM BCiX peareHTiB, 3pa3kiB i CUPOBATKM [OTPUMYyBaTUCA

iCHyI0uMX NpaBKN NabopaTopHOi 6e3MNeKU i HaNeXHoT NabopaToPHOT NPAKTUKN:

. 3axoau nepwwoi gonomoru: Mpu nonagaHHi Ha WKipy, HeranHo peTebHO
NPOMUTK BOAOIO 3 MUNOM. 3HATU 3abpyAHeHUA OaAr i B3yTTA i BUMATK
nepef NMOBTOPHMM BUKOPUCTAHHAM. AKLWO pifvHa cucTeMn BCTyna€ B
KOHTAaKT 3i LWKipOIo, peTenbHO NpomMuinTe BoAolto. [icna KOHTaKTy 3 ounma
peTenbHO MPOMUTY BiJKPUTE OKO MPOTOYHOI BOAOIO MPOTArOM He
MeHwwe 10 XBUIMH. 3BepHITbCA A0 NiKapsA, AKLO Le HeobXiaHo.

. OcobucTa 6e3neKa, 3axnCHe CNOPAIPKEHHSA | Haf3BMYaHI 3axoau:

[JoTpumyBaTucs npaBun TexHiKW 6e3nekn nabopatopii. YHWKaTU KOHTaKTy 3i

WKipoto Ta ounma. He kosTaTn. He ninetysatn potom. He npuimati ixy, He

NUTK, HE KYPUTU i HE HAHOCWTM MaKisXK B TMX O6nacTax, Ae 3HaxomATbCA

3pa3ku abo peareHTM Habopy. [Mpu po3nuBaHHi 3ibpaTn 3 iHEPTHUM

MaTepianom i yTunisysartu.

. 3acobu iHAuBigyanbHOro 3axucty: OpAraT 3axUCHi  PyKaBUYKM 3
HITPUTHOrO KayuykKy abo HaTypanbHOro natekcy. Hocitb 3axucHi
OKyNsApU.

. YMoBU, AKMX cnifi YHUKaTK: Tak AK pO3UnH CybCTpaTy € CBITNOUYTINBUM,
36epirat cmyxkm Alegria® B TeMpsBi.

. Ina yTunisauii nabopaTopHMX BiAXOAiB 4OTPUMYBATMCA HaLiOHaNbHOrO
abo perioHanbHOro 3aKOHOAABCTBaA.

LoTpumyinTecb pekomeHfaLii ANA BUKOHAHHA KOHTPOJIIO AKOCTi B MeAUYHNX

nabopaTtopisAx LWAAXOM aHani3y KOHTPOio i/abo 06'efHaHNX CPOBATOK.

BMICT HABOPY
24  ORG215G-24
TecToBi CMYKK
Alegria 24

[locTaTHbO ANA NpoBefeHHA 24 aHanisis
Tect-cmyxKun Alegria® € mogynamu no 8 NyHOK KOXHa,
AKi CKNapaTbeA 3:
JlyHkn 1+2:  TopoxHi i 6e3 HaHeceHHA (MyHKW AnA
= po3BefeHHA 3pa3kiB)

i JlyHkn 3+4:  BKpwTi aHTUreHoM (peakuinHi nyHKmn)

JlyHka 5: KoHTponb; »OBTOro Konbopy; MiCTUTb

cneunodiyHi aHTuTING, PBS, BCA, Mutounia
3acib, KoHcepBaHT a3may HaTpito 0,09% i
ProClin 300 0.05%.
DMepmeHTHUIA KOH'lorart; CBiTNO-
YepBOHWIA; MICTUTb aHTUMOACLKI 19G
aHTuTINa, MiveHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.
Bydep nanA po3BepeHHA  3paskKiB:
XoBTui; mictutb PBS, BSA, mutounn
3aci6, KoHcepBaHT a3ugy HaTpito 0,09% i
ProClin 300 0.05%.
TMB cy6cTpat: npo3opwuit; mictutb 3,3 ',
5,5' - TeTpameTn6EH3MANH.
Wrpux-kop: Cardiolipin  Ha po3gpykisui: CLP-IgG
1gG

JlyHKa 6:

JlyHka 7:

JlyHka 8:

1x20mn  lNpomuBHuin 6ydep, Wwo mictutb Tpic, Muounii 3acib,
KOHcepBaHT a3ugy Hatpito 0,09%; 50 X KOHUeHTpaT
1x25mn  CucremHa piguHa, MicTUTb Kncnoty; 1000 X KOHLeHTpaT

1 Ceptudikat aHanisy

3BEPIFAHHA TA CTABUIbHICTb

. 36epiratu Habip npu 2 - 8 °C B TempsABi.

. He nippaBatu peareHTn ansa aHanisy BNAUBY Tenna, COHUA abo C1bHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHA.

. TpumaT  MIKpONMaHWeTHi  NYHKW B repMETUYHOMY Milleuky 3
ocyLyBayem.

. TepMiH MpuUAaTHOCTI 3amedyaTaHOro Habopy cTaHoBUTH 15 MmicAuUiB Bif
[aTU BUrOTOBMEHHA. PeareHT cTabinbHi [0 3aKiHUEHHSA TepMiHy
npuaaTHocTi Habopy.

. PossepeHun bBydep pna 3paskie Ta CuctemHa PignHa cTabinbHi
npuHaimMHi 30 aHiB Npu 2-8 °C. PeKOMeHAYETbCA BUKOPUCTAHHA B TON Xe
[eHb.



HEOBXIAHI MATEPIAJIA

. BopTtekcHun mikcep

. MNineTkn Ha 10 Mmkn

. MipHui unningp Ha 1000 mn i 2500 mn
. LucTnnboBaHa abo feioHizoBaHa Bofa

3bIP, 3BEPIFTAHHA | POBOTA 31 3PA3KAMU

. 36epiTb 3pa3ku LiNbHOI KPOBi, BUKOPWUCTOBYIOUM MPUAHATHY MeAUYHY
TEXHOJIOT {10, YHMNKaouM reMonisy.

. [avite MOXNUBICTb KPOBI  3ryctutuca i
LeHTpUdyryBaHHAM.

e  CupoBaTka MOBMHHa OyTU umuCTOlO i HeremonizoBaHow. HeobxigHO
YHUKaTW reMosiTMyHOi abo ninemiyHoi cpoBaTKu.

e 3pa3ky NoBUHHI 36epiratuca npu 2-8 °C go 5 gHiB abo npm -20 °C go
wecTn micauis.

. YHUKalTe NOBTOPHOIO 3aMOPOXKYBaHHA i PO3MOPOXKYBaHHA 3paskis. Lie
MOXe NPW3BECTW A0 BTPATN aKTUBHOCTI ayTo aHTUTINamMu.

. He pekomeHA0BaHO TeCTyBaHHA iIHAKTMBOBAHOI TEMIOM CMPOBATKMU.

BiJOKpEMTE  CMPOBATKY

MPOLIEAYPHI 3AYBAMEHHA

. He BMKOpWCTOBY/TE KOMMOHEHTM Habopy nicnA 3akiHYeHHA TepMiHy
npuaaTHoCTi.

. Bci maTepianu cnif npmueecTu 4o KiMHaTHOI TemnepaTypu.

. [nAa 3ano6iraHHA 3ab6pyAHEHHA MiHANTE HAKOHEUYHUKN MiXK 3pa3Kamul.

NIArOoTOBKA PEATEHTIB

lMpomuseHuli 6ycpep

Po3b6aBTe KoHUeHTpaT MpomusHoro 6ydepa (50x) 3 5-KpaTHUM KOHLIEHTPaTOM
6ydepa 3paskiB ANCTUNBLOBaHO abo AeioHi30BaHO BOAOI A0 KiHLEBOro
o6'emy 1000 mn nepef BUKOPUCTaHHAM. BHecT po36aBneHuUii MpoMMBHWMIA
6ydep B KOHTENHEp ANIA peareHTy iHCTPYMeHTY. AKLIO TiNbKN OAWH aHani3 Ha
fleHb MPOBOAUTUMETbCA, MU PEKOMEHAYEMO BHOCUTU Tinbku 500 mn
po3BepeHoro MNpomusanbHoro bydpepa.

CucmemHa piouHa

Po3Bectn KkoHueHTpaT CuctemHoi PiguHm (1000x) 3 AMCTMNbOBaHOK abo
[leioHi30BaHOI0 BOAOIO A0 KiHLEeBOro 06'emy 2500 mn nepes BUKOPUCTAHHAM.
MepeHecTn po3baBneHy CuctemHy PigvHy B KOHTeliHep pANA peareHTy
IHCTPYMEHTY.

Tecmosi cmyxku

Lictath HeobXigHY KinbKiCTb TeCT-CMYXOK 3 YMaKOBKW i npuBectn ix Ao
KiMHaTHOT Temnepatypu (20-28 °C). He 3HiMaTV NOKPUTTA 3 MOPOXKHIX NYHOK,
NOKMW BW He rOTOBI pO3MoyaTy aHanis.

METOAUKA NPOBEAEHHA AHANI3Y
Tect-cmyxkn  Alegria® 3 TexHonorieto  SMC®
LiarHOCTUYHMM iHCTpyMeHTOM Alegria®.

[LeTanbHy iHbopMaUilo Npo po6oTy 3 NPWUIAAOM MOXKHA 3HANTK B IHCTPYKLT

LLIOA0 3aCTOCYBaHHA.

1) 3HIMiTb NOKPUTTA 3 NOPOXKHIX NYHOK 1-4 Ha TecT-cMy»Kax Alegria®.

He 3HiMmamTe NOKpMTTA 3 NYHOK 5-8 3 HaHeCeHMM Ha HUX WITPUX-
KofoM.

2) MinetyBat 10 MKNn Hepo36aBneHOro 3paska nauieHTa (cvpoBaTka abo
nnasma) B H/KHIO YaCTUHY JTYHKM 1.

3) MNomicTitb cmyxKy B SysTray. lMocTtaBuTu 3aBaHTakeHuWin SysTray B
npaBuibHe MONOXeHHs B npunagi Alegria® i nmouyatn pob6oty. Bci
noaanblli Kpoku 6yayTb 3pobieHi aBTOMaTUYHO.

MpoBefeHHA aHanisy BBa)KaeTbCA 3aBepLUEHUM, KO NpWnag NoumHae
LpyKyBaTU pe3ysbTaTu.

BUKOPUCTOBYIOTbCA 3

KAJNIBPYBAHHA

Cnctema aHanisy KanibpoBaHa BignoOBIAHO [0 MiIKHAapPOAHO BU3HaAHKX
eTanoHHUx cupoBatok Big EN. Harris, Jlyicginn Ta cneumndiuHoro
KOHTponbHoro matepiany IRP 97/656 (IgG) i HCAL (IgG).

NMIAPAXYHOK PE3YJIbTATIB

3a gonomoroto SMC® TexHonorii BCi TeCTOBi AaHi nepepaloTbca B cuctemy
yepes OKpeMi LITPMX-KOAWM Ha TecT-CMyXKax. Po3paxyHOK i iHTepnpeTauis
pe3ynbTaTiB BUKOHYBaTUMYTbCsl aBTOMATUYHO.

Mepeknaday 3enexcokaT. |.

POBOU4I XAPAKTEPUCTUKMN

[iana3oH BMMiploBaHHA

[liana3oH po3paxyHKy Liboro aHanizy Alegria®: 0-120 GPL-Oa/mn
OuiKkyBaHi pesynbTaTu

Y pocnifieHHi HOpManbHOro pAianasoHy 3 BMKOPUCTaHHAM 3pasKiB Big
3[0POBYX [OHOPIB KPOBI TaKi AianasoHn Oynu oTprmaHi 3 JaHUM aHanizom:
[paHuuHe 3HaueHHa Cut-off: 10 GPL-Og/mn

IHTepnpeTauina pesynbTraris

HopmanbHui: < 10 GPL-Oa/mn
MNigBnweHnn: > 10 GPL-Oa/mn
OBMEXXEHHSA NMPOLIEQYPU

Len aHania npusHayeHWn B AKOCTI fAiarHOCTUYHOI ponomoru. [leBHWUWn
KNiHIYHWI fiarHo3 He MOBMHEH FPYHTYBAaTUCA Ha pe3ynbTaTax OAHOro TecTy,
BiH MOBMHEH OyTu 3pobneHuwii nikapem nicnA OLUiHKM BCiX KNiHIYHWMX Ta
NabopaToOpPHMX JOCNIAKEHD.

TaKoX KOXHe pilleHHA AnA Tepanii cnig NpuiMaTy iHAMBIAYanbHO.

Bue 3a3HaueHi naTonoriyHi i HOpManbHi dianasoHW AnA aHTUTIN B 3pa3kax
nauieHTa cnif po3rnagaTty TiNbKM AK pekomeHZauil. KoxHa nabopaTtopis
MOBVHHA BCTAHOBUTW CBOT BIAaCHi HOpMY, BignosigHo fo 1SO 15189 abo iHwi
Aitoui npaBuna nabopatopil.

NiHinHicTb

Tpu 3pasKu NaUeHTIB, AKI MICTATb BUCOKI PiBHI cneundiuHNX aHTUTIN, cepinHo
po3Bogunu B 6ydepi AnAa 3pa3ka, WOO MPOAEMOHCTPYBaTWM AUHAMIYHUIA
AianasoH aHanisy. AKTUBHICTb AN1A KOXHOrO po3BeAeHHA Oyno po3paxoBaHO
3a fonomoroto TexHonorii SMC®.

Sample Dilution Observed Expected O/E
GPL-U/ml GPL-U/ml [%e]
1 1:100 83.2 832 100
1:200 452 41.6 109
1:400 223 20.8 107
1:800 11.5 10.4 111
2 1:100 754 754 100
1:200 391 37T 104
1:400 19.5 18.9 103
1:800 86 94 9
3 1:100 110.3 110.3 100
1:200 54.2 55.2 98
1:400 271 276 98
1:800 15.2 13.8 110
Yytnumsictb
QyHKUioHanbHa uyTnusicTb ctaHoBuUTb: 1 GPL-Op/mn

BiaTBOploBaHicTb

TouHictb B Mexax Tecty: KoediuieHT Bapiauii (CV) po3paxoByBanu pnns
KOXHOrO 3 TPbOX 3pa3skiB 3 pe3ynbTaTiB 24 BM3HayeHb B OJHOMY aHanisi.
Pe3ynbTaTi AnA TOYHOCTI B MeXax aHanisy HaBefdeHi B Tabnuui HKue.
MixkcepiiiHa TouHicTb: KoeodiuieHT Bapiauii (CV) po3paxoByBanu Ansa KOXXHOro 3
TPbOX 3pa3kiB 3a pe3ynbTaTamv 6 BU3HaYeHb B 5 pi3HMX aHanisax. Pesynbtatn
[NA BUKOHaHHA A0 3aMyCKy TOYHOCTi HaBefieHi B TabnuLji HuKue.

B cepepuHi aHanisy Mixx aHanisamn
CepepHe cv CepepHe cv
3pasok 3HauYeHHA [%)] 3pasok 3HauYeHHA [%)]
GPL-Opa/mn GPL-Opa/mn
1 71.0 2.4 1 64.8 8.6
2 334 5.5 2 32.6 5.9
3 16.2 4.6 3 16.5 6.1

InTepdepyioui peuoBrHMN

He cnoctepiranocsa iHTepdepeHLii Npu TecTyBaHHi 3pa3kiB 3 remonizom (oo
1000 mr/gn), ninemieto (o 3 r/pn Tpurniuepuais) abo NiABULLEHUM BMICTOM
6inipy6iHy (no 40 wmr/gn). He cnoctepiranoca 6yfab-Akoro BnavBy npu
BMKOPWCTaHHI aHTukoarynaHtie (UnTpat, EATA, renapwH). OpHak, He
PEeKOMEHAYETbCA BUKOPWCTOBYBATM 3pa3kM 3 CWIbHUM remonisom abo
ninemieto.



Pe3ynbraTu focnigxeHb

Study population n npos %
Primary APS 8 6 75.0
Secondary APS 65 57 877
Normal human sera 150 6 40
Clinical Diagnosis
Pos Neg
ORG 215G Pos 63 6
Anti-Cardiolipin lgG~ Neg 10 144
73 150 223
YyTtnmsicTb: 86.3 %
CneundiyHicTb: 96.0 %
3aranbHa y3rogKeHicTb: 92.8 %
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