AHTUAQEPHI AHTUTITA, CKPUHIHT

ANAscreen
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Bepcis 4

OcHOB0I0 _Npu__NnposedeHHi _aHasi3y € OpueiHan _iHcmpykuil
aHeniticbkolo Mo8oto, 8k/1adeHol 8 Habip. Homep i dama sepcii
opueiHaay ma nepeknady iHCmpykuil No8UHHI cnisnadamu.

MPU3HAYEHHA

Habip ANAscreen sBnse coboto TecT-cucTemy Ha 6asi IOA ans KinbkicHoro
BUMIpIOBaHHA ayToaHTUTIN Knacy IgG pgo SS-A 60, SS-A 52, SS-B, RNP-70, Sm,
RNP/Sm, Scl-70, ueHTpomepa B, Jo-1 y 3pa3kax cupoBaTkum abo nnasmm
noAnHN. Lien npofyKT npusHayeHni TinbKu 4na npodpecinHoro BUKOPUCTaHHA
B in vitro giarHocTuu,i.

Llei TecT BMKOPUCTOBYETbCA [ANA CKPUHIHFY NauieHTiB 3  nigo3pinumm
AYTOIMYHHVIMU 3aXBOPIOBAHHAMU CMONYYHOI TKAHVWHW, HaNPUKNag CUCTEMHUI
YepBOHUI BOBYAK, 3MillaHa CMoOJlyYyHa TKaHMHHA XBOPObAa, CUHAPOM
LLiborpeHa, cknepopepmia Ta nonimiosnt/gepmatomiosnt. OuiHKa pesyfbTaTis
TeCTy 3aBXAU NOBMHHA BPaxoBYBaTU BCi KNiHIUHi Ta nabopaTopHi AiarHOCTNYHi
BVCHOBKW.

NPUHLUMN TECTY

OunweHi aHTureHn SS-A (52 a 60 k[a), SS-B, RNP-70, Sm, RNP/Sm, Scl-70,
ueHTpomepa B Ta Jo-1 HaHeceHi B peaKLinHi nyHKN.

AHani3 Alegria® Bkniouae B cebe 8-MUITYHKOBI MiIKPOCMYXKH 3i LUITPUX-KOAaMK,
AKi HasvBalTbcA TecT-cmykKamm Alegria®. KoxHa cmyXKa npusHauyeHa ans
aHanisy ofHoOro 3paska nauieHta. TectoBa CMy»KKa MiCTUTb NOBHUIA KOMMNEKT
pearenTiB. Ciogn BKoYeHi depmMeHTHUIN KoH'toraT, ¢epmeHTHMIN cybcTparT,
6ydep ana po3BefeHHA 3paskiB i cneyndiuHMin TeCToBUiA KOHTPONb. Kpim
TOro, KOXHa CMy>KKa Ma€ ABi NyHKW, MOKPUTI aHTUTeHOM, AKi Cny»KaTb B AKOCTi
peaKUiNHMX IYHOK ANA KOHTPOJSIIO Ta 3pa3Kka MaLjieHTa.

Bu3HaueHHA FPYHTYETbCA Ha HenpAMin  pepMEeHTHO-MOB'A3aHIN  IMYHHIN
peakuii 3 HaCTyNHUMK cTafiamn: AHTUTING, NPUCYTHI B MO3UTUBHUX 3pa3Kax,
3B'A3YIOTbCA 3 AHTUFEHOM, HAaHECEHVIM Ha NMOBEPXHIO ABOX PeakLiHMX NyHOK,
YTBOPIOOUN KOMMNNEKC aHTUreH-aHTuTino. Micna iHkybauii, Ha nepwomy etani
NPOMMBaHHA BUAANAIOTbCA He3B'A3aHi i He cneundiyHO NoB'A3aHi Monekynu.
MocnigoBHO fofaHuii GepMeHTHUI KOH'IoraT 3B'A3YETbCA 3 iIMMOGINi30BaHNM
KOMM/EKCOM aHTUTiNo-aHTureH. MNicna iHKy6auii nig yac gpyroi NpommBKM
BUAANAETbCA He3B'A3aHWN  depMeHTHU KoH'loraT. [logaBaHHA pPO34nHY
depmeHTHOrO cybCTpaTy Npu3BOAWTb AO rigponisaLii i po3BUTKY KoNbopy mifg
yac iHKy6aUil. IHTeHCUBHICTb CUMHBOrO KONbOPY BiANOBIZA€E KOHLeHTpaLil
KOMIMNIEKCY aHTUTINO-aHTUreH i MoXe 6yTu BUMipsAHa poToMeTpmnyHO npu 650
HM.

[aHnin TecT 3acHOBaHWI Ha 3anaTeHToBaHin SMCC®-texHonorii (Sensotronic
Memorized Calibration): iHdpopmaLis npo TecT, aHani3 Ta oro ouiHKa, a TaKOX
TepMiH MNPUAATHOCTI ANA KOHKPETHOI napTii MICTATbCA Ha WTpUX-Kogi,
3a3HaYeHOMY Ha KOXHil TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MOXHa  BMKOPWUCTOBYBAaTM 3 [iarHOCTUUYHUM
iHcTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHWM aHasi3aTopom 3
[OBiNbHMM fJocTynoMm. 3a gonomoroto SMC®-TexHonorii faHi, 3aKoaoBaHi Ha
LITPUX-KOAI, NepepaloTbca Bif TecT-cMyxKn Alegria® o npwunagy Ta aHanis
aBTOMaTMYHO 06po6NAETbCA i OUiHIETbCA. Mpunag 3unTye fAaty TepmiHy
npugaTtHocTi i BigKMAae nopanblly 06pPOOKYy, AKWO BUMLIOB TEPMiH
npraaTHoCTi TecT-cMyKn Alegria®.

NMONEPEAXKEHHA TA 3ACTEPEXXEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKK ANA AiarHOCTUKK in vitro.

. KomnoHeHTW Habopy MICTATb maTepianu NoACbKOTO MOXOMKEHHSA, AKi
npoTtectoBaHi meToaamu, cxsaneHummn FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BIl. OpHak, »ofeH MeTOA He MOXe rapaHTyBaTtW, Lo
NPOAYKTU NIIOACbKOrO MOXOAXEHHA He iHdikoBaHi. OTXe, 3 peareHTamu
Ta 3pa3kamy CUPOBATKU CJlij MOBOAUTUCH AK 3 MOTEHUINHO iHdeKLiiHO
Hebe3neyHnmu.

D Bryaunii cuposaTtkoBumi anbbymiH (BCA), BAKOPUCTaHWI B KOMIMOHEHTaX,
6yB npoTecToBaHui Ha BSE i BUSIBMBCA HeraTMBHMM.

o YHukaiite KoHTakty 3 TMB (3,3", 5,5° - TeTpameTun6eH3ngnHom).

. PiguHa cnctemn micTnTb KUCNOTY, Knacudikauis - HebesneuyHa. YHUKaTH
KOHTaKTY 3i WKipoto.

. KoHTponb, 6ydep ana 3paskis i npomnBHUiA 6ydep MicTATL a3na HaTpilo
0,09% B AKOCTi KOHcepBaHTy. Lla KoHUeHTpauia Knacndikyerbca Ak
6e3neyHa.
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. (MepMeHTHUIN KOH'toraT, KOHTponb i bydep ana 3paskis Mictatb ProClin
300 0.05% B AKOCTi KOHCepBaHTY. Lia KoHueHTpauia kKnacudikyeTbca Ak
6e3neyHa.

Mig yac 0o6po6KM BCiX peareHTiB, 3pa3kiB i CUPOBATKU [OTPUMYBaTUCA

icHytoumMx nNpaBus NabopaTopHoi 6e3neKkm i HanexHoi 1abopPaToPHOT NPaKTUKM:

. 3axoau nepuoi gonomoru: MNpu NnonagaHHi Ha WKipy, HeranHo peTenbHO
NPOMUTY BOLOIO 3 MUIOM. 3HATW 3abpyAHEHWUA ofsAr i B3yTTa i BUMUTK
nepes NOBTOPHUM BMKOPUCTaHHAM. fIKWO pifiMHa cucTemn BCTyraE B
KOHTAKT 3i LWKipOoto, peTenbHO NpoMuiiTe Bofot. [licna KOHTaKTy 3 oumma
peTefibHO MPOMUTK BIAKPUTE OKO MPOTOYHOK BOAOI MPOTArOM He
MeHLe 10 XBUSIMH. 3BepHITbCA A0 Nikaps, AKLWO Le HeobXigHo.

. Ocobucta be3neka, 3axX1CHe CNOPAMKEHHA | Ha3BUYalHI 3axoam:

[oTpumyBaTnCa NpaBun TexHiKM 6e3neku nabopatopii. YHUKATN KOHTAKTY 3i

WKipoto Ta ounma. He koBTaTn. He ninetyBatn potom. He npuimatu ixy, He

MUTK, HE KYPWUTM i He HaHOCUTWU MaKisX B TUX obnactax, Ae 3HaxoAATbCA

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

MaTepianom i yTunisysaTtu.

. 3acobu iHauBigyanbHoro 3axucty: OpAraT 3axUCHi PyKaBUYKM 3
HITPUTHOrO KayuyykKy abo HaTypanbHOro natekcy. HociTb 3axucHi
oKynapu.

. YMoBU, AKMX cnifl YHUKaTK: TaK AK pO3UnH CybCTpaTy € CBITIOUYTIUBUM,
36epirat cmykm Alegria® B TeMpsBi.

. [nAa ytunisauii nabopaTopHMX BiAXoAiB 4OTPUMYBATMCA HaLiOHaNbHOrO
abo perioHanbHOro 3aKOHOAABCTBA.

LoTprmyinTecb pekomeHAaLii ANA BUKOHAHHA KOHTPOJIIO AKOCTi B MefUYHMX

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

BMICT HABOPY
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[loctaTHbO ANA NpoBeAeHHA 24 aHanisis

Tect-cmyxku Alegria® € mogynamu no 8 NyHOK KOXHa,
SIKi CKnagaTbeA 3:

JNlyHkn 1+2:  TMopoxHi i 6e3 HaHeceHHA (NMyHKW AnA
e po3BefeHHA 3pa3kiB)

JlyHkn 3+4:  BKpwTi aHTUreHoM (peakuinHi nyHKm)
JlyHka 5: KoHTponb; »OBTOro Konbopy; MiCTUTb
cneyundiyHi aHTUTING, PBS, BCA, Mutounin
3acib, KoHcepBaHT a3ugy HaTpito 0,09% i
ProClin 300 0.05%.

QepMeHTHMIN KOH'loraT; cBiTNO-
YepBOHWIA; MICTUTb aHTUMIOACLKI 19G
aHTuTINa, MiveHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.
Bydep nmonAa po3segeHHs  3pa3kKiB:
XoBTU; mictutb PBS, BSA, mutounn
3acib, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.

TMB cy6cTpat: npo3opuis; mictutb 3,3 ',
5,5' - TeTpameTn6EH3MANH.
LWrpwnx-kopn: ANAscreen Ha po3gpykisui: ANAscr

JlyHKa 6:

JlyHka 7:

JlyHka 8:

1x20mn  lNpomusHuin G6ydep, wo mictutb Tpic, Muounii 3acib,
KOHCepBaHT a3ugy Hatpito 0,09%; 50 X KOHUeHTpaT
1x25mn  CucremHa piguHa, MictTuTb Kncnoty; 1000 X KOHLeHTpaT

1 Ceptudikat aHanisy

3BEPIFAHHA TA CTABUTIbHICTb

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

. He nigpaBatu peareHTn ans aHanisy BNAUBY Temnna, COHUA abo CUbHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHA.

. TpumaT  MIKpONNaHWeTHi  NYHKNW B repMETUYHOMY Milleyky 3
ocyluyBayem.

. TepMiH MpuUAaTHOCTI 3amevyaTaHOro Habopy cTaHOBUTH 15 MmicAUiB Bif
JaTW BUrOTOBNEHHsA. PeareHTW CTabiNbHi [0 3aKiHUEHHS TepMiHy
npyaaTHOCTI Habopy.

. PossepeHun bydep pna 3paskie Ta CuctemHa PignHa cTabinbHi
npuHaimMHi 30 aHiB Npu 2-8 °C. PeKOMeHAYETbCA BUKOPUCTAHHA B TOM Xe
AeHb.

HEOBXIAHI MATEPIAJIN

. BopTtekcHun mikcep

. Minetkn Ha 10 MKn

. MipHuin umningp Ha 1000 mn i 2500 mn
. [ncTunboBaHa abo feioHizoBaHa BoAa

3bIP, 3BEPIFTAHHA | POBOTA 31 3PA3KAMU

. 36epiTb 3pa3km LiNbHOI KPOBi, BUKOPWUCTOBYIOUM MPUAHATHY MeAnYHY
TEXHOMOTIt0, YHNKA0UM reMonisy.

. [ante MOXNMBICTb KPOBI  3ryctutnca i
LieHTpUdyryBaHHAM.

BigOKpemTe  CUpOBaTKY



e  CupoBatka MoBMHHa OyTU umucTol0 i HeremonizoBaHow. HeobxigHO
YHUKATW reMosliTMyHOi abo ninemiyHoi cpoBaTKu.

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

. YHunKanTe NOBTOPHOro 3aMOPOXYBaHHA i PO3MOPOXYBaHHA 3pa3kis. Lle
MOXe NPW3BECTW A0 BTPATU aKTUBHOCTI ayTo aHTUTINamMu.

e  He pekomeHAOBaHO TeCTyBaHHSA iHaKTVBOBAHOI TEMIOM CUPOBATKN.

MPOLEAYPHI 3AYBAMEHHA

. He BUKOPUCTOBYINTE KOMMOHEHTN Habopy nicnA 3aKiHYeHHA TepMiHy
npWAATHOCTI.

. Bci maTepianu cnig nprBecTu 4o KiMHaTHOI TemnepaTypu.

. [nAa 3ano6iraHHA 3abpyAHEHHA MiHANTE HAKOHEUYHUKI MiXK 3pa3Kamul.

NIArOTOBKA PEATEHTIB

lMpomusHuli 6yhep

Po3baBTe koHUeHTpaT MpomusHoro 6ydepa (50x) 3 5-KpaTHUM KOHLIEHTPaTOM
6ydepa 3paskiB ANCTUNIbOBaHOK abo [eiOHI30BaHOI BOAOIK A0 KiHLEBOro
o6'emy 1000 mn nepef BUKOPUCTaHHAM. BHecT po36aBneHuii MpomMrBHWMIA
6ydep B KOHTelHep ANA peareHTy iHCTPYMEHTY. fKLLO TiNbKW OAVH aHani3 Ha
fleHb MNPOBOAUTUMETbCA, MU PEKOMEHAYEMO BHOCUTU Tinbku 500 mn
po3sBepeHoro MNpomusanbHoro bydpepa.

CucmemHa piouHa

PosBectn KoHueHTpat CuctemHoi PiguHm (1000x) 3 AncTunboBaHol abo
[ZleioHi30BaHOI0 BOJOIO A0 KiHLEBOro 06'emy 2500 M nepes BUKOPUCTAHHAM.
MNepeHecTn pos3baBneHy CuctemHy PiguHy B KOHTeliHep [N peareHTy
IHCTPYMEHTY.

Tecmosi cmy»Ku

Lictath HeobXigHY KiNbKiCTb TeCT-CMYXOK 3 YMaKOBKW i npuBectn ix Ao
KiMHaTHOT Temnepatypu (20-28 °C). He 3HiMaTV NOKPUTTA 3 MOPOXKHIX NYHOK,
NOKMW BM He rOTOBI PO3MoyaTu aHanis.

METOAUKA NPOBEAEHHA AHANI3Y
Tect-cmyxkmn  Alegria® 3 TexHonorielo  SMC®
LiarHOCTUYHUM iHCTpyMeHTOM Alegria®.

[HeTanbHy iHpopMmaLilo Npo poboTy 3 NPUIAAOM MOXHA 3HANTW 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) MinetyBatn 10 MKN Hepo3baBneHoro 3paska NaljieHTa (crpoBaTka abo
nnasma) B H/KHIO YaCTUHY JTYHKN 1.

3) MNomicTitb cmyxKy B SysTray. lMocTtaBuTu 3aBaHTaxkeHuWin SysTray B
npaBunbHe MNONoOXeHHA B npwnagi Alegria® i nouyatn pob6oty. Bci
nofanbLUi KPokn 6yayTb 3pobneHi aBTOMaTUYHO.

MpoBefeHHA aHani3y BBa)Ka€TbCA 3aBepLUEHUM, KON Npunag NoumHae
LpYKyBaTU pe3ysbTaTu.

BUKOPUCTOBYIOTbCA 3

KAJIBPYBAHHA
AHaniTMyHa cucTema BigKanibpoBaHa BIAMNOBIAHO A0 MiXXHAPOAHO BU3HAHWX
eTanoHHux cnposatok Big CDC, AtnaHTa, CLLA.

NIAPAXYHOK PE3YJIbTATIB

3a ponomoroto SMC® TexHonorii BCi TecTOBi AaHi nepepaloTbca B cucTemy
yepes OKpeMi LITPUX-KOAW Ha TecT-CMyxKax. Po3paxyHOK i iHTepnpeTauis
pe3ynbTaTiB BUKOHYBaTUMYTbCA aBTOMaTUYHO.

POBOYI XAPAKTEPUCTUKU
[inAa akicHnx pe3synbTaTiB aBTomMaTnyHO "Index Value" (IHaekc) obuncnioeTbea
wnaxom pineHHs OD 3paska Ha OD BHYTpilIHbOro cut-off KoHTpoNto.

OuikyBaHi pesynbTaTi

Y DOoCnifKeHHi HOpManbHOro pfianasoHy 3 BUKOPWUCTaHHAM 3paskiB Bifg
3[0POBYVX AOHOPIB KPOBi TaKi Aiana3oHu Gyny oTpMMaHi 3 AaHUM aHani3om:
[paHuuHe 3HaueHHA Cut-off: IHgekc 1.0

Mepeknaday 3enexcokaT. |.

IHTepnperTauin pesynbTaris

HeratneHuin: IHoekc < 1.0

HeBusHaueHuin: IHaekc 1.0 - 1.2

Mo3UTBHUIA: IHgekc > 1.2
OBMEXXEHHA NPOLEAYPU

Llen aHanisa npusHayeHW”n B AKOCTI [AiarHOCTUYHOI ponomorn. [leBHUN
KNiHIYHWIA fiarHO3 He MOBMHEH I'PYHTYBAaTUCA Ha pe3yfibTaTax OfHOro TecTy,
BiH MOBMHEH OyTW 3pob6neHVin nikapem MicnsA OUIHKM BCIX KIIHIYHMX Ta
nabopaTopHUX JOCHIAKEHD.

TaKoX KOXHe pilleHHA Ana Tepanii cnig npuiMaTy iHaMBiayanbHo.

Bue 3a3HaueHi naTonoriyHi i HOpManbHi diana3oHn ANA aHTUTIN B 3pa3kax
nauieHTa cnif po3rnsgaTyé TiNbKM AK pekomeHAauil. KoxHa nabopatopis
NMOBVHHA BCTAHOBUTU CBOI BIacHi HOpMU, BignosigHo fo 1SO 15189 abo iHwi
Zitoyi npaBmna naboparopil.

JininHicTb

Tpw 3pa3ku NauieHTIB, AKI MICTATb BUCOKI PiBHI cneundiuHnX aHTUTIN, cepinHo
po3Boaunu B Oydepi Ansa 3pa3ka, WOO MNPOAEMOHCTPYBaTW AUHAMIYHMIA
fiana3oH aHanisy. AKTUBHICTb /1 KOXKHOTO po3BedeHHs Oyno po3paxoBaHO
3a gonomoroto TexHosnorii SMC®.

Sample Dilution Observed Expected O/E
Index Index [%]

1 1:100 5.8 5.8 100
1:200 27 29 93

1:400 1.6 1.5 110

1:800 0.8 0.7 110

2 1:100 49 49 100
1:200 27 25 110

1:400 1.3 12 106

1:800 0.6 06 98

3 1:100 42 42 100
1:200 22 2.1 105

1:400 1.2 1.1 114

1:800 0.5 05 95

BigTBOploBaHicTb

TouHicTb B Mexax Tecty: KoediuieHT Bapiauii (CV) po3paxosyBanu pna
KOXHOro 3 TPbOX 3paskiB 3 pe3ynbTaTiB 24 BM3HAYeHb B OJHOMY aHanisi.
Pe3ynbTati A TOYHOCTI B MeXax aHanisy HaBeAeHi B TabnuLi HKue.
MixcepinHa TouHicTb: KoediuieHT Bapiauii (CV) po3paxoByBanu Ana KOXHOro 3
TPbOX 3pas3kiB 3a pe3ynbTaTamu 6 BU3HaYeHb B 5 pi3HMX aHani3ax. Pesynbtatn
[NA BUKOHaHHA [0 3aMyCcKy TOYHOCTI HaBeAeHi B TabnuLi HuKue.

B cepepuHi aHanisy Mi>x aHanisamu
CepegHe v CepegHe v
3pasok 3HayeHHA [%] 3pasokK 3HayeHHA [%]
IHgekca IHgekca
1 1.9 37 1 2.0 6.2
2 2.9 2.7 2 2.9 4.4
3 3.9 3.4 3 3.9 3.5

InTepdepyioui peuoBuHMN

He cnoctepiranoca iHTepdepeHLii Npu TecTyBaHHi 3paskiB 3 remonisom (o
1000 mr/gn), ninemieto (go 3 r/gn Tpurniuepugis) abo niaBULLEHNM BMICTOM
6inipy6iHy (go 40 mr/an). He cnoctepiranoca 6yab-Akoro BRAMBY nNpu
BMKOPWCTaHHI aHTukoarynaHtie (UnTpat, EATA, renapwH). OpHak, He
PEeKOMEHAYETbCA BUKOPWCTOBYBATM 3pa3kM 3 CWIbHUM remonisom abo
ninemieto.

PesynbTraTu gocnigxkeHb

Study papulation n npos %

SLE 63 60 952
Sjogren's syndrome 10 10 1000
MCTD 10 10 1000
Poly-/dermatomyositis 8 7 875
Scleroderma 10 10 1000
CREST syndrome 9 9 100.0
Normal human sera 148 3 20
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Sensitivity:
Specificity:
Overall agreement:

YyTtnmsicTb:

CneundivHicTb:
3aranbHa y3rofpKeHicTb:

ol

Clinical Diagnosis

Pos Neg
Pos 106 3
Neg 4 145
110 148
964 %
980 %
973 %
96.4 %
98.0 %
97.3 %
BUPOBHUK

OP[JXKEHTEK LiaeHocmuka 'm6X
Kapn-Uauc-LLmpacce 49-51
55129 MatiHy - Himey4yuHa
TenegpoH: +49 (0) 61 31/92 58-0
Qakc: +49(0) 61 31/92 58-58
IHmepHem: www.orgentec.com
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