AHTUTINA IgG 4O KOMMNOHEHTY Scl-70
Anti-Scl-70

Kam. N°: ORG 212 Jama sunycky iHcmpykuyii: 2018-01-02

Bepcin 4

OCHO80I0 Npu_nposedeHHi aHasnizy € opu2iHan iHcmpyKkuii
aHenitickkoo Moo, 8KnadeHoi 8 Habip. Homep i 0ama eepcii
opuziHany ma nepeknady iHCmpyKuii No8uHHi cnisnadamul.

MPU3HAYEHHA

Habip Anti-Scl-70 aBnae coboio TecT-cuctemy Ha 6asi IOA ana KinbkicHoro
BUMIpIOBaHHA ayToaHTWTIN Knacy IgG go Scl-70 y 3paskax cupoBaTku abo
nnasmy floavHU. Lleit npogyKT npusHauveHuin Tinbkn AnA npodecinHoro
BMKOPWCTaHHA B in vitro giarHocTuui.

AHTuTina po Scl-70 (OHK Tonoisomepasa |) € NPUIAHATHUM MapKepom Ans
nporpecyoUoi CMCTeMHOI cknepoaepmii. BoHn cnpusotb gudepeHuianbHil
piarHocTuyi  cknepogepmii. OuiHKa pe3ynbTaTiB TecTy 3aBXAW MOBMHHA
BPaxoBYBaTW BCi KNiHi4YHi Ta TabopaTopHi fiarHOCTUYHI BUCHOBKMN.

MPUHLUUMN TECTY

BricokoounwieHuin Scl-70 HaHeceHWit B peakUiiiHi nyHKW.

AHani3 Alegria® Bkntouae B cebe 8-MUITYHKOBI MiIKPOCMY»KKI 3i LUITPUX-KOAAMMU,
AKi Ha3mBaloTbcA TecT-cMykkamm Alegria®. KoxHa cMyXKa npusHauyeHa ans
aHanisy ofHoro 3paska nauieHTa. TectoBa cCMy»KKa MiCTUTb MOBHWUIA KOMMNEKT
peareHTiB. Cloan BK/OUYEHi GepMeHTHUI KOH'loraT, depmeHTHUiA cybcTpaT,
6ydep ana po3seaeHHs 3paskis i cneundiuHnn TecToBUIA KOHTPONb. Kpim Toro,
KOXKHa CMYXKa Ma€ [Bi NYHKW, NMOKPWUTI aHTUIeHOM, AKi Cny»KaTb B AKOCTI
peakuiiHMX TIYHOK ANA KOHTPOSIO Ta 3pa3ka naujieHTa.

Bri3HaueHHA FPYHTYETLCA Ha HENPAMI GepMEHTHO-MOB'A3aHIN IMYHHIN peakuil
3 HacTynHMMK CTagiamMn: AHTUTING, NPUCYTHI B MO3UTUBHWUX 3pasKax,
3B'A3YIOTbCA 3 @aHTUTEHOM, HAaHECEHVM Ha MOBEPXHIO ABOX PeaKLiiHUX lYHOK,
YTBOPIOKOUN KOMMNEKC aHTUreH-aHTuTino. Micna iHky6auii, Ha nepwomy etani
NMPOMVBaHHA BMAANATLCA He3B'A3aHi | He cneuudiuHo NoB'A3aHi Monekynu.
MocnigoBHO AopaHWi depMeHTHUIA KOH'loraT 3B'A3y€eTbcs 3 iMMOGini3oBaHUM
KOMMMEeKCOM aHTUTINo-aHTuUreH. MMicna iHky6auii nmig uyac gpyroi npoMuBKM
BULANAETbCA He3B'A3aHUN GepMeHTHWMI KoH'loraT. [lofaBaHHA pPO3UMHY
depmeHTHOro cybCcTpaTy NpU3BOANTb AO riaponisaLii i po3BUTKY KONbopy Mig
yac iHKy6aUii. IHTEHCUBHICTb CMHbOIO KONMbOPY BiAMOBIfAE KOHUeHTpauil
KOMMAeKCY aHTUTINO-aHTUreH i Moxe 6yTn BUMipsAHa doToMeTpuyHo npu 650
HM.

[aHuni TecT 3acHOBaHWUWM Ha 3anaTeHToBaHin SMCC-TexHonorii (Sensotronic
Memorized Calibration): iHdpopmaLisa Npo TecT, aHasni3 Ta MOro ouiHKa, a TaKoX
TEPMiH NPUAATHOCTI ANA KOHKPETHOI MapTii MICTATbCA Ha LWTPUX-KOAi,
3a3HaYEHOMY Ha KOXHill TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MoOXHa  BMKOPUCTOBYBAaTW 3 [iarHOCTUYHUM
iHCTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHVMM aHanizaTopom 3
[OBiNbHUM gocTynom. 3a gonomoroto SMC®-TexHonorii AaHi, 3aKkofoBaHi Ha
WTPUX-Kodi, nepedaloTbca Bif TecT-cMyKu Alegria® go npwnagy Ta aHanis
aBTOMATMYHO 0OPO6NAETbCA | OUiHIETbCA. Mpunag 3unTye faTy TepmiHy
NpWAATHOCTI i BiAKMAAE Noganbly 06po6Ky, AKLLO BUALIOB TEPMIH NPYAATHOCTI
TecT-cMyxKu Alegria®.

NMONEPEAXEHHA TA 3ACTEPEXKEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKM AnA AiarHOCTUKK in vitro.

. KoMnoHeHTV Habopy MICTATb maTepiany NIOACbKOrO MOXOAXEHHSA, AKi
npoTtectoBaHi metoaamu, cxsaneHumu FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BUI. OpHak, ofeH MeTof He MoXe rapaHTyBaTtw, WO
NPOAYKTW NIOACHKOro NOXoa»KeHHs He iHdikoBaHi. OTXe, 3 peareHTamm Ta
3paskamy CUPOBATKU CJlii MOBOAUTUCH AK 3 MOTEHUINHO iHbeKLiiHO
Hebe3neyHmmu.

. Bryaunii cuposatkoBumin anbbymiH (BCA), BUKOPUCTaHUI B KOMMOHEHTaX,
6yB npoTecToBaHM1 Ha BSE i BUABMBCA HEraTUBHUM.

. YHuKante koHTakty 3TMbB (3,37, 5,5° - TeTpameTnn6eH3nanHoMm).

. PiovHa cnctemn micTnTb KUCNOTY, Knacuikauina - HebesneyHa. YHUKaTn
KOHTaKTY 3i WKipoto.

. KoHTponb, 6ydep ans 3paskiB i npoMusHMi Bydep MicTATb asug HaTpilo
0,09% B AKOCTi KOHcepBaHTy. LlA KoHueHTpauia KnacnoikyeTbca sk
6e3neyHa.

. (DepMeHTHUI KOH'IoraT, KOHTponb | ydep ana 3paskis mictaTb ProClin 300
0.05% B AKOCTi KOHcepBaHTy. LlA KoHUeHTpauia KnacnoikyeTbca sk
6e3neyHa.

Mig yac 06pO6KM BCiX peareHTiB, 3pa3KiB i CPOBATKU AOTPUMYBATUCA iICHYIOUMNX

npaewu nabopaTopHoi 6e3neKn i HaneXxHoi 1abopaToOPHOI NPAKTUKK:
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. 3axoau nepuuoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTenbHoO
NPOMWTY BOLOIO 3 MUIIOM. 3HATW 3abpyAHEHWU ofsAr i B3yTTA | BUMUTK
nepep MoBTOPHUM BUKOPUCTaHHAM. AKLWO pigMHa CMCTEMU BCTYMNa€ B
KOHTAKT 3i LWKipoto, peTenbHO NpomMunTe Boaoto. [licna KOHTaKTy 3 oumma
peTenbHO NPOMUTW BiAKPUTE OKO MPOTOYHOI BOAOID MPOTArOM He
MeHLwe 10 XBUNNH. 3BEPHITLCA A0 NiKaps, AKLWO Le HeobxigHo.

. OcobucTa 6e3neka, 3axXMCcHe CNOPAIKEHHS | HaA3BMYaHI 3axoaun:

[oTpumyBaTnca NpaBun TexHiku 6e3nekn nabopaTopii. YHNKATN KOHTAKTY 3i

WKipoto Ta ounma. He kosTatu. He ninetysatn potom. He npuiimatu ixy, He

NUTK, HE KYPUTU | HE HAHOCWTY MaKisX B TMX 06nacTaAX, Ae 3HaXOAATLCA 3pa3ku

abo peareHTU Habopy. Mpu po3nmBaHHi 3i6paTy 3 iHEPTHUM MaTepianom i

yTunisysaTu.

. 3acobu iHAMBiAyanbHOro 3axucty: OpfAraTV 3axXWMCHi  PYKaBUYKM 3
HITPUTHOTO KayuyKy abo HaTypasibHOro fiatekcy. Hocitb 3axuncHi okynapw.

. YMoBM, AKUX cniff yHMKaTh: Tak AK pO3unH cybCcTpaTy € CBITIOUYTANBUM,
36epiratv cMykkun Alegria® B TempsBi.

. [Ona ytunisauii nabopaTopHMX BigxomiB JOTPUMYBATUCA HaLiOHaNIbHOro
a60 perioHanbHOro 3aKOHOAABCTBA.

LoTprmyinTecb pekomeHaaL il ANA BUKOHAHHA KOHTPOMIO AKOCTI B MEANYHMNX

naboparopisx WAAXOM aHasi3y KOHTPOIO i/abo 06'eagHaHNX CMPOBATOK.

BMICT HABOPY
24 ORG 212-24
TecToBi CMY>KUN
Alegria 24

[ocTtaTHbo ANA NpoBefAeHHsA 24 aHanisis

TecT-cmyxkn Alegria® € mogynamm no 8 NyHOK KOXHa,
AKi CKnagalTbeA 3:

JlyHkn 14+2:  TopoxHi i 6e3 HaHeceHHs (NyHKU Ans
po3BefeHHA 3pa3kKiB)

BkpuTi aHTUreHOM (peaKuinHi nyHKKn)
KoHTponb; »OBTOro Kosbopy; MiCTUTb
cneumdiyHi aHTuTING, PBS, BCA, Mutounin
3acib, KoHcepBaHT a3ugy HaTpito 0,09% i
ProClin 300 0.05%.

QepMeHTHUN KOH'loraT; CBiTnO-
YepBOHWIA; MICTUTb aHTUOACbKI 1gG
aHTWTINA, MiveHi HRP; PBS, BSA, mutounia
3aci6, koHcepBaHT ProClin 300 0.05%.
bybep pgnAa posBeaeHHA  3paskKiB:
»oBTuI; Mmictute PBS, BSA, mutoumn
3acib, KoHcepBaHT a3ugy HaTpito 0,09% i
ProClin 300 0.05%.

TMB cy6cTpaT: Nnpo3opuid; MicTuTb 3,3 ',
5,5' - TeTpameTn6eH3naNH.
LWTpux-kopa: Scl-70 Ha po3gpykisui: Scl-70

e

JlyHKn 3+4:
JlyHka 5:

JlyHKa 6:

JlyHka 7:

JlyHKa 8:

1x20mn  lNpomuBHun 6ydep, wo mictutb Tpic, MuoUniA 3aci6b,
KOHCepBaHT a3ungy HaTpito 0,09%; 50 x KoHLeHTpaT
1x25mn  CuctemHa piguHa, Mictutb Kncnoty; 1000 X KOHLEeHTpaT

1 Ceptudikat aHanisy

3BEPIFTAHHA TA CTABUIbHICTb

. 36epiraTi Habip npu 2 - 8 °C B TeMpsBi.

) He nippaBatv peareHTn ans aHanisy BNavBY Tenna, COHUA abo CUbHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHA.

. Tpumatn  MiKpOMNaHWeETHI  NIYHKM B TFepPMETUYHOMY Milleyky 3
ocylyBayem.

. TepmiH NprAaTHOCTI 3aneyaTaHOro Habopy CTaHOBUTb 15 MicALIB Big faTh
BUIOTOBNEHHA. PeareHTu cTabiNbHi A0 3aKiHUEHHA TepMiHY NpUAATHOCTI
Habopy.

. Po3sseneHunn bybep pna 3paskie Ta CuctemHa PignHa cTabinbHi
npviHamHi 30 aHiB Npu 2-8 °C. PeKOMeHAY€ETbCA BUKOPUCTaHHA B TOM e
[leHb.

HEOBXIAHI MATEPIANIN

. BopTekcHuin mikcep

. MineTkn Ha 10 mkn

. MipHuia umningp Ha 1000 mn i 2500 mn
. OnctunboBaHa abo aeioHi3oBaHa Boja

36IP, 3BEPITAHHA | POBOTA 31 3PA3BKAMU

. 36epiTb 3pa3ky LiNbHOI KPOBi, BUKOPWUCTOBYIOUM MPUAHATHY MeANYHY
TEXHONOTII0, YHUKaoun reMonisy.

. [ante MOXNMBICTb KpPOBi  3ryctutuca i
LeHTpryryBaHHAM.

. CupoBaTka MOBMHHA OyTW umuCTOlO i HeremonizoBaHow. HeobxigHO
YHUKaTN reMoniTUYHOI abo ninemiyHoi cMpoBaTKu.

. 3pa3ky NoBuHHI 36epiratncs npu 2-8 °C o 5 aHiB abo npu -20 °C fo wectu
micauis.

. YHuKanTe NOBTOPHOrO 3aMOPOXKYBaHHA i PO3MOPOXKYBaHHA 3paskis. Lie
MO>Ke MPU3BECTN A0 BTPATV aKTUBHOCTI ayTO aHTUTINaMu.

. He pekomeHa0BaHO TeCTyBaHHA iHaKTMBOBAHOT TEMIOM CMPOBATKM.

BiJOKpEMTE CUpOBaTKy



NMPOLEAYPHI 3AYBAXEHHA

. He BuKOpWCTOBY/TE KOMMOHEHTW Habopy MicnA 3aKiHYeHHs TepMiHy
npyAAaTHOCTI.

. Bci maTepianu cnif nprueectu Ao KiMHaTHOT TemnepaTypu.

. [na 3anobiraHHA 3a6pyAHEHHA MIHANTE HAKOHEYHVIKM MiK 3pa3kamu.

MIArOTOBKA PEATEHTIB

lMpomueHuti 6yep

Po36aBTe KoHueHTpaT [NpomueHoro bydepa (50x) 3 5-KpaTHUM KOHLEHTPATOM
6ydepa 3paskiB AMCTUNbOBaHOW abo AeiOHI30BaHOK BOAOK A0 KiHLEBOro
o6'emy 1000 mn nepep BUKOPWUCTaHHAM. BHecTn posbaBneHWint NpoMuBHUN
6ydep B KOHTeHEP ANA peareHTy iIHCTPYMeHTY. AKLLO TiNbKM OAUH aHani3 Ha
eHb MNPOBOAUTUMETHCA, MU PEKOMEHAYEMO BHOCUTM Tinbku 500 mn
po3sepeHoro MpommsanbHoro bydepa.

CucmemHa piouHa

Po3gectn KoHueHTpaT CuctemHoi PigmHm (1000x) 3 AuctunboBaHow abo
[leioHi30BaHOI0 BOAOIO A0 KiHLeBOro 06'emy 2500 Mn nepef BUKOPUCTAHHAM.
MepeHecTn posbasneHy CuctemHy PiguHy B KOHTeHep AnNA peareHTy
IHCTPpYMeHTY.

Tecmosi cmyxKu

[licTaT HeobXiAHY KinbKiCTb TECT-CMYXOK 3 YNakoBKW i mpuBectn ix Ao
KiMHaTHOI TemnepaTypu (20-28 °C). He 3HiMaTV MOKPUTTA 3 NOPOXKHIX JIYHOK,
MoKV BW He FOTOBi po3noyaTu aHais.

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

[leTanbHy iHpopmaLilo Npo poboTy 3 NPUIAAOM MOXHA 3HAWTW B IHCTPYKLUT

LLOAO 3aCTOCYBaHHS.

1) 3HiMiTb NOKPUTTA 3 MOPOXHIiX NYHOK 1-4 Ha TecT-cMyxKax Alegria®.

He 3HimaliTe NOKpUTTA 3 NIYHOK 5-8 3 HaHECEHUM Ha HMX WTPUX-
KopAom.

2) NinetyBatn 10 MKn Hepo36aBneHOro 3paska nauieHTa (cupoBaTka abo
nnasma) B H/KHIO YaCTUHY NYHKM 1.

3) MomicTitb cmyxKy B SysTray. lMoctaBuTu 3aBaHTakeHuin SysTray B
npaBuibHe NonoXkeHHsA B Npunagi Alegria® i nouatn po6oty. Bci noganbiui
KpOKM 6yayTb 3pobneHi aBTOMaTUUHO.

MpoBepeHHA aHanisy BBaXa€TbCA 3aBepLUEHWM, KONW Npuiaj novvHae
LPYKyBaTn pe3ynbTaTu.

BUKOPWUCTOBYIOTbCA 3

KANIBPYBAHHA
AHaniTMuHa crucTema BigkanibpoBaHa BiAMNOBIAHO 4O MiXKHAPOAHO BM3HaAHVX
eTanoHHux cuposatok Big CDC, AtnaHTa, CLUA.

NIAPAXYHOK PE3YJIbTATIB

3a gonomoroto SMC® TexHonorii BCi TeCTOBI flaHi nepefaloTbCa B CUCTEMyY Yepes
OKpeMi LUITPUX-KOAMN Ha TeCT-CMYKKax. Po3paxyHoK i iHTepnpeTauisa pe3ynbTaTis
BUKOHYBATUMYTbCA aBTOMAaTUYHO.

POBOYI XAPAKTEPUCTUKU

[liana3oH BUMipoBaHHA

[liana3oH po3paxyHKy Liboro aHanisy Alegria®: 0-200 Og/mn

OuiKyBaHi pesynbtatn

Y pocnigXeHHi HOpManbHOro fianasoHy 3 BUKOPMWCTaHHAM 3pasKiB Bif
3[0pPOBYKX JOHOPIB KPOBI TaKi Aiana3oHn 6yny oTprMaHi 3 JaHUM aHanizom:
I'paHnuHe 3HaueHHA Cut-off: 250a/mn

IHTepnpetauia pesynbTaris

HopmanbHuin: < 150p/mn
HeBun3HaueHuin: 15-25 On/mn
NinBrweHnn: >250a/mn
OBMEXXEHHA NMPOLEAQYPU

Llein aHani3 npr3HayeHunin B AKOCTI AiarHOCTUYHOT fONOMOTW. MeBHUIA KNiHiYHNIA
ZiarHO3 He MOBUHEH IPYHTYBATUCA Ha pe3yNibTaTax OAHOro TECTY, BiH NMOBMHEH
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6yTU 3po6NeHN nikapem MiciA OUiHKM BCiX KNiHIYHUX Ta NabopaTopHMX
[OCNioKeHb.

TaKkoK KOXKHe pilleHHA Ana Tepanii cnig npuiAMaTy iHAMBIAYanbHO.

Buwie 3a3HauyeHi naTonoriyHi i HOpMasnbHi fAianasoHW AnNA aHTUTIN B 3pa3Kax
nauieHTa cnig posrnagaty TiNbKM AK pekomeHzauil. KoxHa na6opatopis
NMOBVHHA BCTAHOBUTU CBOI BIACHi HOpMW, BignosigHo fo 1SO 15189 abo iHwi
Zitoui npaBuna nabopatopil.

JNininHicTb

Tpw 3pa3ku NauieHTiB, AKi MiCTATb BUCOKI PiBHI cneundiuHNX aHTUTIN, cepiliHO
po3Boaunu B Gydepi Ana 3paska, WOO NPOAEMOHCTPYBaTM AUHAMIYHUIA
Ziana3oH aHanisy. AKTUBHICTb [N KOXXHOTO po3BeeHHs Yo po3paxoBaHoO 3a
nonomoroto TexHonorii SMCe.

Sample Dilution Observed Expected O/E
Uiml Uimi [%6]
1 1:100 146.9 146.9 100
1:200 76.3 73.5 104
1:400 38.1 36.7 104
1:800 18.8 18.4 102
2 1:100 1223 122.3 100
1:200 60.4 61.2 99
1:400 296 30.6 97
1:800 148 15.3 97
3 1:100 113.7 1137 100
1:200 59.2 56.9 104
1:400 26.7 284 94
1:800 13.1 14.2 92
YyTnusictb
OyHKUioHanbHa YyTAnBicTb cTaHoBUTL: 1 Op/mn

BigTBOpIOBaHICTL

TouHicTb B Mexax TecTy: KoeoiuieHT Bapiauii (CV) po3paxoByBanu Ans KOXHOro
3 TPbOX 3paskKiB 3 pe3ynbTaTiB 24 BU3HaYeHb B O4HOMY aHanisi. Pesynbtatn gna
TOYHOCTI B MeXax aHanily HaBefeHi B Tabnumui HUxye.

TouHictb MixX aHanizamu: KoediuieHT Bapiauii (CV) po3spaxoByBanu ans
KOXHOrO 3 TPbOX 3pa3KiB 3a pe3ynbTaTaMu 6 BU3HaueHb B 5 pi3HMX aHanisax.
Pe3ynbTaTtyi 4N1A BUKOHAHHA O 3anycKy TOYHOCTI HaBefeHi B TabnuLi HUXue.

B cepepauHi aHanisy Mix aHanisammn
CepepHe v CepepHe cv
3pasok 3HauYeHHA [%)] 3pasok 3HaUYeHHA [%]
Op/mn Op/mn
1 444 5.8 1 39.8 4.7
2 71.5 7.1 2 64.5 8.9
3 173.3 53 3 113.0 7.0

IHTepdepyloui peuoBrHMN

He cnoctepiranoca iHTepdepeHuii npy TecTyBaHHi 3pa3KiB 3 remonizom (go
1000 mr/gn), ninemieto (go 3 r/an Tpurniuepuais) abo NiABULEHUM BMICTOM
6inipybiHy (o 40 wmr/gn). He cnoctepiranoca 6yfb-Akoro BMAMBY npwu
BMKOPUCTaHHi aHTUKoarynauTtie  (Uutpat, EOTA, renapuH). OpHak, He
pPEeKOMEHAYETbCA BUKOPWCTOBYBATM 3pa3kM 3 CUNbHUM remosisoMm abo
ninemieto.

Pe3ynbTaTi flocnigKeHb

Study population n npos %
Scleroderma 25 19 76.0
Rheumatoid arthritis 20 0 0.0
MNormal human sera 80 1 1.3
Clinical Diagnosis
Pos Neg
ORG 212 Pos 19 1
Anti-Scl-70  Neg 6 99
25 100 125
YyTtnusicTb: 76.0 %
CneundiyHicTb: 99.0 %
3aranbHa y3rofkeHicTb: 94.4 %
Autoantibody prevalence to (valuesin %
Disaases asONA | ssDNA | Histona 55-A 558 Sm RNP/ 5m <-T0 Jo-1
Syskmic lupus enfmmatosus (SLE >80 10-30 20-50 10-30 10-30
Dnug-inducod lupus (DL
1030 »90
Fhoum aick arhnis 1030 10-30
Siogeon's syndrome 10-30 > 80 o
Sckroderma 10-30 0-30 » 90
Pholosansiive Gonmanes. 7 2
dermatomyosits 0 e e
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