IHCTpyKLUis i3 3acTOCYBaHHS

Snibe

Diagnostic

REF| 130617513M: 50 tecris y Habopi
130717513M: 30 TecTiB y Habopi

MAGLUMI® AHtuTina IgG go SS-A/Ro (IXJ1A)

c € 130217513M: 100 TecrTiB y Habopi

H NPU3HAYEHHSA

Habip nae 3amory BMKOHyBaTK iMyHOXEMINOMIHECLLEHTHWI aHani3 in vitro Ana BU3Ha4YeHHS KinbkicHOro BMicTy aHTuTin IgG go SS-A/Ro B cupoBaTtui Ta nnasmi
KPOBi NIOAWHM 3@ AONMOMOrOK MOBHICTIO aBTOMATUYHOroO XeMintoMiHecLeHTHOro iMyHoaHanizaTopa cepii MAGLUMI i iHTerpoBaHoi cuctemm cepii Biolumi; Takox
TECT BUKOPUCTOBYETLCS SIK ONOMKHWUIA 3aci6 y giarHocTuui cuHapomy Lerpera (CLU) Ta cuctemHoro 4epeoHoro Boyaka (CYB).

i cTMcnuin onuc

AHTUsIZepHi aHTuTiNa (ASA) — Lie HeoAHOpiAHa rpyna aBToaHTUTIN, 3AaTHUX po3ni3HaBaTy psif BHYTPILUHBOKMITUHHUX aHTUreHiB!. Hapasi JocninHukM BBaXaloTb,
wo AAA noainaloTbCa Ha ABa OCHOBHI TUMKW: A0 NepLUOi rpyny Hanexartb aHTuTina go AHK Ta ricToHiB, a Apyra rpyna BKnoYae aBTOAHTUTING A0 eKCTparoBaHMX
anepHux aHTurenis (EAA)2. AFA e kniouoBrMK GiomapkepaMmu B OLiHLi pEBMATUYHMX 3aXBOPIOBaHb, 30KpemMa CUCTEMHOrO YepBOHOro BoBYaka (CYB), cuHgpomy
Lerpena, cuctemHoi cknepogepmii (CC[), 3milaHoro 3axsoptoBaHHs cnonyyHoi TkaHuHu (33CT), nonimiosnTy / aepmartomiosnty (MMM/OM) Ta nepBuHHOrO
6GiniapHoro umpo3sy neuiHkm® 3.

CuHgpom LerpeHa € XpOHIYHMM 3ananbHWM aBTOIMYHHWM 3axXBOPIOBAHHAM, SIKe XapakTepu3yeTbCs MiMOUMTaAPHO HAINbTPALIEd CRi3HWUX, CAUHHMX,
KOH'FOHKTMBHUX | FMIOTKOBMX 3a503 CRv30BOi 0BOMOHKM i3 PI3HUM PIBHEM YpaXKeHHs eKcTparnaHAaynapHUX TkaHuH?. KriHiyHa KkapTvHa MOXe 3HaYyHO pisHWUTMCA,
noyMHaouM Big BiOHOCHO FerkMx CMMMNTOMIB KkcepodpTarnbmii, apTpanrii Ta BTOMMIOBAHOCTI M 3aKiHYYHOUM TSHKKMMU CUCTEMHMMM CUMMATOMaMM, 3okpema
BacCKyniToM, rroMepynoHedpuTOM i Pi3HOMaHITHUMW HEBPOMOriYHMMMK MNposiBaMu. HeogHOpIgHICTb 03HaK i CMMMTOMIB 4acTo NpM3BOAWTL OO0 3aTPUMOK Yy
nocraHoBui giarHosy>. CuHapom LUerpeHa Moxe BUHMKATU SIK OCHOBHE 3aXBOPHOBaHHA 6e3 iHLWMX CynyTHIX CMMMNTOMIB (NMepBuHHWI cuHapoMm LerpeHa) a6o sik
BTOPUHHE 3aXBOPIOBAHHS Pa3oM 3 iHLLMMU aBTOIMYHHUMU XBopo6amMu, Hanpuknag peemaToigHum aptputom (PA), CHB un CC[L (BTOpUHHUIA cuHapom LerpeHa)®.
3a icHyto4YMMK AaHnMK, NoLIMpeHiCTb nepBuHHoro cuHapomy Lllerpena cknagae 0,5-3,0 %, a nowmpeHicTb BTOPUHHOIO cuHapomy LllerpeHa € HavBuLolo cepeq
nauieHTis i3 PA i ouiHioeTbea NpnbnusHo y 20 %* 8. Cunapom LerpeHa yacTile Bpaxae »iHOK, HiXk HYomnoBikiB (CNiBBIAHOLLEHHS XIHOK i YOMOBIKIB cepea, nauieHTiB
cknagae 9:1), 3a3Buyait y Bili Big TPMALSTM JO M'ATAECATU POKIBY.

AHTUTINA A0 aBToaHTUreHa SS-A/Ro € ogHUMKM 3 HaWbinbLL NOLIMPEHNX CEPONOrNiYHMX MapKepiB aBTOIMYHHOrO XapakTepy 3axBOPIOBaHb COMYYHOI TKaHWUHU.
BoHu mpucyTHi B cupoBatui kposi B 40-95 % nauieHTiB i3 cuHapomom LerpeHa 1y 20-60 % nauieHTiB i3 CYUBS-10. MiweHsamu aHtuTin oo SS-A/Ro €
Girlkn-aHTUreHw, siki BXOASTb A0 cknady Manux puboHykneonpoTeiHis (RNP), wo mictate ofHy 3 Yotupbox manux PHK — hY1, hY3, hY4 a6o hY58. HasBHictb
aHTUTIn go SS-A/Ro y maTepi He nuLie MigCUNoe ekcTparnaHaynspHi nposisn cuHgpomy LllerpeHa, a i nigBuLLye pusuK HEOHaTanbHOrO BOBYaka Ta MOBHOI
6nokaau cepus B nnoga® °. Pasom 3 aHTuTinamu fo aHTureHiB SS-A/Ro B opraHiami 3a3Buyaii NpUcyTHi aHTUTINa o aHTUreHiB SS-B, Tomy npoBefeHHs TecTiB
0OfiHo4acHoO Ha aHTuTina o SS-A/Ro Ta SS-B moxe 3 BULLOK AOCTOBIPHICTIO BUABRATM cuHapoM LlerpeHa.

0 NPUHUMN Oli TECTY

Henpamuii iMyHOXeMintoMiHECLIEHTHWIA aHani3.

MonepenHbo po3BeaeHuiA 3pasok, 6ydepHUn po3UnH i MarHiTHI Mikpocdepu, BKpUTIi aHTUreHoM SS-A/Ro, peTenbHO NepemillyoTbes i iHKyOYTbCS, YTBOPHOYN
imyHokomnnekew. lMicns iHky6yBaHHA MaTepianu, 3B’si3aHi 3 MarHiTHUMKU Mikpocdepamu, YTPUMYIOTECS MarHiTHAM nosieM, a He3B’si3aHi BUAANsoTbCs N Yac
LMKy NpomMmBaHHS. [loaaeTbca MyLLa4e MOHOKIIOHaNbHe aHTuTINo Ao noackkoro IgG i3 miTkoto ABEI 11 iHkyByeTbCs Anst yTBOPEHHS! KOMMIIEKCIB TUMY «CEHABIY».
Micns ocamxeHHs B MarHiTHOMY Noni 3NnBaeTbCs CynepHaTaHT | BUKOHYETbCA HAaCTyMHWUIA LMKN BigMuBaHHS. Iicns upboro gogatoTbea ctaptepuy 11 2 ans 3anycky
XEMIiNOMIHECLLEHTHOT peakLii. IHTEHCMBHICTb CBITNIOBOro CUrHamny BUMIPHETLCS POTOENEKTPOHHUM MOMHOXYBaYeM Yy BiHOCHMX CBiTNoBUX oauHuusx (BCO) i e
nponopLiiHo A0 KoHUeHTpaUii aHTuTin IgG no SS-A/Ro B 3pasky.

l PEATEHTU

Cknapg Habopy

K 100 TecTiB Y 50 TecTiB Y 30 TecTiB Y

OMMOHEHTYU Onwuc . . .
Habopi Hab6opi Habopi

Hlocb_lnl?osam MarHiTHi Mikpocdepw, BkpuTi aHTUreHom SS-A/Ro (npnbnuaHo 2,80 mKr/nnsika

MarHiThl (ug/bottle)), y HaTpit-cbochaTHoMy 6ydepHomy po3umHi, NaN; (<0,1 %) 1 nnAwka 1 nnswka 1 nnswka

mikpocdepu ’ ’ sV )

BydepHa peuoBuHa

ANA MarHiTHUX HaTpiin-dboccatHuin 6ydepHuii posunH, NaN; (<0,1 %). 2,8 mn (mL) 2,8 mn (mL) 2,8 mn (mL)

Mikpocdep

Kani6paTtop AHTuTina IgG Ao SS-A/Ro y HU3bKiN KOHLEHTpaLii B HaTpilt-dhocdaTHOMY

HU3bKOro piBHA 6ycdepHomy po3unHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (mL) 1,0 mn (mL)

Kani6partop AnTuTina IgG no SS-A/Ro y BMCOKi KOHLEHTpaLi B HaTpii-dhocaTHOMY

BUCOKOIO piBHS 6ycdepHomMy po3umHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (mL) 1,0 mn (mL

Bydep Buuyaunn cuposatkosuii anbbymiH, NaN3z (<0,1 %). 18,5 mn (mL) 10,0 mn (mL) 6,3 mn (mL

Mitka ABEI Mitka ABEI 3 MULIa4YMMn MOHOKNOHaNbHUMK aHTUTINamu o noacekoro IgG

(npubnusHo 25,0 Hr/mn (ng/mL)) y 6ydepHomMy posumHi Tpic-HCI, NaN3 (<0,1 %).

Po3spiaxyBau Harpiii-dbocdatHui 6ydepHuin posumnH, NaN; (<0,1 %). 25,0 mn (mL) 15,0 mn (mL) 8,0 mn (mL

)
)
23,5 mn (mL) 12,5 mn (mL) 7,8 mn (mL)
)
)

AnTuTina IgG go SS-A/Ro y Husbkiln koHueHTpauii (10,0 AO/mn (AU/mL)) y

HaTpin-docatHomy 6ycdpepHomy po3umHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (mL) 1,0 mn (mL

KoHTponsb 1

AnTuTina IgG go SS-A/Ro y BuUcokiit koHueHTpadii (100 AO/mn (AU/mL)) y

HaTpin-docatHomy GycdpepHomy po3umHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (mL) 1,0 mn (mL)

KoHTponsb 2

MazHimHi mikpocghepu Hadarombcsi 8 slioghinizoeaHomMy cmaHi U Maromb 6ymu po34uHeHi 8 6yghepHili peyosuHi Onss MmazHimHux Mikpocghep (dus.
po30in, npucesi4eHuli nidcomoeyi MacHimHux mikpocgep).

MonepeaxeHHs i 3acTepexeHHsA

® [lpu3HaveHo Ang AiarHoCTUKK in vitro.

* Jlywe ans NpodpecinHoro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHUX 3axoaiB, 060B’A3KOBYKX Mif vYac poboTu 3 ycima nabopaTopHUMU peareHTamu.

e Cnig yxuBaTy BiAMOBIAHNX OCOBUCTUX 3aCTEPEXHUX 3aXOAIB ANsl YHUKHEHHS KOHTaKTy Oyab-sikMx YacTuH Tina 3i 3pa3kamu, peareHTamu Ta KOHTPONbHUMU

3paskamu 1 JOTpUMyBaTUCS MiCLIeBMX BUMOT LLOA0 poboTw nig vac TecTyBaHHS.

3anopykoto OTpMMaHHS OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHS TeXHiKol aHamnisy W 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLli

YNaKoBKW.

He BukopucToByinTe Habip nicns 3akiH4eHHs CTPOKY NPMAATHOCTI, 3a3Ha4YeHoro Ha eTUKeTL.

He BMKOPWCTOBYINTE KOMMNOHEHTM 3 Pi3HMX NapTi abo BiA Pi3HWX peareHTiB 04HOYaCHO.

YHukaniTe YTBOPEHHS MiHW B YCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPONbHMX 3pa3kax).

Yci Bigxoau GionoridHnx 3paskiB, 6ionoriYHNX peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYOTLCS AN1st NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUIAHO

iHbiKOBaHUMM Ta YTUMI3yBaTH iX BiANOBIAHO 4O BUMOT MICLIEBUX HOPM.

o Lleit BUpi6 MiCTUTb a3ng HaTpito. A3na HaTPilo MOXe BCTyNaTu B peakLito 3i CBUHLIEM Y1 MIOHUMK enemMeHTamm TpybonpoBogis, yTBoOpiotoymM BUbyxoHebeaneyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyBW BENMKOHO KinbkicTio Boan, abu 3anobirtv yTBOpeHHto BiaknaaeHsb asunais. JoaaTkoy iHchopmaLiio MoxHa
3HaNTK B nacnopTax 6esneku NpoayKTy, sSiki HaAaTLCA Ha BUMOTY NPOMECIiiHNX KOPUCTYBaYiB.

MpumiTka. Mpo Gyab-siki ceprosHi iHUMAEHTW, NOB’sI3aHi 3 NpUCTPoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNoBHOBaXXeHNX NPEACTABHUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

MoBoaXeHHs 3 peareHTamMu

e |llo6 He gonycTuTK 3abpyaHEHHs, NOTPIBHO BASraTV YUCTi pykaBUYKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 HAbopoMm peareHTiB
cnig 3amiHUTU pyKaBWUYKK, siKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTi, OCKINbKM NOTpannsHHA MaTepiany 3paska MoXxe Npu3BecT 40 OTPUMaHHS HeJOCTOBIPHUX
pe3ynbTaris.
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IHCTpyKLUis i3 3acTOCYBaHHS

® He BukopucToBynTe AedekTHi Habopu, 3okpema Habopy 3 NOPYLLUEHOI rePMETUYHICTIO YLLiNbHIOBANbHOI NNiBKW, KanamyTHUMUW peareHTamu, HasiBHICTIO ocaay
B peareHTax (3a BUHATKOM MioginisaoBaHnx marHiTHuX Mikpocdep) abo Habopu, KOHTPOMbHI MOKa3HMKM AKUX HEOAHOPA30BO BMXOAMMM 3a MeXi A0NyCTUMOro
pianasoHy. Akwwo Habip € AedekTHUM, 3BEpHITbCA [0 KoMnaHii Snibe a6o i odivinHoro auctpuc’rotTopa.

e ABGWU YHWKHYTWM BUMApOBYBaHHS PIAVHWU 3 BIOKPUTUX HabOpiB peareHTiB Y XONMOAUSIbHUKY, PEKOMEHAOBAHO 3anevyaTtaTty BiKpUTi HAaGopu repmeTusyoyoro
NMiBKOM, WO MOCTAYaETbCH PasoM 3 YNakoBKOKW. YLinbHIOBanNbHa MniBka € OA4HOPa3oBOH; [03aMOBWUTK ii MoXHa B komnaHii Snibe abo ii odivinHux
avcTpub’ioTopis.

e |3 yacom Ha Npoknaaui MOXyTb HaKOMUYYBaTUCS BUCOXMi 3anuUWKK pigvH. 3a3Buyalt BOHU SBNSOTb COBOK CONbOBWUIA OCad i He BNMBaKTb Ha pesynbTaTt
aHaniasy.

e BukopucTtoByiiTe BigKpuTUiA 6ok peareHTiB B OQHOMY aHanisaTopi.

® |HCTPYKUii WOAO PO3YMHEHHSI Ta MepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHO B po3fdini UbOro BkNagwlia, NpUCBAYEHOMY MiAroTOBLi MarHiTHUX
Mikpocdbep Ta MiAroToBLi peareHTiB.

e [lopaTkoBY iHpOpMaLLito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHSA aHanizaTopa.

36epiraHHA Ta cTabinbHicTb

® He 3amopoxywTe 6rnok peareHTiB.

e 36epiranTe Habip peareHTiB y BEpTMKanbHOMY MOMOXeEHHI, Wo6 3abe3neunTy NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHSAYHWUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLuUeHi ynakoBui npu TemnepaTypi 2—-8 °C 00 KiHUS 3asiBNEHOro TepMiHy NpuaaTHoCTI
Y BigkpuTOMY CTaHi npu Temneparypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemum 4 TUXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kiB

Y HenopyLueHi ynakoBLi npu TemnepaTypi 2—8 °C 00 KiHUSA 3a8BNeHOro TepMiHy NpuAaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 15-25 °C 6 roguH

Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWXHIB

Y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C 3 micaui

KinbKiCTb LUKNiB 3aMOPOXXYBaHHSI 1 PO3MOPOXKYBaHHS He Ginblwe 3 pasiB

l 36IP | NIAFOTOBKA 3PA3KIB
Tunu 3paskiB
Jlnwe 3a3HaveHi HUXKYe 3pasky NpoLnv BUNpobyBaHHs Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunu 3paskis Mpo6ipkn AnsA 36upaHHsA 3pa3kiB
CupoBarTka Mpobipkun 6e3 gogaTkoBuX / AOMNOMIXKHKX pe4oBMH abo NpobGipku 3 aKTMBATOPOM 3ropTaHHsA abo
Mnasma Mpobipkun 3 EATA-K2 yu renapuHom HaTpito

e 3asHaueHi TMNK 3paskiB TecTyBanucs 3 npobipkamu Ansi 30MpaHHs 3paskiB, siki Oynu AOCTYMHI HA PUHKY HA MOMEHT TeCTyBaHHs, To6To Byno NpoTecToBaHO He
BCi A4OCTYNHi Npobipku BiA ycix BUpobHUKiB. CucTteMun 36mpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, ski B AesKMX BUNagkax MOXyTb
BNMBaTK Ha pe3yrnbTati TecTiB. ig Yac BUKopucTaHHs Npo6ipok Ans 36upaHHs 3paskiB cnig HEYXUITbHO OTPUMYBATUCS BKA3iBOK BUPOOHUKIB NpoGipok.

CraH 3pa3kiB

® He BuKOpWCTOBYITE NpenapaTy 3 TENMOBOIO iHAKTMBALLIEI, HAAMIPHO reMoni3oBaHi 3pasku, 3pasku 3 HaaMIpHO rinepninigeMieto Ta 3pasku, Ski MalTb SABHI
03HaKu MikpoBHOro 3abpyAHEHHS.

e [lepL HixX NOYMHATU LEHTPUDYTrYBaHHS, NEpPEKOHaMTeCs, Lo NpoLec Koarynsuii B cMpoBaTLi NOBHICTO 3aBepLumBcs. [eski 3pasku cmpoBaTku, 0cobnmBo B3ATI
B MaLi€HTiB, IO MPMIAMAOTb aHTVUKOArynsHTK abo TpoMBoniTMkM, MoXyTb noTpebyBaTtu Ginblue Yyacy Ansa koarynsauii. AKWo noyatn LeHTpudyryBaHHs [0
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBAaTKM MOXe NMPU3BECTU A0 OTPMMAHHS XMBHWUX pe3ynbTaTiB.

e 3pasku He MatoTb MICTUTK PiGpuH abo iHWI TBEPAi OMILLKM.

e BukopuctoByiiTe of4HOPa30Bi NineTkv abo KiHYMKN NINEeTOK, WOo6 YHUKHYTN NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNepea novaTkom aHanidy niHy cnig BMAanuTy 3a 4OMOMOrol nabopaTopHoi nanuyku. BukopuctoByinte
ANS KOXHOrO 3pa3ky HOBY Nanuyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pasku chif MOBHICTIO PO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOoXKeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo wnsaxom ob6epexHOro nepeBepTaHHsA. BukoHamTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii Yv poslapyBaHHs
nepemillante 3pasku, AOKN BOHW HE CTaHyTb BidyarnibHO OAHOPIAHMMU. AKLLO 3pa3kn He Byno nepemillaHo HanexHWM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HEJOCTOBIPHUMMU.

e 3pasku He NOBUHHI MICTUTU (DIGPUH, EPUTPOLLUTI 1 iHLLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3ne4nT HaginHi pesynstaTtu; nepes
TECTyBaHHAM iX HeobXiaHO LeHTpudyrysatn. OumLLEeHWiA 3pa3ok ciif nepeHecTn 4o BCTaBKM ANs 3paskiB abo B AONOMiXHY Npobipky Anst TecTyBaHHs. Y pasi
BUKOPUCTaHHS LIeHTpUdpyroBaHmx 3paskis i3 NinigHUM LWapoM NepeHoCcUTM Chifg NnLLe oYmnLLeHniA 3pa3ok 6e3 ninemiyHoro martepiany.

e (O6G'eM 3paska, NOTPiIGHMIA 4111 OQHOPA30BOro BU3HAYEHHS B LiIbOMY TeCTi, CTaHOBUTb 10 Mk (pL).

36epiraHHs 3pas3kiB

3pasku, ounLLeHi Bif po3aintoBaya, eputpoumTiB i 3rycTkiB, MOXyTb 36epiratucsa go 8 roguH npu Temnepatypi 15-25 °C, pno 7 gHiB npu Temnepatypi 2—8 °C abo

0o 3 micauiB y 3amMopoxeHOMy cTaHi npu TemnepaTypi —20 °C 4n HWKYin. 3aMOpoXeHi 3pasku NpuaaTHi 40 BUKOPUCTaHHS, SKWO BOHW 3a3Hanu He Ginblue

3 UMKNiB 3aMOPOXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHA 3pa3kiB

® YnakoBka N MapKyBaHHSI 3paskiB MaloTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLLEBOrO 3aKOHOAABCTBA LLOAO TPaHCMNOPTYBaHHS KMiHIYHUX 3paskiB Ta
iH(hikoBaHMX PEYOBUH.

® [lepeBuLlyBaTh HaBeAeHI BULLEe 0OMexXeHHs LWoao 36epiraHHs 3abopoHeHo.

Po3BeaeHHs 3pa3kiB

e 3pasku, Yy AKMX KoHueHTpauis aHTuTin IgG go SS-A/Ro BuxoauTb 3a Mexi Adianas3oHy aHaniTM4HOro BMMIPIOBAHHS, MOXHA PO3BECTU PO3YMHHUKOM,
BMKOPUCTOBYOUM MPOTOKON aBTOMATUYHOIO po3BeAeHHs1 abo npoueaypy pyYyHOro po3BefeHHsi. PekomeHaoBaHa nporopuis po3BeAeHHs cTaHoButb 1:20.
KoHueHTpauia po3seaeHoro npenapaty mae nepesuysati 20 AO/mn (AU/mL).

e [InA po3BeAEHHS1 BPYYHY MOTPIOHO MOMHOXUTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. FKLWO po3BeAeHHS BUKOHYETbCS aHanisaTopoM, NporpaMmHe
3abe3neyveHHs aHanisaTopa Bpaxye L nig Yac BU3Ha4YEHHs! KOHLEHTpaLii 3pa3ka.

l NPOLIEQYPA

HapaHi matepianu

Tect Ha aHTuTIna IgG go SS-A/Ro (IXJTA), eTUKeTKU 3i LUITPUX-Ko4AaMU KOHTPOMbHMX 3pa3kiB.

Heob6xigHi maTepianu, Aki He BXOAATb A0 KOMNJIEKTY NOCTaYyaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® T[IOBHICTIO @aBTOMaTUYHWIA XeMiMOMIHECLLEHTHUIA iMyHOaHanizaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHa cuctema Biolumi 8000 Ta Biolumi CX8.

e [lopnaTkoBi akcecyapw, NOTPIOHI Anst 3a3Ha4YeHUX BULLIE aHANi3aTopiB, BKMOYAOTh peakUitHuiA Moay b, cTapTepu 1+2, KOHLEHTpaT ANsi NPOMUBAHHS, CBITNOBY
npoby, HaKOHEYHUK i peakuiiiHy BcTaBky. [Mepenik KOHKPETHMX akcecyapiB i XapakTEPUCTUKM akcecyapiB ONs KOXHOI MOAEMi MOXHa 3HaWTW B iHCTPYKLUIi 3
BMKOPUCTaHHS BigMoBigHOro aHanisaTopa.

e [Ina oTpUMaHHsA AOCTOBIPHUX Pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHO0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTarHite Habip peareHTiB i3 ynakoBku 1 OrnsHbTe BiACikvu 6noka peareHTiB | 30Kpema YyLUinbHIBarnbHy NiBKy Ha HasiBHICTb BUTOKIB. FIKLLO O3HAK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLINbHIOBANbHY MAiBKY.
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[lidzomoeka ma2HimHux mikpocgep

® MazHimHi mikpocghepu nocmavaromscs e slioghinizoeaHomy cmari. AMnyny 3 nioginisoeaHumu MacHimHUMU Mikpocghepamu cnid o6epexHo
eidkpumu i po34uHUMU ix 6y¢ghepHOI0 pevo8UHOK Ot Ma2HIMHuUX MiKpocgep.

* [leped eukopucmaHHsM nepeHecmu 2 ms 6yghepHOi peyoeuHU O Ma2HIMHUX Mikpocgbep i3 npob6ipku Onsi MacHiIiMHuUx Mikpocghep (npobipka
051 pea2eHmie i3 CUHIM MOSICKOM i HaciyKoro eHU3y) 8 amnyny 3 fioginizoeaHuMu Ma2HiMHUMU MiKpocgbepamu, 3aKpumu 2yMoeoro Mpo6Koro U
obepexHo 36oemamu. Po34yuHeHi MagHimHi mikpocghepu cnid 3anuwumu Ha 10-15 xeunuH.

e AKypamHo nepemiwamu Ons 3abe3rneyeHHs1 20MO2eHHOCMI. YHUKamu Cu/ibHO20 CMpywyeaHHs nid 4ac pPo34YuHeHHs (He domnyckamu
ymeopeHHs niHu).

e [lepeHecmu eci po3eedeHi MacHIMHi Mikpocghepu e amnysni o nNpobipku Ona Ma2HIMHUX Mikpocghep i 3miwamu i3 3anuwkom 6ydghepHoir
peyoeUHU Ansi Ma2HIMHUX Mikpocghep Ao ompumMaHHs 0OHOPIGHOI cymiwi, nicss Yo2o nomicmumu nid2zomoeneHuli Habip e aHanizamop.

e [licnsi 3acmocyeaHHsl Habip pa3om i3 po3eedeHUMU Ma2HIMHUMU Mikpocghepamu Heob6xiOHO 36epicamu y eepmukasibHOMY MOJIOXEHHI npu
memnepamypi 2-8 °C.

e BigkpuiiTe aBepusATa 30HW peareHTiB; TpUManTe pyyky Habopy Takum uduHoMm, wob RFID-mitka 6yna nopyy i3 4ytnuBol 30HOK ckaHepa RFID-miTok
(npnbnunsHo 2 c); cuctema NoaacTb 3BYKOBUI CUrHan; OAWH 3BYKOBUIA CUrHamn 03Havae, Lo peareHT yCrilHO po3ni3HaHo.

e Tpumatoum peareHT BepTUKanbHO, BCTABTE NOro Y BiflbHY AOPiKKY AN peareHTiB.

® [lepesipTe, Yu NpaBuIbHO BigobpaxaeTbes iHOpMaLlisi Npo peareHT y NporpaMHOMy iHTepPdeNnci; SKLWO Lie He Tak, NOBTOpPITb ABA 3a3HAYeEHi BULLE KPOKW.

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiAbOyBaeTbCs aBTOMATUYHO MICNs 3aBaHTaXeHHs Habopy, YiM 3abesnevyeTbcsi MOBHE PiIBHOMIPHE BifHOBMEHHS
cycneHsii nepen BUKOPUCTAHHSAM.

KanibpyBaHHsi aHani3y

® BubepiTb TecT ans kanibpyBaHHA Ta BMKOHANTe onepauito kanibpyBaHHSA Ha ekpaHi 30HW peareHTiB. [loknagHiwy iHpopmauiio Npo BNOpsiAKYBaHHS AaHWX
KaniopyBaHHsi AVB. y NPUCBSYEHOMY KanibpyBaHHIO pO3Aini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSM iHTEpBary, 3a3Ha4eHOro B LibOMY BKNaAuLLi.

KoHTponb skocTi

® VY pasi BUKOpPUCTaHHS HOBOi NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOIIO AKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHdopmauito npo
BMOpAAKYBaHHSA 3paskiB AN KOHTPOSO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO3Aini iHCTPYKLT 3 BUKOPUCTaHHA aHanisatopa.

TecTyBaHHs 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs 3paska BMOepiTb Lel 3pa3ok Ha ekpaHi, 3MiHiTb napameTpu aHaniy Ansa 3paska, skui Tpeba TecTyBaTtw, i BUKOHaWTe
TecTyBaHHS. [loknagHiwy iHdopMaLito Npo BNOpsAKyBaHHSA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenapartis po3aini iHCTpyKuii 3
BMKOPWUCTaHHS aHarnisaTopa.

[ns oTpUMaHHa MakcumanbHO epeKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLIT 3 BUKOPUCTAHHSI aHanisaTopa.

Kani6pyBaHHs

BigctexeHHs: uew meToa Oyno ctaHAApTU30BaHO LUMSIXOM MOPIBHSAHHS 3 PEYOBUHOIO, LLO BUKOPUCTOBYETLCS komnaHieto SNIBE Anst BHyTPiLWHbLOrO KOHTPOSio

AKOCTI.

3acTtocyBaHHS crneujianbHO NpU3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpuBY 3a AOMOMOroo 3adhikcoBaHUX 3HaYeHb BiGHOCHWUX CBITNOBUX

oaunHuupe (BCO).

MoBTOpHE KanibpyBaHHsi pEKOMEHA0BaHeE:!

e y pasi nepexoay Ha HOBY NapTito peareHTiB abo ctapTepis 1+2;

KOXHi 7 OHIB;

nicns cepsicHOro o6¢cnyroByBaHHs aHanisaTopa;

AKLLO NMOKa3HUKMN KOHTPOIBbHUX 3pa3kiB BUXOASTb 3@ MEXi BCTAHOBMEHOrO Jiana3oHy.

nepen No4YaTkoOM BUKOPUCTAHHS HOBOro Habopy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTi A1 LIbOr0 TECTY PeKOMEeHA0BaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepesipku edpeKTUBHOCTI TECTIB KOHTPOb

cnig nNpoBOAMTM 3 OOHWMM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii LWOoAOo KOHTPOMK SIKOCTi MOXHa 3HaWTM B OMyGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekomMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux craHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwmx!!.

KoHTponb sIkoCTi pekoMeHO0BaHO 34iMCHIOBaT pa3 Ha AeHb BUKOPUCTaHHSI abo 3rigHO 3 BUMOraMm MicLEBUX HOpM, BUMOramu cepTudikauii Ta npouegypamm

KOHTPOIto SKOCTi Bawoi nabopaTopii. KOHTponb SKoCTi MoXHa 34iACHIOBaTU 3a AOMOMOrol TecTy Ha aHTuTina IgG go SS-A/Ro:

® nicns KOXHOro kanibpyeaHHs Habopy;

® y pasi nepexoay Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3kn npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPMCTOBYIOTLCSA NiLLE 3 BiANOBIAHMMUW peareHTamu, Lo MatloTb Taki cami NoYaTKoBi

cim undp Homepa MAPTII. KoxeH LinboBuil NoKasHWK i AjianasoH HaBedeHo Ha eTUKeTLi.

MNepea BUKOPUCTAHHSM iHLUMX KOHTPOMbHWUX 3paskiB Crif OUIHWTK iXHIO CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBUTU BiAMOBIAHI AianasoHn 3HaveHb ANSA BCiX

BMKOPUCTOBYBAHUX MaTepianis KOHTPOIO AKOCTi.

KoHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAWH i3 KOHTPOMbHUX MOKa3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3oHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHsi Ta MOBTOPHE TECTYBaHHSI KOHTPONbHUX 3pa3kiB. SKLLO KOHTPOMbHI MOKa3HMKKU, OTPUMAaHI NiCNs yCnilWHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3a MEXi BU3HAYEHMX Adiana3oHiB, pesynbTaTi TeCTYBaHHS NaLieHTIB He cnig AOKYMEHTYBaTK; KpiM TOro, Chif:

® MepeBipuTU, YY1 He CNMB TePMiH NpUaATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnpoBeAeHO NraHoBe TexXHiYHe 06CnyroByBaHHS;

® yMNEeBHUTUCS, LLO TECT 34iMICHIOBABCS i3 AOTPUMAHHSIM IHCTPYKLUIA, HaBeAeHMX Ha BKNaAuLLi yNakoBKuy;

® 3a notpebu 3BepHYTUCH NO JONOMOry Ao koMmnaHii Snibe abo ii odiviiHnx gucTpub’oTopis.

AKWO KOHTPOSbHMX 3paskiB y Habopi HeJoCTaTHbO ANs BUKOPUCTAHHS, 3aMOBNSNTEe [OAaTKOBI KOHTposnbHi aHTuTina IgG go SS-A/Ro (IXJTA) (REF:

160201412MT) y komnaHii Snibe abo ii odiviiHnx gucTpnb’oTopis.

l PE3YNLTATU

Po3spaxyHok

AHanizaTop aBTOMaTU4YHO PO3paxoBye KOHLeHTpauito aHTuTin IgG go SS-A/Ro B KoXXHOMY 3pasKy Ha OCHOBI kanibpyBanbHOi KpuBOI, sika 6yayeTbCs 3a MeToAoM

[BOTOYKOBOrO KanibpyBaHHs pedepeHcHoi kpuBoi. OauHuueto BumipioBaHHA € AO/mn (AU/mL). OoknagHiwy iHdopMauilo MOXHa 3HaWTWM B iHCTPYKUii 3

BUKOPUCTaHHSA aHanisatopa.

IHTepnpeTauis pesynbTaTiB

OnTuManbHy Mexy Ans BusiBneHHs aHTuTin IgG go SS-A/Ro oTpumaHo WnaxoM aHanisy 3paskiB 68 nauieHTiB i3 niaTBepaxeHuM cuHgpomom Lerpexa (CLU),

54 nauieHTiB i3 nigTBEPAXXEHUM AiarHO30M CUCTEMHOrO YepBoHOro BoByaka (CHB), 63 nauieHTiB 3 iHLIMMYK 3axBOpIOBaHHAMM 1 253 KniHiYHO 340pOBKX OCI6.

e 3pasku 3 koHUeHTpauieto aHTuTin IgG go SS-A/Ro < 20,0 AO/mn (AU/mL) cnig BBaXxxatn HeraTUBHUMWN.

e 3pasku 3 koHUeHTpaujeto aHTuTin IgG go SS-A/Ro = 20,0 AO/mn (AU/mL) cnig BBaxaTyt NO3UTUBHUMM.

MoxnuBi po36ixXHOCTi B pesynbTaTax pisHuXx naboparopil, Lo NOACHIOETLCSA BIAMIHHOCTAMM B CKNaAi nonynsuii Ta metognkax AoCniaxeHHs. PekomeHaoBaHO B

KOXHIin nabopaTopii BU3HAYUTW BNAcHW pedepeHTHUIA iHTepBan.

 OBMEXEHHA

e PesynbTaTv TECTY Cnif po3rnagaTi B KOHTEKCTI iCTOpii XBOPOOU, AaHMX KMiHIYHOrO 06CTEXEHHS NauieHTa 1 iHLWWX gaHUX.

e Axuwo pesynbrtatn TecTiB Ha aHTuTina IgG po SS-A/Ro He BiAnMoBidaloTb KNiHIYHUM AaHuM, AN iX NigTBEPMKEHHS HeobOXigHO BMKOHATW goOaTKoBe
TECTyBaHHS.

e 3pasku, OTpUMaHi Big nauieHTiB, siki npuiMany npenapatn Myuwa4ymx MOHOKIMOHANbHUX aHTUTIN i3 METOI0 AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTumMuwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takumx 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAYi MOHOKMOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO NiaBULLEHI a60 3HWKEHI pedynbTaTtn'213, [Ins BU3Ha4YeHHs AiarHo3y Moxe 3Hagobutucs aoaaTkosa iHgopmadis.

e [eTepodpinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHN MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamy peareHTiB, BNMBaO4YM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y naujieHTiB, siki perynsipHo KOHTaKTytoTb i3 TBapuHaMu abo nNpoAyKTaMu CMpOBaTKW KPOBI TBApUWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok voro
MOXYTb CriocTepiraTucs aHomarbHi Moka3Hukm'4,

e BakrepianbHe 3apaxeHHsi abo Tennoea iHaKTMBaLiA 3pa3kiB MOXe CNOTBOPUTY pe3ynbTaTu AOCHIAXKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3Aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. PedynbTaTi, OTpUMaHi pisHumu nabopartopisiMu, MOXyTb Bigpi3HATUCS.
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TouHicTb

TouHicTb BM3HaYanacs 3a AONOMOrow TecTy, npenapartiB i KOHTPONbHUX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHUX | nabopaTopHux ctaHaapTiB
(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHux BUNpobyBaHHSAX LOAHA NPOTAroM 5 AHIB y TPbOX Pi3HMX LEHTpax 3
BMKOPUCTaHHSIM TPbOX NMapTivi HabopiB peareHTiB (n = 180). Byno oTpvmaHo 3a3HayeHi HUx4e pesynbTaTu.

CepeaHe, AO/mn Y Mexax BUNnpo6yBaHHs Mixk BUnpo6yBaHHAMM BiaTBOoploBaHicTbL

3pasok (AU/mL) CraHp. Biax., AO/mn % koed. CraHg. Bigx., % koed. CraHg. Biax., AO/mn | % koed.
(n =180) (AU/mL) Bap. AO/mn (AU/mL) Bap. (AU/mL) Bap.
Myn i3 cuposaTkoto 1 4,966 0,161 3,24 0,121 2,44 0,254 5,11
Myn i3 cuposatkoto 2 21,125 0,492 2,33 0,433 2,05 0,900 4,26
Myn i3 cuposatkoro 3 201,778 5,339 2,65 1,099 0,54 8,011 3,97
Myn i3 nnasmoto 1 4,999 0,166 3,32 0,082 1,64 0,298 5,96
Myn i3 nnasmoto 2 20,830 0,748 3,59 0,312 1,50 0,820 4,29
Myn i3 nnasmoto 3 200,940 4,508 2,24 2,950 1,47 7,383 3,67
KoHTponb 1 10,169 0,356 3,50 0,186 1,83 0,477 4,69
KoHTponb 2 97,160 2,893 2,98 1,617 1,66 5,512 5,67

[iana3oH niHinHocTi

1,00—400 AO/mn (AU/mL) (BU3Ha4aeTbCs 3a MEXED KiNbKICHOI OLliHKU Ta MakcMMyMoM pedepeHCHOI KpUBOT).

IHTepBan peecTtpauii

0,850-8000 AO/mMn (AU/mL) (BU3HavaeTbCcs 3a Mexel BUSBMEHHS Ta MakCMMyMoM pedepeHCHOI KpMBOi, MOMHOXEHUM Ha pekOMeHAOBaHy MponopLito
pPO3BEAEHHS).

AHaniTMyHa yyTnUuBIiCcTb

Mexa xonoctoi npobu = 0,500 AO/mn (AU/mL).

Mexa BusienenHs = 0,850 AO/mn (AU/mL).

Mexa kinbkicHoi ouiHku = 1,00 AO/mn (AU/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdepeHLin

IHTepdepeHLia BU3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskKiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa A04aBanucs pe4YoBMHN, NOTEHLINHO
34aTHI CNPUYMHUTU eHJoreHHy abo ek3oreHHy iHTepdpepeHuito, 3a npoTtokornom (EP7-A2) IHCTMTYTY KkniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMIipiB AN peYOBUH, 30aTHUX CNPUYUHUTK iHTEepdepeHLito, He nepesuLlye +10 %. Byno oTpumaHo 3a3HauyeHi
HWXKYe pe3ynbTaTu.

IHTepdepeHuin Makc. piBeHb BiACYTHOCTi BNIMBY IHTepdepeHuin Makc. piBeHb BigCyTHOCTi BNNUBY
Binipy6iH 40 mr/gn (mg/dL) PesmatoigHun daktop 500 MO/mn (IU/mL)

'emorno6iH 1000 mr/gn (mg/dL) ) . \

InTpaninia 2000 mr/an (mg/dL) JToaceki aHTuMuwavi aHtutina (HAMA) 40 Hr/mn (ng/mL)

MepexpecHa peaKkTUBHICTb

[NepexpecHa peaKkTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3paskiB i3 Pi3HOK KOHLEHTpaLieo aHanisaoBaHoro KOMMOHeHTa AoAasanvcs NOTEHUinHI
nepexpecHi peareHTn 3a npotokonomM (EP7-A2) IHcTuTyTy KniHiyHMX i nabopatopHux ctaHgapTtiB (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIpIB ANA Pe4YOBUH, 34aTHUX CNPUMMHUTK iHTepdepeHLito, He nepeullye £10 %. Byno oTpumaHo 3a3HayeHi HuxYe pesynbTaTu.

MepexpecHuit peareHT Makc. piBeHb BiACYTHOCTi BNNUBY MepexpecHuit peareHT Makc. piBeHb BifCYTHOCTi BNNUBY
AntuTina IgG go Rib-P 400 AO/mn (AU/mL) AntuTina IgG go SS-B 400 AO/mn (AU/mL)

AnTuTina IgG no Sm/RNP 400 AO/mn (AU/mL) AHTuTina IgG go Jo-1 400 AO/mn (AU/mL)

AnTuTina IgG go Scl-70 400 AO/mn (AU/mL) .

AntwTina IgG m0 Sm 400 AO/n (AU/mL) AnTuTina IgG oo ueHTpomep 400 AO/mn (AU/mL)

KniniyHa yyTnueictb

KniHiyHa 4yTnuBiCTb BM3Havanacs Ha MaTepiani 62 3paskiB Big nauieHTiB 3 nigTBepaxeHum cuHapomom Llerpena (CLU) i 36 3paskiB Big naujieHTiB i3
niaTBEpAXKEHMM AiarHO30M CMCTEMHOrO YepBOHOro BoB4Yaka (CYB). Po3paxoBaHa KniHiYHa YyTnMBICTb CTAHOBWTL BiAnoBiaHO 72,6 % i 33,3 %. Byno otpumaHo
3a3HaYeHi HUXKYe pesynbTaTu.

Kateropin 3paskis AnTtuTina IgG ao SS-A/Ro (IXNA
KinbkicTb Mo3uTtusHI Yytnusictb y %
Cungpom Llerpexa 62 45 72,6
CuUCTEeMHUIN YepBOHWIN BOBYAK 36 12 33,3

KniHiyHa cneuundiyHicTb

KniHiyHa cneumdivHicTb BM3Havanacs Ha matepiani 3paskiB 205 ocib, 3 skux 44 mManu iHWi 3axBOPIOBAHHSA (3MillaHe 3axBOPHOBAHHS CMOMYYHOI TKaHWHU,
CcMUCTeMHa ckrnepogepmisi, nonimMio3uT / gepmaTomiosuT, peBmatoigHuii apTpuT) i 161 ocoba Byna kniHiyHO 3gopoBa. Po3paxoBaHa KniHiYHa cneundiyHiCTb
cTaHoBUTb 98,5 %. Byno oTpumaHo 3a3HayeHi HxYe peynbTaTu.

KaTeropin spasxie AHTuTina IlgG go SS-A/Ro (IXNA
KinbkicTb HeraTtusHi CneumdiyHictb y %
3pasku iHLWKX 3aXBOPHOBaHb 44 41 93,2
KniHiyHo 300poBi 161 161 100
3aranom 205 202 98,5

NMoHapao30BuUIA «XyK»-e(heKT y BUNaaKy BUCOKUX KOHLIEHTpaLin

Y Tectax Ha aHTuTina IgG go SS-A/Ro noHapa030BuMiA «Xyk»-epeKkT y BUNaaKy BUCOKUX KOHLEeHTpauin 4o 8000 AO/mn (AU/mL) He cnocTepiraBcs.

MopiBHAHHA MeTOAUK

MopiBHAHHA TecTy Ha aHTuTINa IgG go SS-A/Ro 3 iHwWo iMyHonoriyHo npoboto cepiiHoro BMpobOHWULTBa NMPOAEMOHCTpYBano Taky kopensuito (y AO/mn

(AU/mL)):

KinbkicTb npoTectoBaHux 3paskis: 116

MopiBHsiHHS MmeTogom lMaciHra — babnoka: y = 1,0137x-0,0943, 1 = 0,950.

KoHueHTpauis B KniHiYHMX 3pa3kax cTaHoBuna Big 2,09 no 364,08 AO/mn (AU/mL).
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