[HCTpyKLUis i3 3acTOCYBaHHSA

Snibe

Diagnostic

130217506M: 100 TecTiB y Habopi

c E REF/| 130617506M: 50 Tecris y Habopi

130717506M: 30 TecTiB y Habopi

MAGLUMI® AHtuTtina IgG go ueHtpomep (IXJ1A)

H NPU3HAYEHHSA

Habip nae 3amory BUKOHYBaTV iMyHOXEMINMIOMIHECLEHTHUIN aHania in vitro AN BU3HaYeHHs KinbKicHOro BMicTy aHTuTin IgG ao ueHTpoMep y cupoBaTui Ta nnasmi
KPOBI NIOAMHN 3@ JOMNOMOro0 NOBHICTIO aBTOMaTUYHOIO XEMiNOMIHECLIEHTHOrO iMyHoaHanisaTopa cepii MAGLUMI 1 iHTerposaHoi cuctemm cepii Biolumi; Takox
TECT BUKOPUCTOBYETLCA SIK AOMNOMiXKHWIA 3acib y aiarHocTuui obmexxeHoi cuctemHoi cknepogepmii (OCCH).

i cTucnu onuc

AHTUALEepHI aHTuTina (ASA) — Le HeogHopiOHA rpyna aBTOaHTUTIN, 34aTHUX PO3Mi3HaBaTW PsQ BHYTPILHBLOKMNITUHHUX aHTUreHiB!. Hapasi gocnigHukv BBaxatoTb,
wo AAA noainaloTbCa Ha ABa OCHOBHI TUMK: A0 NEPLUOi rpynu HanexaTtb aHTuTina go AHK Ta ricToHiB, a Apyra rpyna BknoYae aBTOAHTUTING A0 eKCTparoBaHMX
anepHux aHTurenis (EAA)2. ASA e knoyoBrMy GiomapkepaMu B OLiHL pEBMaTUYHMX 3aXBOPIOBaHb, 30KpemMa CUCTEMHOro YepBOHOToO BoBYaka (CUB), cuHgpomy
LLlerpeHa, cuctemHoi cknepogepmii (CCL), 3miliaHoro 3axBoptoBaHHs cnonyyHoi TkaHuHu (33CT), nonimioanTy / gepmaTtomiosuty (MM/OM) Ta nepBUHHOrO
6iniapHoro uMposy neviHkm® 3,

CC[ € MynbTUCUCTEMHMUM 3aXBOPIOBAHHSIM CMOMYYHOI TKAHWHW HEBIAOMOI €TIONOrii, sike XapakTepu3yeTbCa ypaKeHHsIM APIOHMX CyAuH i dibpo3om Lwikipy Ta
BHYTPILLHIX opraHis*. BuainsaoTb ABa pi3HOBMAN CUCTEMHOI CKnepopaepMii, siki BiApi3HATLCA CTYNEHEM ypaxeHHs Lkipu: obmexeHy CC[l Ta audysHy CCS.
Ob6mexeHa CC[l xapaktepusyeTbesi (hibpo3oM LUKipK, SK1A 0BMEXYETECSH KUCTAMU Ta NEpeannivyYsamy pyk Ta iHoai obnuuuam, 3assuyai i3 cuHapomom PeliHo,
NposiBM SIKOTO CMOCTEepiraloTbCs BNPOAOBX TPMBAMNOro Yacy, Ta 3pigka ypaxeHHsM nereHis; nepebir audysHoi CCJl yacto mae 6inblu arpecMBHU xapakTep i
BKIMIOYAE ypaXXeHHsi GaraTbox OpraHiB, HanNpuknaz nereHis, cepus i HUPOK, Ha paHHii cTagii xsopobu® 6. PiseHb 3axBoptoBaHocTi CC[l cknagae npubnusHo 2—
20 BunagkiB Ha 100 Tucsy ocib Ha pik; HanvacTille Le 3aXBOpIOBaHHS BUHWKAE Y BiLli BiA TPUAUSTM OO WIiCTAECATU PokiB. [MowmpeHiCTb 3axBOpOBaHHS ckrnajae
30-120 xBopux Ha 100 TucsY OCiG; XiHKM XBOpitoTb ¥ 3—8 pasiB uacTilwe 3a 4onosikiB’. PaHHs giarHocTuka CCL Ta paHHE BUSIBIEHHSI ypaXXeHHs1 BHYTPILLUHIX
opraHiB MaloTb NEPLIOYEProBe 3Ha4YeHHs Ana nikyBaHHS nauieHTis i3 CC8.

Mo3nTMBHWI pe3ynbTaT TeCTy Ha aHTUTINa OO LeHTpomep € Ayxe xapaktepHum ans CC[; uel TecT Aae no3vuTuBHI pesynbtatn y mamke 90 % nauieHTiB 3
obmexeHoo CCHE. 3a gaHumu Gasu gaHux JocnifkeHb ckrnepomepMii €Bponelicbkoi aHTMpeBmatuuHoi nirm (EULAR Scleroderma Trials and Research,
EUSTAR), 8o 89 % nauieHTiB i3 BUABNEHUMWU aHTUTINAMK A0 LeHTpomep XBopie Ha obmexeHy CC[l, i aHTUTIna 4o LeHTPOMEpP NPUCYTHI B XXIHOK 3HAYHO YacTilue,
HiX y Yonosikis®. Hapasi BigoMo LwicTb noninenTtuais LeHTpoMep, siki Hanexatb A0 6inkie KiHeTOXop | MaloTb pearyeaTu 3i 3paskamy CUPOBATKW KPOBI, WO AaloTb
NO3UTMBHWUIA pe3ynbTaT Npu TecTyBaHHi Ha aHTuTIna Ao ueHtpomep: CENP-A, CENP-B, CENP-C, CENP-D, CENP-E ta CENP-F, cepeg HWX OCHOBHWUM
aBTOaHTUreHom € CENP-B®. AHTUTINa 40 LEeHTpOMEp PiAKo BUSIBMAIOTL Y MALEHTIB 3 iHLUMMU 3aXBOPIOBAHHSMM CMOMYYHKX TKaHWH, poaumdis naujieHTis i3 CC[ Ta
B KOHTPOSIbHMX 3pa3kax 3[0POBMX OCID, TOMy BOHU € AyXe KOPUCHUMW Mapkepamu ansa piarHoctvku CC[L. AHTWTINA A0 LEHTPOMEpP MOXYTb HaBiTb
BMKOPUCTOBYBaTUCA AN AndepeHuiauii oomexeHoi CCL Big iHwux cpopm CCL, un nepBUHHOTO cuHapomy PerHo®.

0 NPUHUMN Al TECTY

Henpsimuin imyHOXeMintoMiHeCLLeHTHWI aHanis.

MonepenHbo po3BegeHuit 3pas3ok, OydepHUi po3dmH i MarHiTHi Mikpocdepu, BKPUTI aHTUrEHOM LEHTPOMEp, peTenbHO MepeMilyTbea W iHKyOyTbes,
YTBOPIOOYM iMyHOKOMMNNekeu. IMicnsi iHkyGyBaHHA MaTepianu, 38’a3aHi 3 MarHiTHUIMKU Mikpocdepamu, yTpUMYOTbCS MarHiTHUM Nnonem, a He3B'si3aHi BUAansTbes
nig Yac umkny npomuBaHHs. [logaeTbcs MuLaye MOHOKIOHanbHe aHTUTINO Ao noackbkoro IgG i3 miTkoto ABEI 11 iHKyOyeTbCcst ANnst yTBOPEHHS KOMMMEKCIB Tuny
«ceHAaBiYy. MNicna ocamkeHHs1 B MarHiTHOMY Morii 3MMBaETbLCS CynepHaTaHT | BUKOHYETbCS HAaCTYNHUIA UMKN BiaMMBaHHS. MNMicna uporo goaatotbes ctaptepu 12
ONs 3anycky XeMintoMiHeCLeHTHOI peakuii. |HTEeHCMBHICTb CBITMIOBOrO CWUrHamy BUMIPIOETLCA (DOTOEMEKTPOHHMM MOMHOXYBa4yeM Y BiQHOCHUX CBIiTMOBMX
oaunHuusax (BCO) i e nponopLiiHOIo A0 KOHUeHTpauii aHTuTin IgG oo ueHTpomep y 3pasky.

l PEATEHTU

Cknag Habopy

KoMMoHeHTH Onue 100 TeCTi'B y 50 TeCTil'a y 30 Tecril'a y
Habopi Habopi Habopi
NiogpinizoBani MarHiTHi Mikpocdepu, BKpUTi aHTUreHOM LieHTpomep (MprBm3Ho
P 5,60 mkr/nnswka (ug/bottle)), y HaTpin-pocchaTHoMy BydepHOMY po3umHI, 1 nnswka 1 nnswka 1 nnsawka
MarHiTHi Mmikpocdepu o
NaN; (<0,1 %).
BydepHa peyoBuHa
ANs MarHiTHUX Harpii-docdatHnin 6ydepHun posumnH, NaN; (<0,1 %). 2,8 mn (mL) 2,8 mn (mL) 2,8 mn (mL)
Mikpocdep
Kani6paTop Hu3bkoro | AHTtuTIna IgG 0O LeHTpoMep Y HU3bKIN KOHLEHTpaLii B HaTpii-poccpaTHOMy
piBHA 6ydepHoMy posumnHi, NaN3 (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
Kani6paTop Bucokoro | AHTtutina IgG 0o LeHTpoMep Y BUCOKi KOHLEHTpaUii B HaTpi-choccaTHOMY
piBHA OydepHoMy posumHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (ml) 1,0 mn (ml)
Bydep Buuaunin cuposatkoBuii anboymiH, NaN3 (<0,1 %). 18,5 mn (mL) | 10,0 mn (mL) 6,3 mn (mL)
Mitka ABEI 3 MuLwIa4yMMm MOHOKNOHaNbHUMK aHTUTINamm go noacekoro IgG
Mitka ABEI (npnbnmsHo 25,0 Hr/mn (ng/mL)) y 6ycdpepHomy posumti Tpic-HCI, NaN3 23,5mn (mL) | 12,5 mn (mL) 7,8 mn (mL)
(<0,1 %).
Po3spigxyBay HaTpin-cpochaTtHuin 6ychepHuii posumH, NaNs (<0,1 %). 25,0 mn (mL) | 15,0 mn (mL) 8,0 mn (mL)
KonTpons 1 AHTUTINa IgG oo LeHTpomMep Y HM3bKIN koHueHTpauii (10,0 AO/mn (AU/mL)) y 1,0 M (mL) 1,0 mn (mL) 1,0 M (mL)
P HaTpin-docdaTtHomy BydepHomy po3ymHi, NaN; (<0,1 %). ’ ! ’
AHTUTINa IgG 8o LEeHTpoMep y BUCOKi KoHueHTpauii (100 AO/mn (AU/mL)) y
Kontpone 2 HaTpin-docdaTtHomy 6ydepHomy po3udmHi, NaN; (<0,1 %). 1,0 mn (ml) 1,0 mn (ml) 1,0 mn (ml)

MazHimHi mikpocghepu Hadarombcs e nioghinizoeaHoMy cmaHi Ui Maromb 6ymu po34uHeHi e 6yghepHili pe4yosuHi Ons1 MazHiMHuUx Mikpocghep (Aue.

po30in, npucesiyeHuli midzomosuyi MazHimHux Mikpocghep).

MonepeaXeHHA i 3acTepexxeHHsA

® [IpusHayeHo Ansa AiarHoCTUKK in vitro.

® Jlywe ans NnpodpecinHOro BUKOPUCTaHHS.

® BxwuBaliTe 3BMYalHNX 3aCTePEeXHUX 3axopaiB, 060B’I3KOBUX Mif Yac poboTu 3 ycima nabopaTopHUMK peareHTamm.

e Cnig yxuBaTu BiANOBIAHMX 0COBUCTUX 3aCTEPEXHUX 3ax0miB ANS YHUKHEHHSI KOHTaKTy OyOb-sIKMX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3pa3kamu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LLOA0 POBOTU Nif Yac TECTYBaHHSI.

3anopykolo OTpMMaHHS OOCTOBIpHMX pe3ynbTaTiB € [OCKOHane BONOAIHHSA TEXHIKOKW aHamisy i 4iTke OAOTPUMAaHHS iHCTPYKLiA, HaBedeHUX Ha BKnaguili

yNaKoBKW.

He BukopucToByiTe Habip nicns 3akiHYeHHS CTPOKY NpUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMNOHEHTM 3 Pi3HMX NapTii abo Big pPi3HWX peareHTiB 04HOYACHO.

YHuKaniTe YyTBOPEHHS MiHW B yCiX peareHTax i npenaparax (3paskax, kanibpartopax i KOHTPONbHMX 3pa3kax).

Yci Bigxoamn GionoriyHmx 3paskie, HionoriyHnx peareHTiB i BUTpATHUX MaTepianis, O BUKOPUCTOBYHOTLCS Afsi MPOBEAEHHS TeCTy, chif BBaXaTu NOTEHUiNHO

iH(hikoBaHMMK Ta yTUNI3yBaTK iX BiANOBIOHO 4O BUMOT MiCLLEBUX HOPM.

e Llein BUpiG MicTUTb a3ug HaTpito. A3na HaTPito MOXe BCTYNaTu B peakLito 3i CBUHLEM Y MigHMMU enlemeHTaMu TpybonpoBogie, yTBoptoloun BUGyxoHebe3neyHi
a3unam metanis. MNicnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio BOAW, abu 3anobirtn yTBopeHH!io BigknageHb asuais. [logaTkoBy iHopMaLito MOXHa
3HalTV B nacnopTax 6e3neku NpoaykTy, siki HaAAKTLCS HAa BUMOTY NPOMECINHUX KOPUCTYBaYiB.

MpumiTtka. Mpo Byab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NpUCTpoeM, cnif noigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNoBHOBaXeHWX NPEACTaBHUKIB, @ TAKOX KOMMETEHTHI OpraHu BaLLOi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu
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[HCTpyKLUis i3 3acTOCYBaHHSA

e [llo6 He ponycTuTK 3abpyAHEHHs!, NOTPIGHO BAAraT! YMCTI pykaBuyku Nig Yac poboTun 3 Habopom peareHTis i 3paskamu. MMig yac po6oTn 3 Habopom peareHTIB
cnif 3amMiHUTU pyKaBUYKK, SIKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTi, OCKINbKM NOTPannsaHHA MaTepiany 3paska MoXxe NpusBecT 40 OTPUMaHHSA HeJOCTOBIPHUX
pesynbTartiB.

® He BukopucTOBYyITE AedeKTHi Habopu, 3okpema Habopy 3 NOPYLLUEHO rEPMETUYHICTIO YLLiNbHIOBANbHOI NNiBKW, KanamyTHUMMW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM fniodinisaoBaHnx marHiTHuXx Mikpocdep) abo Habopu, KOHTPOMbHI MOKa3HMKM SKUX HEOQHOPA30BO BMXOAWMM 3a MEXi A0NyCTUMOro
nianasoHy. Akwwo Habip € aedeKkTHNM, 3BepHITbCA A0 komnaHii Snibe abo Ti odiuinHoro guctpund’oTopa.

e AOW YHUKHYTM BMNApoOBYBaHHSA PiAVHW 3 BiOKPUTMX HabOpIB peareHTiB y XONOAMNbHWKY, PEeKOMEHAOBaHO 3arnevyartaTy BigKpuTi Habopu repmeTusyroyo
NniBKOI, L0 MOCTa4YaeTbCA PasoM 3 YNakoBKOK. YLUiNbHIOBanbHa nniBka € O4HOPa30BOlD; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHMx
anctpud’ioTopis.

e |3 yacom Ha Npoknaaui MoOXyTb HaKOMUYYBaTUCS BUCOXMi 3anULKKU piauH. 3a3Buyalt BOHU ABNSOTL COBOK CONbOBUIA Ocad i He BNMBAOTbL Ha pesynbTaTt
aHaniay.

® BuKopuUCTOBYIiTE BiAKPUTUI GIOK peareHTiB B OAHOMY aHani3aTopi.

® |HCTPYKUii LOAO PO3YMHEHHS Ta MepeMillyBaHHSA MarHiTHUX Mikpocdep HaBedeHO B PO3Aini LbOro BKMaguviia, NpUCBAYEHOMY MiAroTOBLI MarHiTHUX
Mikpocdbep Ta MiAroToBLi peareHTiB.

® [lopaTkoBy iHpbOpMaLiito MPO NOBOMKEHHSA 3 peareHTamu nif Yac BUKOPUCTAHHS CUCTeMW HaBedeHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

36epiraHHA Ta cTabinbHicTbL

e He 3amopoxywTe 6ok peareHTiB.

e 36GepiranTe Habip peareHTiB y BEpTMKanbHOMY MOSIOXEHHI, Wo6 3abe3neunT NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.
e BepexiTb Big NPSMUX COHAYHUX NPOMEHIB.

CTtabinbHicTb peareHTiB

Y HenopyLueHi ynakoBui npu TemnepaTypi 2—-8 °C 00 KiHUSA 3asBNeHOro TepmiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temneparypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemum 4 TWXKHI

CTabinbHiCTb KOHTPONbHMX 3pa3kiB

Y HenopyLuUeHi ynakoBui npu TemnepaTypi 2—-8 °C 00 KiHUSA 3asiBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 18-25 °C 6 roguH

Y BigkpuTOMYy CTaHi npu Temnepatypi 2-8 °C 6 TVXHIB

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

KinbKiCTb LMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He Ginbwe 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3paskis

JInwe 3a3HayeHi HUx4Ye 3pasku NPOMLLIM BUNPOBYBaHHS Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB Mpo6Gipku ans 36upaHHsA 3pas3kiB

MpoGipku 6e3 fogaTkoBUX / AOMOMIXKHUX pe4oBMH abo NPoGipku 3 aKkTUBATOPOM 3ropTaHHs abo

rernem Ta akTuBaTOpPOM 3ropTaHHs

MNna3sma Mpobipku 3 EATA-K2 un renapvHom HaTpito

e 3asHauyeHi TUNK 3paskiB TecTyBanucst 3 NnpobipkaMu Ans 3upaHHs 3paskis, ski 6ynu 4OCTYMNHI HA PUHKY HA MOMEHT TECTyBaHHS, TO6TO ByNno NPOTECTOBaHO He
BCi AOCTYMNHi Npobipku Bif ycix BUpOoGHUKIB. CUCTEMM 306MPaHHSA 3paskiB Pi3HUX BUPOBHUKIB MOXYTb MICTUTMW PisHi MaTepianu, siki B Aeskux BUNagkax MoxyTb
BNNMBaTK Ha pe3ynbTatu TecTiB. ig Yac BUkopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeYXUIIbHO AOTPUMYBATUCS BKa3iBOK BUPOOHUKIB NpoGipok.

CraH 3pa3skiB

® He BMKOpPUCTOBYWTE NpenapaTy 3 TeNnoBOK iHAKTMBALE, HAAMIPHO reMoni30BaHi 3pasku, 3pa3kn 3 HaAMIpHOLO rinepninigemieto Ta 3pasku, ki MaloTb ABHI
03HaKku MIKpOBGHOro 3abpyaHEeHHS.

e [lepLu HiXX NOYMHATU LEHTpUdYryBaHHs, NepekoHanTecs, Wo NpoLec Koarynsuii B CMpoBaTLi NOBHICTIO 3aBepLunBcs. [eski 3pasku cmpoBaTku, 0cob6nmMBo B3ATI
B MauieHTiB, WO NpUiAMaloTb aHTMKoarynsHTM abo TpoMOBoniTMkM, MoXyTb NoTpebyBaTtu Ginblue Yacy ans koarynsuii. AKWOo noyatn UeHTpudyryBaHHs 4o
NMOBHOI Koarynsiuii, NpucyTHiCTb hibpUHY B 3pasky CMpoBaTKM MOXe NMPU3BECTU A0 OTPUMaHHSA XUOHNX pesynbTaTiB.

e 3pasku He MatoTb MICTUTU PiGpKH abo iHWI TBEpAi JOMILLKM.

® BUKOpPUCTOBYWTE OAHOPA30BI NINEeTKN abo KiHYMKM MINETOK, W06 YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

® Yci 3pa3kn NoTpibHO NepeBipATM Ha HasBHICTb NiHW. MNeped novaTkom aHanidy niHy cnig BMAanuTh 3a 4OMoMorolo nabopaTopHoi nanuyku. BukopuctoByinte
ANSA KOXHOrO 3pasKy HOBY Nanuyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

® [lepen nepemillyBaHHAM 3aMOPOXEHI 3paskn Crif NOBHICTIO PO3MOPO3NTU. PeTenbHO nepemillante po3MOPOXeHi 3paskn y BUXPOBOMY 3MilllyBadi Ha HU3bKIN
weuakocTi abo wnsxom obepexHoro nepeBepTaHHs. BukoHalTe BidyanbHWI KOHTPONb 3paskiB. Y pasi BUSBMEHHs1 cTpaTudikauii 4u posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHU HE CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLLO 3pa3ku He Byno nepemillaHo HanexXHUM YUHOM, OTPUMaHi pesynbTaTi MOXYTb
6yTV HEOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTK (DIGPUH, EPUTPOLIMTK 1 iHLLI TBEPAi AOMILLKW. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3neunTn HaginHi pesynstaTtu; nepes
TECTYBaHHSM ix HeobxigHo LeHTpudyrysatn. OuuLleHnin 3pas3ok Crig NepeHecTn 4o BCTaBKM Ans 3paskiB abo B AoNoMixkHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUxX 3paskiB i3 NinigHMM LLapoM nepeHoCcUTH cnif nuile oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6'em 3paska, NOTPiIGHMIA 411 OQHOPA30BOro BU3HAYEHHS B LibOMY TecCTi, CTaHoBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ouuLLeHi BiA po3aintoBaya, epuTpouunTiB i 3rycTkiB, MOXyTb 36epiraTuca oo 8 roauH npu TemnepaTypi 18-25 °C, go 7 gHiB npu Temnepatypi 2—-8 °C abo

no 3 micsuiB y 3amopoxeHoMy cTaHi npy Temnepatypi —20 °C 4n HWxkYiNn. 3amMopoxeHi 3pas3ku nNpuaaTHi 40 BUKOPUCTAHHS, SIKLWO BOHW 3a3Hanu He Ginblie

3 uMKniB 3aMOPOXXYBaHHSI 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHA 3pa3kiB

® YnakoBka W MapKyBaHHSi 3pa3kiB MalOTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LLOAO TPaAHCMNOPTYBaHHA KMiHIYHUX 3paskiB Ta
iH(bikoBaHMX PEYOBUH.

¢ [lepeBuLlyBaTh HaBeAeHI BULLE OBMeXeHHs LWoao 36epiraHHs 3a6opoHeHo.

Po3BeaeHHs 3pa3kiB

e 3pasku, y SKUX KOHLEHTpauis aHTwuTin IgG [0 ueHTpoMep BMXOAUTL 3a MeXi AianasoHy aHaniTUYHOrO BUMIPIOBAHHS, MOXHA PO3BECTUM PO3YMHHUKOM,
BMKOPUCTOBYOYM MPOTOKON aBTOMAaTUYHOIO po3BedeHHsI abo npoueaypy pyyHOro po3BefeHHsi. PekomeHaoBaHa nponopuis po3BeaeHHs ctaHoButb 1:20.
KoHueHTpauis po3seaeHoro npenapaTy mae nepesuiysat 20 AO/mn (AU/mL).

e [InA po3BeAeHHs1 BPYYHY MOTPIOHO MOMHOXMUTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. FKWO po3BedeHHS BUKOHYETbCS aHanisaTopoM, nporpaMmHe
3abesneveHHs aHanisaTopa Bpaxye Le nig Yyac BU3Ha4YeHHs KOHLeHTpaLii 3pa3ka.

H NPOLIEAYPA

HapaHi maTtepianu

TecT Ha anTuTina IgG Ao ueHTpomep (IXIA), eTUKETKM 3i LUTPUX-KOJaMU KOHTPOSbHUX 3pasKiB.

Heo6xigHi MaTepianu, Aki He BXOAATb A0 KOMMIEKTY NOCTa4aHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® [IOBHICTIO @aBTOMaTUYHWIA XEMIMIOMIHECLLEHTHUIA iMyHOaHanisaTop 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 [lonaTkoBi akcecyapw, NOTPiOHi ANs 3a3HayYeHMX BULLLE aHani3aTopis, BKMOYAOTb peakuiiHiin Moaynb, cTapTepy 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HaKOHEYHUK i peakLiiHy BCTaBKy. [Mepenik KOHKPETHMX akcecyapiB i XapakTepUCTUKM akcecyapiB Ons KOXHOI MOAEni MOXHa 3HaWTu B iHCTPYKLUi 3
BMKOPWUCTaHHS BigMnoBigHOro aHanisatopa.

e [1nsi OTPUMaHHSI JOCTOBIPHUX Pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

CupoBartka
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Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTArHite Habip peareHTIB i3 ynakoBKku i OrnsiHbTe BiACiku 6roka peareHTiB i 3okpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBIIEHO, 06EPEXHO 3HIMITb YLUINbHIOBANbHY MAiBKY.

[lidzomoeka ma2HimHux mikpocghep

*  MazHimHi mikpocghepu nocmavaromscs e niogpinizoeaHomy cmari. AMnyny 3 nioghiniaoeaHumu mMa2HimHuUMU Mikpocghepamu cnid o6epexHo
eidkpumu (i po34uHUMu ix 6y¢ghepHO pevyo8UHOK O Ma2HIMHuUX MiKkpocagep.

* [leped eukopucmaHHsIM nepeHecmu 2 ms 6yghepHOi peyoguHU O Ma2HIMHUX Mikpocgbep i3 npob6ipku Ans1 MacHimMHuUx Mikpocghep (npobipka
Ons1 peazeHmie i3 CUHIM MOSICKOM i HaciyKoro eHU3y) e amnyny 3 nioginizoeaHuMu Ma2HiMHUMU MiKpocghepamu, 3aKpumu 2yMoeoro npobkoto U
ob6epexHo 360emamu. Po34uHeHi Ma2HimHi mikpocghepu cnid 3anuwumu Ha 10-15 xeunuH.

e AKypamHo nepemiwamu Ons 3abe3neyeHHs1 20MO2eHHOCMI. YHUKamu cu/lbHO20 CcMpywyeaHHsl nid 4ac pPo34YuHeHHs1 (He donyckamu
ymeopeHHs niHu).

* [lepeHecmu eci po3eedeHi MacHIiMHi Mikpocghepu e amnysni o nNpobipku Ons MasHIMHUX Mikpocghep i 3miwamu i3 3anuwkom 6yghepHoi
peyosUHU Onst Ma2HIMHuUX Mikpocghep Ao ompumMaHHsI 00HOPIOHOI cymiwi, nicns 4o2o nomicmumu nidezomoeneHull Habip e aHanizamop.

e [licns 3acmocyeaHHs1 Habip pa3om i3 po3eedeHUMU MacHIMHUMU MiKpocgepamu HeobxiOHO 36epicamu y eepmukanibHOMY MOJIOXKEHHI npu
memnepamypi 2-8 °C.

e BigkpuiiTe ABepusTa 30HW peareHTiB; TpUManTe pyyky Habopy Takum 4duHoMm, wob RFID-mitka Gyna nopyy i3 4ytnuBok 30HOK ckaHepa RFID-miTok
(npubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAn; OAWH 3BYKOBUIA CUrHamn 03Havae, Lo peareHT yCrilHO po3ni3HaHo.

® Tpumatoumn peareHT BepTUKanbHO, BCTaBTE NOro Y BiflbHY AOPDKKY ANA peareHTiB.

e [lepeBipTe, Yn NpaBUNbHO BiAOOPaKaETLCS iIHDOPMALLisS PO peareHT y NporpamMmHOMY iHTEpPAeNCi; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiabyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHs Habopy, YuM 3abesnevyeTbcsi MOBHE PIBHOMIPHE BifHOBMEHHS
cycneHsii nepeq BUKOPUCTaHHSM.

KanibpyBaHHsi aHani3y

® BubepiTb TecT ans kanibpyBaHHsA Ta BMKOHANTe onepauito KanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiAKYBaHHS AaHMX
KanibpyBaHHS AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLIT 3 BUKOPUCTaHHSA aHanisaTtopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHS 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaauLui.

KoHTponb skocTi

® Y pasi BUKOpPUCTaHHS HOBOI NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSIIO SAKOCTI.

® BuKOHaNTe 34MTYBaHHS LUTPUX-KOZY KOHTPOMIO SKOCTi, BUOEpiTh BiAMOBIAHI AaHi KOHTPOMIO SIKOCTi Ta BUKOHANTE TecTyBaHHs. [loknagHilly iHdopmaLiio npo
BMOPSAKYBaHHS 3pas3kiB AN KOHTPOIIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIIO AKOCTi PO3Aini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHS 3paskiB

e [licns ycnilWwHOro 3aBaHTaXeHHs 3paska BMOepiTb Lel 3pa3ok Ha ekpaHi, 3MiHiTb napaMeTpu aHanidy Ansa 3paska, sikuid Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHS. [loknagHiwy iHdopMaLito Npo BNOpsiAKyBaHHS B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iHCTpyKuii 3
BUKOPWUCTaHHA aHanisatopa.

[Ins oTpUMaHHS MakcumarnbHO epeKkTUBHUX pe3ynbTaTiB NOTPIOHO TOYHO AOTPUMYBATUCH IHCTPYKLIT 3 BUKOPUCTaHHSA aHanisatopa.

Kani6pyBaHHs

BigctexeHHs: uew meTop Gyno ctaHAAPTU30BaHO LUSISIXOM MOPIBHSHHS 3 PEYOBUHOI, LLO BUKOPUCTOBYETLCS komnaHieto SNIBE ansi BHyTPilWHLOrO KOHTPOSO

AKOCTI.

3acTocyBaHHS crneujianbHO Npy3HaYeHnx kanibpaTopie Aae 3amMory ckopuryBatu pedepeHCHy KpUBY 3a AOMOMOrol 3adikcoBaHUX 3HaYeHb BiGHOCHWUX CBITIOBUX

oaunHuupe (BCO).

[MNoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:!

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

KOXHi 7 [HiB;

nicnsi cepeicHoro obcnyroByBaHHs aHanisaTopa;

AKLLLO NMOKa3HUKMN KOHTPOJSIbHUX 3pa3kiB BUXOASATb 3@ MEXi BCTAHOBMNEHOrO Jiana3oHy.

nepen No4YaTkoM BUKOPUCTaHHS HOBOro Habopy.

KoHTponb sikocTi

[Ins BU3HA4YEHHSA BUMOT KOHTPOIIO SIKOCTi A5 LibOro TECTY PEKOMEHA0BaHO BUKOPUCTOBYBATU KOHTPOSbHI 3pasku; AN nepeBipkyu e(PeKTUBHOCTI TECTIB KOHTPOIb

cnig NpoBOAMTWM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekoMeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanWTM B OnybnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekomeHgauisx C24 IHCTUTYTY KniHiYHMX | nabopatopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI) a60o iHwmx1©.

KoHTponb sIkoCcTi pekoMeHO0BaHO 34iMCHIOBAT pa3 Ha AeHb BUKOPUCTAHHS abo 3rigHO 3 BUMOraMm MicLieBUX HOpM, BUMOramu cepTudikauii Ta npoueaypamm

KOHTPOIto SIKOCTi Bawoi nabopaTopii. KOHTponb SKOCTi MOXHa 34iACHIOBAT 3a AOMOMOroK TeCcTy Ha aHTuTina IgG Ao ueHTpomep:

® nicns KOXHOro kanibpyBaHHs Habopy;

® y pasi nepexogy Ha HOBY napTito ctapTepiB 1+2 abo kKOHUEHTpaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPMCTOBYOTLCSA NiLLE 3 BiANOBIAHMMUW peareHTamu, Lo MatloTb Taki cami NoYaTKoBi

cim uncpp Homepa MAPTII. KoxeH LinboBuWii NOKasHWK i AianasoH HaBeaeHo Ha eTUKeTL.

lMNepea BUKOPUCTAHHSIM iHLIMX KOHTPOMbHWUX 3paskiB Crig OUIHWUTK iXHIO CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb ANs BCiX

BMKOPUCTOBYBAHUX MaTepiasniB KOHTPOIO SKOCTI.

KOHTpOnbHi NokasHuku mMatoTb ByT B MeXax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOSIbHUX MOKA3HMKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3oHy,

Cnif, BUKOHATW NOBTOPHE KanibpyBaHHs Ta NMOBTOPHE TECTYBaHHSI KOHTPOSbHUX 3pa3kiB. SKLO KOHTPOMbHI MOKa3HMKKU, OTPUMAaHI NicNs yCnilWHOro KanibpyBaHHs,

cTabinbHO BUXOASATh 3@ MEXi BU3HAYEHMX diana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He cnif AOKYMEHTYBaTK; KpiM TOro, Chif:

® MepeBipuTU, YY1 He CNNMB TePMiH NPUAATHOCTI MaTepianis;

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

® YNEBHUTUCS, LLO TECT 3AIACHIOBABCS i3 AOTPMMAHHSAM iHCTPYKLA, HAaBEAEHUX Ha BKNaAMLLi YNakoBKY;

® 3a notpebu 3BepHyTUCS MO 4OMOMOry A0 KomnaHii Snibe abo i odiuiiHnx aucTpub’ioTopis.

AKWO KOHTPONbHUX 3paskiB y Habopi HegocTaTHbO AN BUKOPUCTaHHS, 3aMOBRsATe A0OaTKOBi KOHTponbHi aHTuTina IgG go ueHtpomep (IXJTA) (REF:

160201416MT) y komnaHii Snibe abo ii odiuinHnx gnctpmb’oTopis.

H PE3YINIbTATHU

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO PO3PaxOBYeE KOHLEHTpauito aHTuTin IgG Ao LeHTpoMep Yy KOXHOMY 3pas3Ky Ha OCHOBI kanibpyBanbHOi KpuBOi, sika Oyayetbcs 3a

METOZ0M ABOTOYKOBOIO KanibpyBaHHs pechepeHcHoi kpuBoi. OguHuLeto BumMiptoBaHHsa € AO/mn (AU/mL). JoknagHiwy iHpopmaLito MOXHa 3HalUTK B iHCTPYKLUIi 3

BMKOPUCTaHHS aHanisaTopa.

IHTepnpeTauis pesynbTaTis

OntumaneHy Mexy ANns BUSBMNEHHA aHTMTiN IgG A0 LeHTpoMep OTPUMMAaHO LWNSAXOM aHanidy 3paskiB 75 nauieHTiB i3 niaTBepAXeHWM AiarHo3oM obmekeHol

LLKIPHOT CUCTEMHOI cknepoaepmii, 63 nauieHTiB 3 iHLWMMK 3axXBOpoBaHHAMM 1 253 kniHIYHO 300poBUX OCi6.

e 3pasku 3 koHUeHTpaujeto aHTuTIn IgG oo ueHtpomep < 20,0 AO/mn (AU/mL) cnig BBaXaTu HEraTUBHUMW.

e 3pasku 3 koHUeHTpauieto aHTuTIn IgG oo ueHtTpomep = 20,0 AO/mn (AU/mL) cnig BBaxkaT NO3UTUBHUMM.

MoxnuBi po36ixXHOCTi B pesynbTatax pisHux nabopaTopil, Lo NOSICHIOETLCSA BIAMIHHOCTAMM B CKNaAi nonynsiuii Ta MmeTogunkax AOChiaXeHHs. PekomeHaoBaHoO B

KOXHil nabopaTtopii BU3HauMT1 BNacHuii pedepeHTHUIN iHTepBan.

l OBMEXEHHSA

e PesynbTaTy TecTy cnig po3rnagaTv B KOHTEKCTI icTopii XBOpobu, AaHUX KniHiYHOro 0BCTEXEHHS NauieHTa ! iHLWNX AaHuX.

e Akwo pesynbTaTu TecTiB Ha aHTuTina IgG A0 UeHTpomep He BiAMOBIAATb KMiHIYHUM AaHuM, AnS iX NiaTBepAXeHHS HeobxigHO BMKOHATM JodaTkoBe
TECTYBaHHS.

e 3pasku, OTpUMaHi Bi nauieHTiB, siki npuiMany npenapat Myua4Ymx MOHOKIOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS!, MOXYTb MICTUTU NIOACHKI
aHTUMuwadi aHtutina (HAMA). Y pasi TecTyBaHHSI Takux 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAyi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO NiaBuLLEHi a6o 3HWKeHi pedynbTatn'’ 2, [1ns BU3HaYeHHN AiarHo3y Moxe 3HagobuTucs gogaTkosa iHgopmadis.

e [eTepodpinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBalO4YM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y nauieHTiB, SiKi perynsapHo KOHTaKTyloTb i3 TBapMHaMu abo nNpodykTaMu CMpOBAaTKW KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNOCTEpiraT1cst aHoMarnbHi MokasHukmn'3.
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e bBakrepianbHe 3apaxeHHst abo Tennosa iHaKTMBaLis 3pa3kiB MOXe CNOTBOPUTY pe3ynbTaTu JOCHIAXKEHHS.
0 CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU
Y upoMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuCTUKkW. PesynbTatu, oTpumaHi pisHMMu nabopaTopisMu, MOXYTb BiApi3HATUCS.

TouHicTb

TouyHicTb BM3Ha4yanacs 3a 4ONOMOrol TecTy, npenapaTiB i KOHTPONbHUX 3pa3kiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHMX | NabopaTopHMX CTaHaapTiB
(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemux napanenbHux BUNpobyBaHHSX LOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HMX LEHTpax 3

BMKOPUCTaHHSAM TPbOX NapTii Habopie peareHTiB (n = 180). Byno oTprMaHo 3a3HayeHi Hk4e pesynbTaTu.

CepeaHe, AO/Mn Y mMexax BUnpobyBaHHs Mixk BUnpo6yBaHHAMM BiaTBoploBaHicTb
3pasok AU/mL CtaHg. Bigx., AO/mn % koedp. CTtaHg. Bigx., CraHa. Bigx., AO/mn
((n = 180)) (AU/mL) Bap.(p AO/mn (AU/mL) |7 koed- Bap. (AU/mL) % koedp. Bap.

Myn i3 cuposaTkoto 1 5,090 0,180 3,54 0,068 1,34 0,227 4,46
Myn i3 cuposatkoto 2 21,556 0,544 2,52 0,324 1,50 1,033 4,79
Myn i3 cuposatkoto 3 197,694 4,509 2,28 3,453 1,75 8,861 4,48
Myn i3 nnasmoto 1 4,997 0,189 3,78 0,109 2,18 0,270 5,40
MNyn i3 nnasmoto 2 20,959 0,632 3,02 0,321 1,53 0,830 3,98
Myn i3 nnasmoto 3 201,067 4,794 2,38 2,772 1,38 6,924 3,44
KoHTponsb 1 9,858 0,365 3,70 0,197 2,00 0,576 5,84
KoHTponb 2 100,045 3,244 3,24 0,645 0,64 4,213 4,21

Liana3oH niHinHocTi

1,00—400 AO/mn (AU/mL) (BU3Ha4aeTbCs 3a MEXe0 KinbKICHOI OLliHKM Ta MakcMMyMoMm pedepeHCHOI KpUBO).

IHTepBan peecTtpauii

0,850-8000 AO/mn (AU/mL) (BU3Ha4aeTbCsi 3a MEXEK BUSABMEHHS Ta MakKCUMyMOM pedepeHCHOiI KpUBOi, MOMHOXEHWM Ha pekoMeH4oBaHy MpomnopLilo
po3BeAEeHHS).

AHaniTMyHa YyTnUBICTb

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).

AnaniTnyHa cneuyndivHicTb

IHTepdbepeHLin

IHTepdepeHLis BU3Ha4Yanacs 3a AONOMOro TECTY; 40 TPbOX 3paskiB i3 Pi3HOI0 KOHLEHTPALiE0 aHani3aoBaHOro KOMMOHEHTa 4oAaBanuncs PeHOBUHU, MOTEHLINHO
34aTHI CNPUYMHUTK eHJoreHHy abo ek3oreHHy iHTepdepeHuito, 3a npoTtokonom (EP7-A2) IHCTMTYTY KniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNMoxnbka BUMIipiB AN peYOBUH, 30aTHUX CNPUYUHUTK iHTEepdepeHLito, He nepesuLlye 10 %. Byno oTpumaHo 3a3HauyeHi
HWDKYe pesynbraTtu.

IHTepdepeHuin Makc. piBeHb BigcyTHocTi BnnuBy | IHTepdepeHuin Makc. piBeHb BigCyTHOCTi BINUBY
Binipy6iH 40 mr/gn (mg/dL) PeBmatoigHuii daktop 500 MO/mn (IU/mL)

[emorno6iH 1000 mr/gn (mg/dL) Toacbki  aHTUMMWIAY  aHTUTINA 40 wr/mn (ng/mL)

IHTpaninig 2000 mr/gn (mg/dL) (HAMA)

MepexpecHa peakTUBHIiCTb

MepexpecHa peakTMBHICTb BU3HAYanacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pas3kiB i3 Pi3HOK KOHLEHTpaLieo aHanisaoBaHoOro KOMMoOHeHTa AogaBanvcs NoTEeHUinHI
nepexpecHi peareHTn 3a npotokonom (EP7-A2) IHCTUTYTy kniHiyHux i nabopaTtopHux ctaHgapTie (Clinical and Laboratory Standards Institute, CLSI). MNMoxubka
BUMIipiB ANsi PEYOBWH, 3AATHUX CMPUYMHUTY iHTepdepeHLitlo, He nepesuLlye 10 %. Byno oTpuMaHo 3asHayeHi HUxX4e pesynbTaTy.

MepexpecHuit peareHT

Makc. piBeHb BiACYTHOCTI BNNUBY

MepexpecHun peareHT

Makc. piBeHb BiACyTHOCTi BNNnBY

AnTuTina IgG go Rib-P

400 AO/mn (AU/mL)

AHtuTina IgG go SS-B

400 AO/mn (AU/mL)

AnTtuTina IgG fo Sm/RNP

400 AO/mn (AU/mL

AHTuTina IgG go Jo-1

400 AO/mn (AU/mL)

AHnTuTina IgG Ao Sm

AnTuTina IgG go SS-A/Ro

( )
400 AO/mn (AU/mL)
400 AO/mn (AU/mL)

AHTuTina IgG po Scl-70

400 AO/mn (AU/mL)

KniniyHa yyTnueictb

KniHiyHa 4yTnuBicTb BM3Ha4anacs Ha matepiani 43 3pa3kiB Bif nauieHTIB 3 0GMEXEHOH0 LLKIPHOK CUCTEMHOLO ckilepoaepMieto. Po3paxoBaHa KriHiYHa YyTnuBicTb
ctaHoBuTb 90,7 %. Byno oTprMaHo 3a3HayeHi HuX4e pesynbTaTy.

Karteropis 3paskiB

AnTuTina IgG go ueHtpomep (IXJ1A)

Kinbkictb

Mo3uTuBHI

Yytnusictb y %

occh

43

39

90,7

Kniniyna cneumndiyHicTb

KniHiyHa cneuudiyHicTb BU3Ha4Yanaca Ha matepiani 3paskis 165 nauieHTiB, 3 fkux 39 Manu iHWi 3aXBOPIOBaHHS (3MillaHe 3aXBOPIOBAHHS CMOMYYHOI TKaHWUHK,
cuHapom LlerpeHa, cMCTEMHMIA YEPBOHWIN BOBYaK, MNOMiMIO3NT / AepMaToOMio3nT, NepBUHHUIA BiniapHuiA LMPO3 NeYiHkKu, peBmaToigHuii apTpuT) i 126 ocib bynu
KniHiYHO 3a0poBUMU. Po3paxoBaHa kniHivHa cneumndiyHicTb cTaHoBuTb 100 %. Byno oTpuMaHo 3a3HayeHi Huk4e pe3ynbTaTu.

. . AnTuTina IgG go ueHtpomep (IXNA
Kareropis spaskis KinbKicTb ! Hera'ruBH'i) a : CneumndiyHictb y %
3pasku iHWKUX 3aXBOpOBaHb 39 39 100
KniHi4Ho 380poBi 126 126 100
3aranom 165 165 100

MoHapao30BUIA «XYK»-e(heKT y BUNaaKy BUCOKUX KOHLIEHTpaLin

Y Tectax Ha aHTuTina IgG Ao LeHTpomep NoHaaa030BUIA «XyK»-e(DeKT y BUNaAKy BUCOKMX KOHLEHTpaLin o 8000 AO/mn (AU/mL) He cnocTepiraBcs.

MopiBHAHHA MeTOOUK

MopiBHSAHHA TecTy Ha aHTWTINa IgG A0 UeHTpoMmep 3 iHLIOK iIMyHONOriYHOK NPoBOoK CepiiHOro BMPOGHMLTBA NPOAEMOHCTPYBano Taky kopensuio (y AO/mn

(AU/mL)):

KinbkicTb NnpoTectoBaHux 3paskis: 103.

MopiBHsAHHS MmeTogom MaciHra — babnoka: y = 1,0084x-0,3106, 1 = 0,954.

KoHueHTpauis B kniHiYHMX 3pa3kax cTaHoBuna Big 2,65 no 376,5 AO/mn (AU/mL).
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