IHCTpyKLUis i3 3acTOCYBaHHS

Snibe

Diagnostic

130217508M: 100 TecTiB y Habopi
c € 130617508M: 50 TecTiB y Habopi
130717508M: 30 TecTiB y Habopi

MAGLUMI® AHtuTina IgG po rictoHiB (IXJ1A)

REF

l NPU3HAYEHHA

Habip nae 3mory BUKOHYBaTV iMyHOXEMIMIOMIHECLEHTHWUIA @aHani3 in vitro Ans BU3HAYEHHS KiNbKiCHOrO BMICTY aHTuTIN IgG [0 riCTOHIB y cMpoBaTLi Ta nnasmi KpoBi
NOAVHM 32 JONOMOTOH NMOBHICTIO @aBTOMaTUYHOTO XEMINOMIHECLLEHTHOTO iMyHoaHanisaTopa cepii MAGLUMI 11 iHTerpoBaHoi cuctemu cepii Biolumi; Takox uen
aHani3 BUKOPUCTOBYETLCS sIK JOMOMIKHUIA 3acib AiarHOCTUKM CUCTEMHOIO YepBOHOrO BoBYaka (CHB) Ta MeaukaMeHTO3HOro BoBYaKa.

i cTucnu onuc

AHTUALEepHI aHTuTina (AAA) — Le HeogHopiaHA rpyna ayToaHTUTIN, 3A4aTHUX PO3Mi3HaBaTh PsA BHYTPILUHBOKNITUHHUX aHTUreHiB!. Hapasi gocniaHuku BBaxaioTb,
wo AAA noainalTbCa Ha ABa OCHOBHI TMMKW: 4O NepLUoi rpynu HanexaTtb aHTuTina ao [HK Ta ricToHis, a gpyra rpyna BKMoYae ayToaHTUTING A0 eKCTparoBaHMxX
anepHux aHTurenis (ESA)2. ASA e knoyoBrMM GiomapkepaMmu B OLiHLi pEBMaTUYHMX 3aXBOPIOBaHb, 30KpemMa CUCTEMHOrO YepBOHOro BoBYaka (CUB), cuHgpomy
LLlerpeHa, cuctemHoi cknepogepmii (CCL), 3miaHoro 3axBoptoBaHHsi cnonyyHoi TkaHuHu (33CT), nonimiosnTy / gepmaTtomiosuty (MM/OM) Ta nepBUHHOrO
6iniapHoro umposy nediHkm' 3,

CYB € XpOHIYHMM CUCTEMHMM ayTOIMyHHVWM 3aXBOPIOBaHHSIM HEBIAOMOI €Tionorii, sike xapakTepu3yeTbCa aHoManismMu B poboTi iMyHHOI cuctemu,
Pi3HOMaHITHICTIO KMiHIYHMX NPOSIBIB i ypakeHHsIM psfy opranis* 5. MposiBu CYB ayxe pisHOMaHITHI: Lie Moxe BYTW HUPKOBa HELOCTaTHICTb, FeMOMiTUYHa aHeMisi,
apTepianbHi i BEHO3HI TPOMOM Ta CMOTBOPIOKOYMIA LUKIPHUIA BUCUNE. YpaXeHHSI HUPOK, BiJOMe sIk BOBYaKOBMWIA HE(OPUT, € OCHOBHOK MPUYMHOK YCKNaaHEHb i
CMEpPTHOCTI; Bif HbOro cTpaxaae Ginble NonoBuHKU nauieHTie i3 CHB?. CYB nowumpeHuii y BCbOMY CBITi; 3@ iCHYIUMMI AAHWUMM, PiBEHb MOLUMPEHOCTI LibOro
3axBoptoBaHHs cknagae 12-50 sunagkis Ha 100 TucaY ocib, a 3axBoptoBaHicTb — 1,8—7,6 Ha 100 TmcsY ocib Ha pik; XiHkM xBopitoTb Yy 6-10 pasiB YacTille, Hix
Yonosgikn8. Xoya nowwmpeHictb CYB € BiZHOCHO HM3bKOIO, Lisi XBOpo6a NoB’sA3aHa 3i 3Ha4HMMKM BUTpaTamy Ha MeguyHy JOMOMOry Ta couiansHUMu BuTpaTamu, 60
BMHUKaE 3a3BMYali y MOJIOA0OMY BiLli, MOXe CynpOBOKYBaTUCA TSHXKKAMU YCKMaAHEHHAMU Ta CNPUYMHATY nepeayacHy cMepThbe.

AHTUTINa po rictoHiB matoTe 30—-70 % nauieHTiB i3 CUB i no 95 % naujieHTiB i3 MeanKkaMeHTO3HUM BOBYAKOM — TMMYACOBMM BOBYAKOMOAIGHUM CUHAPOMOM,
NoB’AI3aHMM i3 TPUBaNMM NPUAOMOM MEBHKX Npenaparis, WO 3HUKaE MiCns NPUNMHEHHS Npuitomy BignosigHoro npenapaty? 0. LlinbOBUMM aHTUreHamMm aHTUTIN
[0 TiCTOHIB € MeBHi OCHOBHI HyKMeomnpoTeiHu, Wo MicTATb N'ATb cyBoamHuub — H1, H2A, H2B, H3 Tta H4''. Y nauieHTiB 3 MeauKamMeHTO3HUM BOBYAKOM,
CNPUYNHEHNM NpOKaiHOM, 34e6inbLIoro BUSIBNATb aHTuTIina Ao aunmepy H2A-H2B, Toai sk aHTtutina o H3 Ta H4 yacTto BUSBNSAOTL y NauieHTIB i3 BOBYAKOM,
CNpUYMHEHMM Tigpana3vHoM'2. Mo3MTUBHUI pe3ynbTaT TECTY Ha aHTUTINA [0 FCTOHIB | HEraTUBHWI pe3ynbTaT TECTYBaHHS Ha iHLWWi aHTUsIAEepHi aHTUTINa Aae
nigcTaBy BNEeBHEHO [iarHOCTyBaTV MEAUKaMEHTO3HMI BoBYak'S 4. AHTuTina knacy IgG fo ricToHiB € cneundivyHumm wopo CYB, Toai sk aHTMTINa IgM BUsiIBNSOTH
Npu iHLWKXX 3aXBOPIOBAHHSIX, @ TAKOX Y 300poBKX nioaen's.

0 NPMHUMN Oli TECTY

Henpsamui imyHOXeMintoMiHeCLLeHTHWIA aHanis.

MonepeaHbo po3BeaeHUn 3pa3ok, OydepHUIn PO3YMH i MarHiTHI Mikpocdepw, BKpUTI aHTUreHOM FiCTOHIB, peTenbHO NepeMiLlyoTbCs 1 iHKYOYyoTbCS, YTBOPIOHOUM
imyHokomnnekcu. Micnsa iHkyGyBaHHA maTtepianu, 3B’s3aHi 3 MarHiTHUMKM Mikpocdepamu, YTPUMYIOTLCSt MarHiTHUM nonem, a He3B'si3aHi BUAansTbea nig Yac
LMKy NpomMuBaHHSA. [JloAaeTbCa MuLiaye MOHOKIOHanbHe aHTUTINO fo noacekoro 1gG i3 miTkoo ABEI 1 iHKyByeTbCA AnNA YyTBOPEHHSI KOMMMEKCIB 3a TUMOM
ceHnABiva. icna ocamxeHHA B MarHiTHOMY Noni 3NMBaeTbCs CyrnepHaTaHT i BUKOHYETbCS HACTYNHUIM LMK BigMuBaHHSA. lMicna uboro gogatotbest ctaptepu 11 2
Ona 3anycky XemintoMiHECLEHTHOI peakuii. IHTeHCMBHICTb CBITMOBOro curHany BUMIPIOETLCA (DOTOENEKTPOHHUM MOMHOXYBa4eM Yy BiQHOCHWX CBITNOBUX
oaunHnusax (BCO) i e nponopuiiHoo A0 KOHUeHTpauii aHTuTin IgG [o ricToHiB y 3pasky.

I PEATEHTU

Cknag Habopy

KoMMoHeHTH Onuc 100 Tecri_B y 50 Tecril_a y 30 Tecril_a y
Habopi Habopi Habopi
NMiodpinizoBaHi R . . )
L MarHiTHi Mmikpocdbepu, BKPUTI @aHTUreHOM TiCTOHIB (MpnbnnsHo 11,2 mMkr/nnswka
MarHiTHI (ug/bottle)), y HaTpi-doccaTHoMy BycbepHOoMy po3umHi, NaN3 (<0,1 %) 1 nnAwka 1 nnAwia 1 nnsAwia
mikpocdhepu ’ ’ 3V :
BydepHa
B Harpiit-hocchathuii Gycheprnii posumH, NaNs (<0,1 %). 28mn(mL) | 28wmn(mL) | 28wmn(mL)
mikpocdrep
Kani6parop AHTUTINA IgG [0 MiCTOHIB y HWU3bKIM KOHLEHTpaLUii B HaTpi-hocaTHoOMy
HU3bKOrO piBHA 6ydepHomy po3umHi, NaN3 (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
Kani6patop AHTUTINA IgG OO riCTOHIB y BUCOKIN KOHLEHTpaLii B HaTpi-pocchaTHOMy
BUCOKOIO piBHSA 6ydepHoMy po3sumHi, NaN3 (<0,1 %). 1,0 mn (ml) 1,0 mn (ml) 1,0 mn (ml)
Bydep Buyaunii cuposaTtkoBuii anbbymid, NaN; (<0,1 %). 18,5mn (mL) | 10,0 mn (mL) 6,3 mn (mL)
. Mitka ABEI 3 Mywayvmmn MOHOKNOHanNbHUMM aHTuTiNamu o noacekoro 1IgG
Mitka ABEI (npnbnusHo 25,0 Hr/mn (ng/mL)) y 6ydepHomy posumnHi Tpic-HCI, NaN3 (<0,1 %). 23.5mn (mL) | 12,5 mn (mL) 7,8 mn (mL)
Po3pigxyBay Hatpin-cocdaTHuii 6ydepHuin posdmnH, NaN3 (<0,1 %). 25,0 mn (mL) | 15,0 ma (mL) 8,0 mn (mL)
AHTuTina IgG fo ricToHIB y HM3bkil koHueHTpauii (10,0 AO/mn (AU/mL)) y
Kontpons 1 HaTpin-dpocatHomy BydepHomy po3umHi, NaN3 (<0,1 %). 1,0 mn (mL) 1,0 mn (ml) 1,0 mn (ml)
AHTuTINa IgG A0 riCTOHIB y BUCOKIN KoHUeHTpauii (100 AO/mn (AU/mL)) y
Kontpons. 2 HaTpin-docdatHomy BydpepHomy po3umHi, NaN; (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
MazHimHi mikpocghepu Hadarombcs 8 nioghinizoeaHoMy cmaHi Ui Maromb 6ymu po34uHeHi 8 6ydhepHili pe4osuHi s MazHiMHuUx Mikpocghep (dus.
po3din, npucesi4eHuli nidcomoesyi MacHimHux mikpocgep).

NMonepeaeHHA i 3acTepexxeHHA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

JInwe anst npodecinHOro BUKOPUCTaHHS.

BxuBaiiTe 3BU4aiiHNX 3acTepexHnx 3axofis, 060B’A3koBUX N Yac poboTu 3 ycima nabopaTopHUMK peareHTamu.

o6 yHUKHYTU KOHTaKTy Oyab-siKOi YacTuHW Tina 3i 3pa3kaMu, peareHTamu N KOHTPOMbHUMM 3paskamu, Mig Yyac pob6oTU 3 HUMM 3aBXOW BUKOPUCTOBYNTE

3acobu iHAMBIAYanbHOro 3aXUCTy Ta AOTPUMYITECS MICLEBUX CTaHAAPTIB i3 NPOBEAEHHS aHanisy.

3anopyKot OTprMaHHsi AOCTOBIPHUX pe3ynbTaTiB € JOCKOHaNe BOSOAIHHS TEXHIKOI aHani3y v YiTke AOTPMMaHHS IHCTPYKLIA, HaBeAEeHUX Ha BKNaAWLLI YNaKoBKU.

He BukopucToByinTe Habip nicns 3akiH4eHHs CTPOKY NpuAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTii abo Big Pi3HWMX peareHTiB 04HOYACHO.

YHuKaiiTe yTBOPEHHS NiHU B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSbHMX 3pa3kax).

Yci Bigxoawn GionoriyHmx 3paskis, GionoriyHnx peareHTiB i BUTPATHUX MaTepianis, L0 BUKOPUCTOBYIOTLCS A5 MPOBEAEHHS TECTY, CNif BBaXaTW NMOTEHLINHO

iHchbikoBaHMMM 11 yTWUMi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Llei BUpiG mMicTUTb a3ug HaTpito. A3ng HaTPito MOXe BCTYNaTu B peakLito 3i CBMHLEM YM MigHUMU enlemeHTaMu TpybonpoBogis, yTBoptoloun BUGyxoHebe3neyHi
a3unam meTanis. MNicnsa yTunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio Boaw, abu 3anobirtn yTBOpeHHIo BiaknaaeHb asuais. JogaTkoBy iHopmaLito MoXHa
3HaNTV B nacnopTax 6e3neku NpoayKTy, siki HaAarTLCA Ha BUMOTY NPOdECINHUX KOPUCTYBaYiB.

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

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

NMoBoaXeHHA 3 peareHTaMun

e |llo6 He gonycTUTK 3abpyaHEHHs, NOTPIBHO BASraTV YMCTi pykaBUYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 HAbopoMm peareHTiB
cnif 3amiHUTU pyKaBWUYKK, SIKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTI, OCKINbKM NOTPannsaHHA MaTepiany 3paska MoXxe Npu3BecT 40 OTPUMaHHS HeJOCTOBIPHUX
pesynbTaris.

e He BukopuctoByiiTe aAedekTHi Habopu, 30kpeMa Habopwu 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBaNbHOI NMIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM MnioginisaoBaHnx marHiTHuXx Mikpocdep) abo Habopu, KOHTPOMbHI MOKa3HMKM SKMX HEOAHOPA30BO BMXOAWMMM 3a MeXi AoNyCTUMOro
niana3oHy. Akwwo Habip € aedeKkTHNM, 3BepHITbCA A0 komnaHii Snibe abo Ti odiuinHoro guctpund’oTopa.
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IHCTpyKLUis i3 3acTOCYBaHHS

e ABW YHWKHYTWM BUMApOBYBaHHSA PiAvHWN 3 BIAKPUTUX HabopiB peareHTiB Y XONOAUIIbHUKY, PEKOMEHOOBaHO 3aneyaTtaTty BiakpuTi Habopu repmeTusyoyqoro
NMiBKOI, WO MOCTAYaETbCA pPasoM 3 YNakoBKOKW. YLUinbHIOBanNbHa MniBka € OA4HOPa3oBOH; [03aMOBWUTK ii MOxHa B komnaHii Snibe abo ii odivinHux
anctpub’ioTopis.

® |3 yacom Ha NpoknapaLi MOXyTb HaKOMUYYBaTUCA BUCOXMI 3anMULKKU PiavH. 3a3Buyalt BOHU SABNSIOTL COOOK CONMbOBWUI OCad i He BNAMBAOTbL Ha pesynbTaTt
aHaniay.

® BuKOpUCTOBYWTE BigKpUTUI BNOK peareHTiB B 04HOMY aHanisaTopi.

® |HCTPYKUii LOAO PO3YMHEHHS Ta MepeMillyBaHHSA MarHiTHUX Mikpocdep HaBedeHO B PO3Aini LbOro BKMaguvwia, NpUCBAYEHOMY MiAroTOBLI MarHiTHUX
MiKpocdep Ta NiaroToBLi peareHTiB.

e [lopaTkoBy iHCpbOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHS CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

36epiraHHA Ta cTabinbHicTb

e He 3amopoxyWTe 6ok peareHTiB.

e 36epiraiTe Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 06 3a6e3neuntun NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

® BepexiTb Bif NPAMUX COHAYHUX MPOMEHIB.

CrabinbHicTb peareHTiB

Y HenopyLUeHi ynakosui npyu Temnepatypi 2-8 °C 00 KiHUA 3asiBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi Nnpu Temnepatypi 2—-8 °C 6 TVXHIB
YcepeauHi cuctemm 4 TWKHI

CTabinbHiCTb KOHTPONbHMX 3pa3kiB

Y HenopyLueHi ynakoBui npu TemnepaTypi 2—-8 °C 00 KiHUSA 3asiBNEeHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temneparypi 18-25 °C 8 roguH

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

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

KinbKiCTb LMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXXYBaHHS He Ginbwe 3 pasiB

l 36IP | NIAFOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi HWx4Ye 3pasku NPOMLLIM BUNPOBYBaHHS Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3pa3skiB MpoGipku Ansa 36MpaHHA 3pa3kKiB

Mpobipkun 6e3 nogaTkoBUX / 4OMNOMIDKHMX peqoBUH abo Npobipky 3 akTMBATOPOM 3ropTaHHsi abo

rernem Ta akTuBaToOpoOM 3ropTaHHs

Nna3sma Mpobipkun 3 EATA-K2 un renapvHom HaTpito

e 3asHaueHi TMnNu 3paskiB TecTyBanucs 3 npobipkamu Ansi 36MpaHHs 3paskiB, siki Oyny AOCTYMNHI HAa PUHKY HA MOMEHT TeCTyBaHHs, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHi Npobipku Big ycix BUpoBHUKIB. CucTeMu 36mnpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BNAMBaTW Ha pe3ynbTatu TecTiB. ig Yac BUKopucTaHHsA Npobipok Ans 36upaHHs 3pa3kiB Cnig HeYXUIbHO AOTPUMYBATUCS BKa3iBOK BUPOOHUKIB NpoBipok.

CraH 3pa3kiB

e He BMKOPWCTOBYITE NpenapaTt 3 TEMOBOK iHaKTMBaLieo, HaAMIPHO remoni3oBaHi 3pasku, 3pasku 3 rinepninigemieto Ta 3pasku 3 o03HakamMu MiKpOBGHOro
3abpyaHeHHs.

e [lepL HixX NOYMHATK LEHTPUAYryBaHHs, NepekoHanTecs, Lo npoLec koarynsauii B cMpoBaTLi NOBHICTIO 3aBepLUMBCS. [esiki 3pasku cupoBaTku, 0cobnmMBo B3STI
B NaLjEHTIB, L0 NPUIAMaIOTb aHTMKOarynsHT1 abo TpomboniTMkK, MOXyTb NoTpebyBaTn Ginblue Yacy Ans koarynsauii. AKWo novatn LeHTpudyryBaHHs Ao
NOBHOT koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBAaTKM MOXe NMPU3BECTU A0 OTPMMAHHSA XMBHWUX pe3ynbTaTiB.

e 3pasku He MatoTb MICTUTK IBPKH abo iHLI TBepAi AOMILLKN.

® BuKOPUCTOBYWTE OAHOPA30BI NINEeTKN abo KiHYMKM MINETOK, Wob YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

® Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNepen novaTkom aHanidy niHy cnig BuaanuTy 3a 4ONoMorol nabopaTopHoi nanuyku. BukopuctoByinte
NS KOXHOTO 3pasky HOBY Nanuyky, abv yHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3mMOpOXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
weuakocTi abo wnsxom obepexHoro nepeBepTaHHs. BukoHanTe BidyanbHWI KOHTPONb 3paskiB. Y pasi BUSIBMEHHs cTpaTudikauii 4u posiiapyBaHHs
nepemillante 3pasku, JOKN BOHW He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexHWM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
OyTN HEAOCTOBIPHUMU.

e 3pasku He NOBUHHI MICTUTK DIBPUH, ePUTPOLIUTK 1 iHLLI TBEPAi AOMILLKK. 3pa3ku, WO BiANOBIAAKTb Ll yMOBI, 3a4aTHi 3a6e3neunTun HaginHi pesynstaTtu; nepes
TECTYBaHHSM ix HeobxiaHo ueHTpudyrysatn. OuuLeHnin 3pasok Crig NepeHecTn 4o BCTaBkM Ans 3paskis abo B AONOMiXKHY Npobipky Ans TecTyBaHHs. Y pasi
BUKOPUCTaHHS LIeHTpUdpyroBaHmx 3paskis i3 NinigHUM LWapoM NepeHoCcUTM Chig NnLLe oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e O06’eM 3paska, NOTPIOHMI ANS O4HOPA30BOro BU3HAYEHHS B LibOMY TecTi, cTaHoBUTb 10 mMkn (UL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi Bif po3aintoBaya, eputpoumTiB i 3rycTkiB, MOXyTb 36epiratucsa fo 8 roguH npu Temnepatypi 18-25 °C, no 7 gHiB npu Temnepatypi 2—8 °C abo

0o 3 micauiB y 3aMOpOXeHOMy cTaHi npu Temnepatypi —20 °C 4n HWKYin. 3amMopoXeHi 3pa3ku NpuaaTHi 40 BMKOPUCTaHHS, SKWO BOHW 3a3Hanu He Ginblue

3 UMKNiB 3aMOPOXYBaHHS i PO3MOPOXYBaHHSI.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka N MapKyBaHHSI 3pa3kiB MaloTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLLEBOrO 3aKOHOAABCTBA LLOAO TPaAHCMNOPTYBaHHS KMiHIYHUX 3paskiB Ta
iH(hikoBaHMX PEYOBUH.

e [lepeBuLLyBaTh HaBeAEHI BULLE OOMexXeHHSs woao 36epiraHHs 3a6opoHeEHO.

Po3BegeHHsA 3pa3kiB

e 3pasku, y SKUX KOHuUeHTpauis aHTuTin IgG [0 riCTOHIB BUXOAMTb 3a MexXi Aiana3oHy aHamiTUY4HOro BMMIPIOBAHHS, MOXHA PO3BECTUM PO3YMHHUKOM,
BMKOPUCTOBYOYM MPOTOKOS aBTOMATUYHOrO po3BedeHHs abo npoueaypy pyyHOro possefeHHsi. PekomeHaoBaHa nponopuis po3BefeHHs ctaHoButb 1:20.
KoHueHTpauis po3seaeHoro npenapaty Mae nepesuysati 20 AO/mn (AU/mL).

e [InA po3BeAEHHS BPYYHY MOTPIOHO MOMHOXMTM pe3ynbTaT Ha KoediuieHT po3BeAeHHs. FKWO po3BedeHHS BUWKOHYETbCS aHanisaTopoM, NporpaMmHe
3abe3neyveHHs aHanisaTopa Bpaxye Le nig Yac BU3Ha4YeHHs! KOHLEHTpaLii 3pa3ka.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha aHTuTIna IgG po rictoHiB (IXJTA), eTMKETKM 3i LUTPUX-KOAaMU KOHTPOSIbHUX 3paskiB.

Heo6xigHi MaTepianu, Aiki He BXOAATb A0 KOMMIEKTY NOCTa4YaHHA

e 3aranbHe nabopaTopHe obnagHaHHs.

e [TOBHICTIO @aBTOMAaTUYHWIN XEMIMOMIHECLIEHTHUIA iMyHOaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [loaaTkoBi akcecyapu, NOTPiOHi Ans 3a3HaYeHMX BULLLE aHani3aTopis, BKMOYATb peakuiiHiin Moaynb, ctapTepuy 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HaKOHEeYHWK i peakLiliHy BCTaBky. [Nepenik KOHKPETHWUX akcecyapiB i XapaKTepuCTVKN akcecyapiB Ans KOXHOI MoAeni MOXHa 3HalTu B iHCTPYKLii 3
BMKOPUCTaHHSA BiAMNOBIAHOrO aHanisaTopa.

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

Mpouepypa aHanisy

MigrotoBka peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 61oka peareHTiB i 30kpema YLLinbHIOBanbHy NMiBKY Ha HAsiBHICTb BUTOKIB. SKLLO O3HaK BUTOKIB He

BUSABNEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY NMiBKY.

CupoBartka
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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 ABepusiTa 30HM peareHTiB; TpUManTe pyuyky Habopy Takum uymHoM, wob6 RFID-mitka 6yna nopyy i3 uyTnuBol 30HO ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAmM; OAMH 3BYKOBUIA CUTHaN 03HaYae, WO peareHT YCnillHO po3ni3HaHo.

e Tpumatouun peareHT BepTUKanbHO, BCTABTE NOro Y BiNbHY AOPiKKY AN peareHTiB.

e [lepeBipTe, Yn NpaBUbHO BiAOOPaKaETLCS iIHOPMALLisS PO peareHT y NporpamMHOMY iHTEPAENCi; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

e PecycneH3yBaHHS MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Yum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBIEHHS
CycneHsii nepes BUKOPUCTaAHHSAM.

KanibpyBaHHsi aHani3y

e BubepiTb TecT ans kanibpyBaHHsA Ta BMKOHANTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiaKyBaHHS AaHWX
KanibpyBaHHs AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTtopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBarny, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb skocTi

® VY pasi BUKOpPUCTaHHS HOBOI NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSIIO AKOCTI.

e BukoHaWTe 34MTyBaHHS LUTPUX-KOQY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHAWTE TecTyBaHHSA. [oknaaHiwy iHpopmalio npo
BMOpAAKYBaHHSA 3pa3kiB A KOHTPOSO SKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi pO34ini iHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHA 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs 3paska BMbepiTb L 3pa3oKk Ha ekpaHi, 3MiHiTb napameTpu aHanisy Ans 3paska, sikui Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHS. [loknagHiwy iHdopmaLiio Npo BNOpsaKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. Y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenapartis po3aini iHCTpyKLii 3
BMKOPUCTaHHA aHanisaTopa.

[nsi oTpUMaHHsa MakcumanbHO e(peKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BiocTtexeHHs: ue metoz 6yno ctaHaapTU30BaHO LUISIXOM MOPIBHSIHHS 3 PEYOBUHOMO, LLO BUKOPUCTOBYETLCS koMnaHieto SNIBE ansi BHYTPILLHBOrO KOHTPOMKO SKOCTI.

3acTocyBaHHsA cneuianbHO NpusHaveHux kanibpaTopis 4ae 3Mory ckopuryBaTtu peepeHcHy KpuBy 3a 4ONOMOro 3adhikCoBaHMX 3HaYeHb BiHOCHUX CBITIIOBUX

oaunHuupe (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

e y pasi nepexogy Ha HOBY napTito peareHTiB abo ctapTepis 1+2;

® KOXHi 7 OHiB;

® nicns cepBicHOro 06¢nyroByBaHHA aHani3aTopa;

®  SKLLIO MNOKa3HWKN KOHTPOMNbHMX 3pas3kiB BUXOASAThL 32 MeXi BCTAHOBIIEHOTO Jiana3ony.

® nepep NoYaTkoM BUKOPUCTaHHS HOBOrO Habopy.

KoHTponb sikocTi

[Ins BU3HA4YEHHSA BUMOT KOHTPOIIO SKOCTi N5 LibOro TECTY PeKOMeHA0BaHO BUKOPUCTOBYBATU KOHTPOSbHI 3pasku; AN nepeBipku e(PeKTUBHOCTI TECTIB KOHTPOSb

cnig NpoBOAMTM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWoAO0 KOHTPOMH SKOCTi MOXHa 3HanWTM B OMybOnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | naGopaTopHux cTaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx'S.

KoHTponb SKoCTi pekoMeHO0BaHO 34iNCHIOBAT pa3 Ha AeHb BUKOPUCTAHHsSI abo 3rigHO 3 BUMOraMm MicLeBUX HOPM, BUMOramu cepTudikauii Ta npouegypamm

KOHTPOSto SIKOCTi Bawloi nabopatopii. KoHTponb SKkocTi MoXHa 34iCHIOBATU 32 AONOMOrOL0 TecTy Ha aHTuTina IgG ao ricToHiB:

® Micns KOXHoro kaniopysaHHsi Habopy;

e y pasi nepexogy Ha HOBY napTito cTapTepiB 1+2 abo KOHLEHTpaTy AN NPOMMUBAHHS.

KoHTponbHi 3pa3kn npusHayeHi nuwe ana cuctem MAGLUMI Ta Biolumi i BUKOpMCTOBYOTLCA NiLLE 3 BiANOBIAHMMUW peareHTamu, Lo MatloTb Taki cami NoYaTKoBI

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

Mepea BUKOPUCTAHHSIM iHLIMX KOHTPOMbHWUX 3paskiB chig OUiHWTK iXHIO CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb Ans BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO SAKOCTi.

KoHTponbHi noka3Huku matoTb B6yT B Mexax BCTAHOBMEHOro Aiana3oHy; SKLWO OAMUH i3 KOHTPOMbHUX NOKa3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHATW MOBTOPHE KanibpyBaHHs Ta NMOBTOPHE TECTYBaHHSI KOHTPOSbHUX 3pa3kiB. SAKLLO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI Nicns yCnilWHOro KaniopyBaHHs,

cTabinbHO BUXOASATL 38 MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He Cnig AOKYMEHTYBaTW; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNMB TePMiH NpUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno npoBeaeHO NraHoBe TeXHIYHe 06CNyroByBaHHS;

® YNEBHUTUCS, LLO TECT 3AIACHIOBABCS i3 AOTPMMAHHAM iHCTPYKLA, HAaBEAEHUX Ha BKNaAMLLIi YNakoBKU;

e 3a notpebu 3BepHyTUCS NO AOMOMOry A0 KomnaHii Snibe abo i odiuiiHux gucTpub’roTopis.

AKLLO KOHTPOMNBbHUX 3pa3kiB y HAbopi HeJOCTaTHBLO AN BUKOPUCTAHHS, 3aMOBIATe AOAATKOBI KOHTPOSLHI aHTuTINa IgG Ao rictowis (IXIA) (REF: 160201408MT)

y komnaHii Snibe abo ii odiliiHnx gucTpmb’ioTopiB.

l PE3YINIbTATHU

Po3paxyHok

AHanisaTop aBTOMaTU4HO PO3paxoBye KOHLEHTpaLito aHTuTIn IgG [o ricTOHIB y KOXHOMY 3pa3Ky Ha OCHOBI kanibpyBanbHOT KpUBOI, sika OyayeTbcs 3a METOA0M

2-To4KOBOrO KanibpyBaHHsi pedepeHcHoi kpuBoi. OauHuueto BumiptoBaHHs € AO/mn (AU/mL). [oknagriwy iHdopmMauilo MOxHa 3HaWTW B iHCTPYKUii 3

BMKOPUCTaHHS aHanisaTtopa.

IHTepnpeTauis pesynbTaTtis

OnTumanebHy Mexy AnA BUsBMEHHA aHTuTIn IgG Ao riCTOHIB OTpMMaHO LWNSXOM aHanidy 3paskiB 88 nauieHTiB i3 nigTBepmxeHum CYB, 26 nauieHTiB i3

nigTBEPAKEHUM AiarHO30M MeaNKaMeHTO3HOro BoBYaka, 63 nauieHTiB 3 iHWMMM 3aXBOPIOBaAHHAMM 1 253 KniHiYHO 340pOBKMX OCI6.

e 3pasku 3 koHUeHTpaujieto aHTuTiIn IgG go rictoHiB < 20,0 AO/mn (AU/mL) cnig BBaXkaT HeraTUBHUMM.

e 3pasku 3 KoHUeHTpauieto aHTuTin IgG ao rictoHiB = 20,0 AO/mn (AU/mL) cnig BBaXaTy NO3UTUBHUMMU.

MoxnuBi po3bixHOCTi B pe3ynbTaTtax pisHux nabopaTopii, Lo NOSICHIETLCSA BiAMIHHOCTSMW B CKnagi nonynsuii Ta MeToamkax AocnigxeHHs. PekomeHaoBaHo B

KOXHi nabopaTopii BU3Ha4MTN BnacHuii pedepeHTHUiA iHTepBarn.

 OBMEXEHHHA

e PesynbTaTy TECTy cnif po3rnagaTh B KOHTEKCTI icTopii XBOpo6u, AaHUX KMiHiYHOTro 0BCTEXEHHS NauieHTa 1 iHLWNX AaHuX.

e Ao pe3ynbTaTh TECTIB Ha aHTWTINA IgG Ao riCTOHIB He BiANOBiAaTb KNiHIYHUM AaHUM, NS iX NiATBEPAXEHHA HEOBXIAHO BUKOHATV [OAATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Bi NauieHTiB, siki npuiMany npenapatn Myuwa4ymx MOHOKIMOHaNbHUX aHTUTIN i3 METO0 AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTumMuwadi aHtutina (HAMA). Y pasi TecTyBaHHSI Takumx 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAyi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpuUMaTH XMGHO MiaBuLLeHi abo 3HukeHi pesynbTatn'”- 18, [Ins BU3HaYEHHs AiarHo3y Moxe 3HagobuTucs gogaTtkoBa iHopmaLis.

e [eTepodinbHi aHTUTINa B CMpOBATL KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNMMBAOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y naujieHTiB, Siki perynsipHo KOHTaKTyloTb i3 TBapuHaMu abo nNpoAyKTaMu CMpoBaTKW KPOBi TBApWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok voro
MOXYTb CNOCTEpiraT1csl aHoMarnbHi MokasHukn'®.

e BakTepianbHe 3apaxeHHs1 abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3yrnbTaTh AOCNIOKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y upomy po3gini HaBeaeHi penpe3eHTaTUBHI XapakTepucTuku. PesynbTati, oTpumaHi pisHMMu nabopaTopisMu, MOXYTb BiApi3HATUCS.

TouHicTb

TouHicTb BU3HaYanacs 3a JONOMOroK TecTy, npenapaTiB i KOHTPONbHUX 3paskiB 3a npoTokoriom (EP05-A3) IHCTUTYTY KniHiYHUX i nabopaTopHux cTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemux napanenbHux BUNPOOYBaHHSX LUOAHS MPOTAroM 5 AHIB Y TPbOX Pi3HWX LEHTpax 3

BMKOPUCTaHHSIM TPbOX MapTii Habopis peareHTiB (n = 180). Byno oTpumaHo 3a3HayeHi HUx4Ye pesynbTaTu.
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CepeaHe, AO/mn Y Mexax BUNpobyBaHHs Mixk BUnpo6yBaHHAMM BiaTBoploBaHicTb

3pasok (AU/mL) CraHa. Biax., AO/mn % koed. CraHg. Bigx., % koedp. | CtaHpa. Biax., AO/Mn | % koed.
(n =180) (AU/mL) Bap. AO/mn (AU/mL) Bap. (AU/mL) Bap.
Myn i3 cuposaTkoto 1 5,016 0,158 3,15 0,133 2,65 0,303 6,04
Myn i3 cuposaTkoto 2 21,151 0,607 2,87 0,444 2,10 0,968 4,58
Myn i3 cuposaTtkoto 3 200,906 4,601 2,29 2,340 1,16 7,011 3,49
Myn i3 nnasmoto 1 5,077 0,183 3,60 0,072 1,42 0,236 4,65
Myn i3 nnasmoto 2 21,151 0,598 2,83 0,449 2,12 0,830 3,96
Myn i3 nnasmoto 3 197,135 4,824 2,45 2,833 1,44 7,509 3,81
KoHTtpons 1 9,868 0,328 3,32 0,184 1,86 0,476 4,82
KoHTpons 2 98,637 2,914 2,95 1,938 1,96 4,490 4,55

Liana3oH niHinHocTi

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

IHTepBan peecTtpauii

0,850-8000 AO/mn (AU/mL) (Bu3Ha4yaeTbCsi 3a MeXel BUSBMEHHA Ta MakCUMyMOM pedepeHCHOi KpuBOi, MOMHOXEHWM Ha peKoOMeHAoBaHy MpomnopLilo
po3BeAEeHHS).

AHaniTuyHa yyTnUuBIiCcTb

Mexa xonoctoi npo6u = 0,500 AO/mn (AU/mL).

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

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

AHaniTnyHa cneumdiyHicTb

IHTepdepeHuin

IHTepdepeHLia BU3Havanacs 3a JOMNOMOro TecTy; A0 TPbOX 3paskKiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa A0A4aBanucs pe4YoBMHU, NOTEHLINHO
34aTHI CNPUYMHUTK eHJoreHHy abo ek3oreHHy iHTepdpepeHuito, 3a npoTtokonom (EP7-A2) IHCTUTYTY kniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNMoxnbka BUMIipiB AN peYOBUH, 30aTHUX CMPUYUHUTK iHTEpdepeHLito, He nepesuLlye +10 %. Byno oTpumaHo 3a3HauyeHi
HWXYE pesynbTaTu.

IHTepdepeHLis Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNIUBY
Binipy6iH 40 mr/gn (mg/dL) PeBmatoigHuii daktop 500 MO/mn (IU/mL)

emornoGiH 1000 mr/gn (mg/dL) . . .

lnTpaninia 2000 wr/an (mg/dL) IToaceki aHTumMuwavi aHtutina (HAMA) 40 Hr/mn (ng/mL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTMBHICTb BU3HAYanacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pa3kiB i3 pi3HOK KOHLEHTpaLieo aHanisaoBaHoro KOMMNoHeHTa AogaBanvcs NoTEeHUinHI
nepexpecHi peareHTn 3a npoTtokonom (EP7-A2) IHCTUTYTY kniHiyHuX i nabopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANA PeYOBUH, 34aTHUX CNPUYUHUTK iHTepdepeHLito, He nepesullye £10 %. Byno oTpMmaHo 3a3HayeHi HUx4Ye pesynbTaTu.

MNMepexpecHuin peareHT Makc. piBeHb BifACYTHOCTi BNNUBY MNMepexpecHuin peareHT Makc. piBeHb BigCYyTHOCTi BNNUBY
AHTuTina IgG go Rib-P 400 AO/mn (AU/mL) AHTuTina IgG go SS-B 400 AO/mn (AU/mL)

AHTuTina IgG go Sm/RNP 400 AO/mn (AU/mL) AHTuTina IgG go Jo-1 400 AO/mn (AU/mL)

AHnTuTina IgG o Sm 400 AO/mn (AU/mL) .

ArtuTina I9G fo Scl-70 400 AO/wn (AU/mL) AHTUTIna IgG o ueHTpomep 400 AO/mn (AU/mL)

KniHiyHa wyTnuBicTb

Kniniyna wyTnuBicTb BU3HaYanacs Ha matepiani 58 3paskis Big nauieHTiB i3 NiATBEpAXEHUM CUCTEMHUM YepBOHMM BoBYakom (CYUB) i 25 3paskiB Big nauieHTiB i3

nigTBEPMKEHUM MEANKAMEHTO3HUM BOBYakoM. Po3paxoBaHa KniHiYHa YyTnuMBICTb CTaHOBUTL BianoBigHO 44,8 % i 96,0 %. Byno oTpMmaHo 3a3HayeHi Huxkye
e3ynbTaTu.

KaTeropis 3paskis AntuTina IgG ao rictoHiB (IXNA)
KinbkicTb MNo3nTueHiI Yytnusictb y %
CuctemHa cknepogepmist 58 26 44 .8
MegnkaMeHTO3HUI BOBYaK 25 24 96,0

KniniyHa cneumndiynicTb

KniHiyHa cneumdivHicTe BM3Havanacst Ha maTepiani 3paskie 179 nauieHTiB 6e3 CUB, 3 HMX 32 Manu iHWi 3axBoploBaHHS (3MillaHe 3aXBOPIOBAHHS CrOMy4HOT
TKaHWHW, cuHgpom LlerpeHa, cucteMHa cknepogepmis, NonimMio3nT / 4epMaToMiosnT, NepBUHHUIA BiniapHWIn ULMPO3 NevdiHkW, peBMaToigHWU apTpuT) i 147 ocib
Oynu kniHiyHo 3gopoBuMKU. Po3paxoBaHa kniHivHa cneumdiyHicTe ctaHoBUTL 100 %. Byno oTpuMaHo 3a3HayveHi HuxXYe pesynbTaTu.

Kateropin 3paskie AnTtuTina IgG Ao rictoHis (IXJ1A)
KinbkicTb HeraTtuBHi CneumdivHictb y %
3pasku iHWKnX 3aXBOPOBaHb 32 32 100
KniHiyHo 3g0poBi 147 147 100
3aranom 179 179 100

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKMUX KOHLIeHTpauUin

B ananizax Ha aHTuTina IgG [0 ricToHiB NOHaA4030BUIA «XyK»-eheKT Y BUMaaKy BUCOKMX KOHUeHTpauin 4o 8000 AO/mn (AU/mL) He cnocTepiraBcsi.

MopiBHAHHA MeTOOUK

MopiBHSAHHA aHani3y Ha aHTuTina IgG Ao riCTOHIB 3 iHWWM IMYyHOMOrMYHUM aHani3om cepiiHoro BUpobGHMULTBa NPOAEMOHCTPYBano Taky kopensuito (y AO/mn

(AU/mL)):

KinbkicTb NnpoTecToBaHux 3paskis: 120.

MopiBHsAHHS MmeTogom [MaciHra — babnoka: y = 1,0214x+0,2147, 1 = 0,962.

KoHueHTpauis B kniHiYHMX 3pa3kax cTaHosuna Big 2,14 o 399,55 AO/mn (AU/mL).
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