IHCTPYKLiA i3 3acTOCyBaHHA
130265005M:100 TecTiB y Habopi

Snibe 130665005M: 50 TecTiB y Habopi

Diagnostic 130765005M: 30 TecTiB y Habopi

MAGLUMI® antuTtina IgA oo EBV VCA (IXJ1A)

REF

H NPU3HAYEHHA

Habip nae 3amory BUKOHYBaTV iMyHOXEMIMIOMIHECLLEHTHWUIA aHani3 in vitro Ans sikicHoro Bu3HayeHHst aHTuTin IgA go EBV VCA B cupoBartLi Ta nna3mi KpoBi NioguHn
3a [ONOMOroH0 MOBHICTIO aBTOMATMYHOIO XeMifntoMiHeCLLEHTHOro iMyHoaHanizatopa cepii MAGLUMI n iHTerpoBaHoi cuctemn cepii Biolumi; Takox uen aHanis
BMKOPWCTOBYETLCA SIK [OMOMIKHWIA 3acib AiarHocTuku BipycHoi iHdekuii EnwTennHa — Bapp (EB).

i cTucnum onuc

Bipyc Enwrenina — Bapp (EBV) € obonoHkoBuM Bipycom reprnecy 3 reHomom asonaHutorosoi JHK goexuHoto 172 kb; i npu upomy noHaa 95 % gopocnoro
HacerneHHs y BCbOMy CBIiTi € EBV-ceponoautneHumu’. Y 6inblUoCTi BUNaakie nepBuHHa iHEKLiA BUHMKAE CYOKMiHIYHO B AUTUHCTBI, YacTo LUMSXOM MOLUMPEHHS
MK YneHamu cim’i yepesa crnvHy2. EBV cnpsiMoBaHuii Ha eniTenianbHi Ta B-kniTMHWM nopoXHWHM poTa, a peuentop CD21 B-nimdoumnty Oo3BoNse Bipycy
MPOHMKATY B KNITWHY 3i 3AaTHICTIO edpeKTUBHO iHOYKYBaTW GnacTHy TpaHcdopMaLlilo Ta HEKOHTPONbOBaHy nponidepadito iHikoBaHWx B-nimdgouunTis!-3.

EBV poTtn4Huin o natoreHesy iHeKUinHoro MoHoHykneosy (IM), nimdomn Bepkitta, nimgomm XoaxkiHa, HazodapuHreansHoi kapumHomu (HPK), paky wnyHka
Ta 6e3niyi 3rosKicHMX HOBOYTBOpPEHb Yy niofer 3i cnagkoBuMm abo HabyTum iMyHopediumTom*S. lMepBuHHI iHdekuii EBV HesanexHo Big Toro, uum
CYMNpPOBOKYIOTECS BOHM KMiHIYHUMU 03Hakamu IM, npusBoasTb 0 MOSIBUM aHTUTIN OO pisHUX EBV-cneumdiuHux aHTUreHiB®; Takox BUSBMEHO, LIO aHTUTINAa OO
spepHoro aHtureHa-1 EBV (EBNA-1) Ta EA HaiibinbLu JOMOBHIOWTL iX y BUSIBMEHHI nepBuHHOi HOK?.

AHTUTINA NPOTK MITUYHMX @HTUreHiB, BipycHoro kancmgHoro aHTureHa (VCA) i paHHboro aHtureHa (EA) MOXyTb BUSIBNIATUCS BXE Ha TPETbOMY TWKHI iHdeKLil.
AHTUTINA NpoTW naTeHTHoro aHTureHa, EBNA, 3a3Buyan 3'aBnsaoTbes nuwe Yepes 1-6 micsuiB nicna nepBuHHOI iHdekuii (y dasi pekoHBanecueHLii) abo sk
YacTvHa NaTeHTHUX NPOIiniB Pi3HUX 3MOSIKICHUX HOBOYTBOPEHb, MOB'S3aHMX 3 iHdekuieto EBVE. OcHoBHI BUNpoByBaHi aHTWTINa BKMKYaKTb iMyHOrnobyniH M
(IgM) i aHtuTina IgG mo BipycHoro kancugHoro aHtureHa (VCA), aHtutina IgG go sigepHoro aHtureHa (NA) i aHTutina IgG Oo paHHboro aHTureHa (EA)°.
BusHaueHHsi aHTuTin IgG o EBV-acouinoBaHux aHTUreHiB BaXnvMBo Ans AiarHOCTUKK iHbeKLinHOro MoHoHykneo3y 1 EBV-acouiioBaHMX NyxnuH, a Takox Anst
po3nisHaBaHHs peakTvBaLii naTeHTHOT iHdekuii EBV y nauieHTiB 3 nyxnMHaMu i iHWMMK 3aXBOPIOBaHHAMM, He noe'sizaHuMu 3 EBV'0. 3aranom, He 3aBxau
HeoBXiZAHO OCTATOYHO AiarHOCTyBaTH MPUUMHY IHGEKLIMHOrO MOHOHYKIE03Y, afke iCHYHTh creumndidHi aHanisu Ha aHTuTtina'.

Ockinbkn piBeHb aHTUTIN Ao EBV moxe 3pocTaTi 3a poku A0 BUHUKHEHHSI 3aXBOPOBaHHSA, cepornoriyHa naHens EBV e kopucHoto ans ckpuHiHry HOK y rpynax
BMCOKOIO PU3UKY, @ TaKoX AN MOHITOPUHIY NyxnuH. KoHKpeTHo, piBHi aHTUTIN IgA npotn VCA pobpe kopesniolTb 3 MyXJIMHHUM HaBaHTaXeHHAM'2, IcHyouni
anropuTM CKPWMHIHIY Ha OCHOBI aHTUTIN IgA npotn EBV npoaeMoHCTpyBaB BUCOKY YyTNMBICTb i cneumdivHiCTb AN nporHo3yBaHHa nossu HPK, nepesaxHoO
npotsirom 1 poky'3.

H NPUHUMN Al TECTY

Henpamuii iMyHOXeMintoMiHECLLEHTHUIA aHani3.

PeTenbHO nepeMmillytoTb 3pa3ok, PO3UMHHMK, BydepHuin po3ynH, marHiTHi Mikpocdepw, Bkputi EBV VCA, Ta iHKyOyl0Tb 3 BUKOHAHHSAM LMKy BiOMMBaHHSA nicns
ocapkeHHs1 B MarHiTHoMy noni. MoTim goaatoTk Ta iHKy6yoTh MiveHi ABEI aHTuTina IgA nioauHK, | BUKOHYIOTb iHKybaLito Ans yTBOpeHHs imyHokomnnekcis. lMicns
OCaf)KeHHs B MarHiTHOMy noni 3MMBaETbCA CynepHaTaHT i BMKOHYETbCA UMKN BigMMBaHHSA. [licna uboro pgopawTbca cTapTepu 1 i 2 gna 3anycky
XEMiNoMIHECLIEHTHOI peakLji. IHTEHCUBHICTb CBITNIOBOrO CUrHamy BUMIpHOETLCS (DOTOENEKTPOHHUM NMOMHOXYBa4eM Yy BiAHOCHMX CBiTNoBux ognHuusix (BCO) i e
nponopuiiHo KoHUeHTpauii aHTuTin IgA no EBV VCA, HasiBHOT B 3pasky.

H PEATEHTU

Cknapg Habopy

100 TecTiB Y 50 TecTiB Y 30 TecTiB Y

KomnoHeHTH Onuc X - K
Habopi Habopi Habopi
MarHiTHi MarHiTHi mikpocdepu, BkpuTi EBV VCA (npubnuato 2,00 mkr/mn (ug/mL)) y
mikpocdrepu HaTpin-cbochaTHomy GycpepHomy posumHi, NaN3 (<0,1 %). 2.5 mn (mL) 1,5 M (mL) 1,0 M (ml)
Kan|6paTop_ IgA no EBV VCA B H:13bKIVI KOHLeHTpalUii B HaTpir-choccaTtHomMy BycdepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HU3bKOro PiBHA po3umHi, NaN; (<0,1 %).
Kan|6paTop_ IgA no EBV VCA y BUCOKilh KOHLEeHTpaUii B HaTpit-poccpaTHoMy BydepHoMy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
BUCOKOIo PiBHA po3unHi, NaN3 (<0,1 %).
Bydep Harpin-coctatHnin 6ydepHuii posund, NaN; (<0,1 %). 12,5 mn (mL) 7,0 mn (mL) 4,8 mn (mL)
. Miyeri ABEI aHTutina npotu IgA niognHn (npnbnusHo 38,5 Hr/mn (ng/mL)), y

Mitka ABEI 6ychepHomy poauuri Tpic-HCI, NaNs (<0,1 %). 12,5 mn (mL) 7,0 mn (mL) 4,8 mn (mL)
Pospiaxysau Harpiin-docdatHuin bydepHuin posumnH, NaN; (<0,1 %). 25,0 mn (mL) 13,5mn (mL) | 8,0 mn (mL)
HeratuBHui - o o o
KOHTPONLHMH 3pa3oK Harpiin-cboccathnin 6ydepHuii posunH, NaN; (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
Mo3utuBHun IgA po EBV VCA y Bucokih koHueHTpadii (7,00 AO/mn (AU/mL)) y
KOHTPONbHUM 3pa3oK | HaTpin-doccatHomy 6ydepHomy po3unHi, NaN; (<0,1 %). 1,0 M (m) 1,0 mn (ml) 1,0 mn (mL)
Yci peareHTV HagaTbCA B FTOTOBOMY 0 BUKOPUCTAHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTuKK in vitro.

® Jlnwe ons npodecinHOro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHMX 3ax0piB, 060B’A3KOBYKX Mif Yac po6oTu 3 ycima nabopaTopHUMU peareHTaMu.

e Cnig yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3ax0AiB ANs YHUKHEHHSI KOHTaKTy OyOb-AKuX YacTuH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPpUMYBaTUCA MICLLEBMX BUMOT LLOAO pobOTK Nig Yac TeCTyBaHHSA.

3anopykolo OTpMMaHHS [OCTOBIPHMX pe3ynbTaTiB € OOCKOHane BOSIOAIHHS TEXHIKOW aHamisy i 4iTke AOTPUMAaHHS iHCTPYKLi, HaBeAeHUX Ha BKMaguili

yNaKoBKW.

He BuKkopucToBYITE Habip Nicnst 3aKiHYeHHS CTPOKY NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL|.

He BMKOPWCTOBYINTE KOMMNOHEHTM 3 Pi3HMX NapTi abo Big pi3HWX peareHTiB 04HOYaCHO.

YHukalTe yTBOPEHHS MiHM B YCiX peareHTax i npenapartax (3paskax, kanibpatopax i KOHTPONbHMX 3paskax).

Yci Bigxoau GionoriyHnx 3paskiB, 6ionoriyHnx peareHTiB i BUTpPaTHUX MaTepianis, WO BUKOPUCTOBYIOTLCSA ANst NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHUiHO

iHchikoBaHMMU 11 yTWUMi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Llen Bupi6 mMicTUTb a3ug HaTpito. A3na HaTpito MOXe BCTYNaTu B peakLito 3i CBMHLEM Y MiGHUMK enlemeHTaMu TpybonpoBogie, yTBOptoloUn BUOyxoHebe3neyHi
asuam meTanis. Micna ytunisawii cnig npomuTy TpyGuW BENMKOHO KinbKicTio Boan, abu 3anobirtv yTBOpeHHto BiaknaaeHb asuais. JoaaTkoy iHchopmaLiio MoxHa
3HalT B nacnopTax 6e3neku NpoayKTy, siki HaA4arTLCA Ha BUMOTY NPOdECINHUX KOPUCTYBaYiB.

MpuwmiTka. Mpo Byab-aKi cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

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

NoBoaXeHHA 3 peareHTaMu

e [llo6 He gonycTuTK 3abpyaHEHHSs, NOTPIOHO BASiIraTM YUCTi pykaBMYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. [ig yac poboTn 3 HAbopom peareHTiB

cnif 3aMiHUTY pyKaBUYKK, SIKi KOHTaKTYBanw 3i 3pa3kamu, Ha YUCTI, OCKINbKM NOTPaNMsHHSA MaTepiany 3paska MoXe Npu3BeCcTU 40 OTPUMAaHHS HeOCTOBIPHUX
pesynbTaris.

® He BukopucToByinTe aedekTHi Habopw, 3okpeMa Habopu 3 NOPYLLEHOK FrePMETUYHICTIO YLLiINbHIOBaNbHOI NAiBKW, KanamyTHUMK peareHTaMu, HasiBHICTIO ocagy

B peareHTax (3a BUHATKOM MarHiTHuX mikpocdep) abo Habopu, KOHTPOSbHI MOKA3HUKN SKUX HEOAHOPA30BO BUXOAUM 3a MEXi AONYCTMMOro Aiana3oHy. AKWwo
Habip € aedekTHUM, 3BepHITbCA A0 KoMNaHii Snibe abo ii odiuiiHoro AncTpud’loTopa.

e o o o

1005 EBV VCA IgA-IFU-uk-IVDD, V2.0, 2022-02 1/5



IHCTPYKLiA i3 3acTOCyBaHHA
e ABW YHUKHYTW BWNApOBYBaHHS PiAMHM 3 BiAKPUTUX HabopiB peareHTiB Yy XONOAWMbHWKY, PEKOMEHOOBAHO 3anevartaty BigKpuTi Habopu repmeTusyoydoro
NNiBKO, LU0 NOCTa4aeTbCs pa3oM 3 YNakoBKOKW. YLUinbHIOBanbHa niiBka € OAHOPa30BO; A03aMOBUTU i MOxHa B KomnaHii Snibe abo ii odivinHux
anctpub’oTopis.

I3 Yacom Ha NpoknaaLi MOXyTb HAKOMUYYBaTUCA BUCOXII 3arnULLKV PiavH. 3a3Bnyan BOHW SBNSIOTL COBOIO CONMbOBUIA OCaA, | HE BNMBAIOTL Ha pesynbTaT aHanisy.
BuikopucToByiiTe BigkpuTuin 610K peareHTiB B O4HOMY aHanisaTopi.

IHCTPYKLUIT WoA0 nepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHO B PO3Aini LbOro BKaguLia, NpucBs4YeHOMY MiAroToBLi peareHTiB.

[opaTkoBy iHbopmaLito NPO NOBOMKEHHS 3 peareHTamu nig Yac BUKOPUCTaHHA CUCTEMW HAaBEAEHO B IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

36epiraHHsA Ta cTabinbHIiCTb

® He 3amopoxyiTe 610k peareHTiB.

e 36epiranTe Habip peareHTiB y BEpTMKanbHOMY NOMOXEHHI, o6 3abe3neunT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

® BepexiTb Bif NPAMUX COHAYHUX MPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOr0 TEPMiHY NPUAATHOCTI
Y BigKkpuUTOMY CTaHi npu Temnepatypi 2—-8 °C 6 TXHIB
YcepeauHi cuctemm 4 TVXKHI

CTabinbHICTb KOHTPONBLHMUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOr0 TEPMiHY NPUAATHOCTI
Y BigkpuTOoMy cTaHi npu Temnepatypi 10-30 °C 6 roguH

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

Y 3aMmopoxxeHoMy cTaHi npu TemnepaTtypi —20 °C 3 micsaui

KinbKiCTb LIMKMiB 3aMOPOXYBaHHSA 1 PO3MOPOXYBaHHS He 6inble 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi HKYe 3pasku NpoMLLNM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB Mpo6Gipku Ana 36upaHHsA 3pa3kiB

Mpob6ipkn 6e3 goaaTkoBMX / 4ONOMKHUX Pe4yoBUH abo Npobipku 3 akTMBaTOPOM 3ropTaHHs abo

renemM Ta akTUBaToOpOM 3ropTaHHs

MNna3sma EQTA-K2, renapuH HaTpito abo remapwH niTito

® 3asHauyeHi TMMK 3paskiB TeCcTyBanucs 3 npobipkaMmu Ansa 36upaHHs 3paskis, ski 6ynu AOCTYNHI HA PUHKY Ha MOMEHT TeCTyBaHHs, TO6TO Byno NpoTecToBaHo He
BCi AOCTYMHi NpoBGipku Bif ycix BUpOOHMKIB. Cuctemn 306MpaHHs 3paskiB Pi3HUX BUPOOHWKIB MOXYTb MICTUTW pi3Hi MaTepianu, siki B AesKMX BUNagkax MoXyTb
BNNMBaTW Ha pe3ynbTaTu TecTiB. i Yac BukopucTaHHsA Npobipok Ans 36upaHHs 3paskiB cnif HeyXMIbHO AOTPMMYBATUCS BKa3iBOK BUPOGHWMKIB Npobipok.

CraH 3pa3skiB

® He BMKOPUCTOBYWTE NpenapaTtn 3 TennoBO iHaKTMBaLiE, HAAMIPHO remMoni3oBaHi 3pa3ku, 3paskv 3 HaaMipHOIO rinepninigemieto Ta 3pasku, ki MaloTb ABHI
03HaK1 MIiKpOBHOro 3abpyAHEHHS.

e [NepLu HiXX MOYMHATK LEHTPUAYryBaHHS, NepekoHanTecs, Lo NpoLuec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLlumBcs. [eski 3pasku cupoBaTku, 0cobnmBo B3ATI
B MauieHTiB, WO NPUIAMatoTb aHTUKOarynsHT1M abo TpoMOBoniTUKM, MOXYTb noTpebysBatu Binblie yacy Ans koarynsauii. AKWo noyat LeHTpudyryBaHHS OO
NOBHOI Koarynsiuii, NpUCyTHICTb (hibpMHY B 3pa3Kky cMpoBaTKu MOXe NpU3BECTU A0 OTPUMAHHSA XMBHUX pe3ynbTaTis.

® 3pasku He MaloTb MICTUTK PIGPKH abo iHLLi TBepAi AOMILLKM.

® BukopuctoByiiTe ogHOPa3oBi NiNeTky abo KiHYMKKM NINETOK, W6 YHUKHYTU NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

® Yci 3pasku NoTpiGHO NepeBipsATM Ha HasBHICTb NiHW. [Mepen NnoyaTkoM aHaniay MiHy cnif BMAanuT 3a Jonomoroto nabopaTtopHoi nanuyku. Bukopuctosyiite
NS KOXHOTO 3pasky HOBY Nanuyky, abv yHUKHYTU NepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemilante po3MOpoXKeHi 3pasku y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo wnaxom obepexHoro nepeBepTaHHsA. BukoHanTe BidyanbHWIA KOHTPOSMb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii 4Yv posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHW He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTpUMaHi pesynbTaTi MOXYTb
6yTV HEOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (PIBPVH, epUTPOLNTK 1 iHWI TBEpAi AoMilku. 3pasku, WO BigNoBiAaThb Ui yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeq
TECTyBaHHAM iX HeObXiAHO LeHTpudyryBatn. OumnLLEeHWiA 3pa3ok chif NnepeHecTn A0 BCTaBKW ANs 3paskiB abo B AonoMixHY Npobipky Anst TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpudyroBaHUxX 3paskiB i3 MinigH1M LWapoM nepeHocuTy chif nuile oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6’eM 3paska, NOTPiIGHMIA 4151 OAHOPA30BOro BU3HAYEHHS B LiIbOMY TecCTi, CTaHOBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ouuLLEeHi Big po3aintoBaya, epuUTPOLMTIB YK 3ryCTKIB, MOXyTb 36epiratucsa fo 8 roamH npu Temnepatypi 10-30 °C, no 14 gHis npu TemnepaTtypi 2-8 °C

abo po 3 micsuiB y 3amopoxeHoMy cTaHi npy TemnepaTtypi —20°C. 3aMopoXeHi 3pa3ku npuaaTHi 40 BUKOPWUCTaHHS, SIKLLO BOHW 3a3Hanu He Ginblue 5 uuknis

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka W MapKyBaHHS 3pa3kiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOA4ABCTBA LUOAO TPAHCMOPTYBaHHSA KMiHIYHMX 3paskiB Ta
iH(hbikoBaHMX PEYOBUH.

* [lepeBuilyBaTh HaBefeHi BULLEe OBMeXeHHS LWoao 36epiraHHs 3a6opoHeHo.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha IgA po EBV VCA (IXITA), eTUKeTKU 3i LUTPUX-KOAAMMN KOHTPOMbHUX 3pasKiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopatopHe obnagHaHHS.

e [loBHIiCTIO aBTOMATUMYHWUIA XEMINOMIHECLEHTHUIA iMyHoaHanizaTtop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus,
Maglumi 4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X3, MAGLUMI X6 a6o iHTerpoBaHa cuctema Biolumi 8000, Biolumi CX8.

e [lonaTtkoBi akcecyapw, NOTPiOHI ANs 3a3Ha4YeHuX BuULLE aHani3aTopis, BKMOYaOTb peakuiiHuii Moaynb, cTapTepu 1+2, KOHUEHTpaT Ans NPOMUBaHHS, CBITIIOBY
npoby, HakoOHEeYHUK i peakLuinHy BCTaBKy. [lepenik KOHKPETHWX akcecyapiB i XapaKTepUCTUKN akcecyapiB ANs KOXHOI MoAerni MOXHa 3HanTu B iHCTPYKLUIi 3
BMKOPUCTaHHS BigMoBigHOro aHanisaTopa.

e [InA oTpUMaHHA AOCTOBIPHUX pe3yrnbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, pekoMeHaoBaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTariTe Habip peareHTiB i3 ynakoBKku 1 ornsHbTe BiACikvu 6noka peareHTiB | 30Kpema YyLinbHIBasnbHy NiBKy Ha HasiBHICTb BUTOKIB. FIKLLO O3HaK BUTOKIB He
BUSIBNEHO, 06EPEXHO 3HIMITb YLLiNbHIOBAmNbHY MMiBKY.

e BigkpuiiTe ABepusiTa 30HM peareHTiB; TpUManTe pyyky Habopy Takum uyuHoM, wob6 RFID-mitka 6yna nopyy i3 uyyTnuBol 30HO ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAn; OAWH 3BYKOBUIA CUrHamn 03Havae, Lo peareHT YCrilHO po3ni3HaHo.

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

® [lepesipTe, Yn NpaBunbHO BigobpaxaeTbcs iHOpMaLis Npo peareHT y NporpaMHOMy iHTepdeNnci; SKWO Le He Tak, NOBTOPITb ABA 3a3HAYeHi BULLE KPOKW.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BiAbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHsi Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBIIEHHS
cycneHsii nepes BUKOPUCTaHHAM.

KanibpyBaHHsi aHani3y

® BubepiTb TecT ans kanibpyBaHHA Ta BMKOHaNTe onepauilo KanibpyBaHHSA Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsSiAKYBaHHS AaHWX
KanibpyBaHHS OVB. Y MPUCBSYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHA aHanisaTopa.

CupoBaTtka
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IHCTPYKLiA i3 3acTOCyBaHHA

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSM iHTEpBary, 3a3Ha4eHOoro B LibOMY BKNaAuLLi.

KoHTponb sikocTi

e VY pasi BUKOpUCTaHHs HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSO SIKOCTI.

® BukoHaWTe 34MTyBaHHS LUTPUX-KOOY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHANTe TecTyBaHHSA. [JoknagHiwy iHpopmalio npo
BMOPsAKYBaHHS 3pas3kiB AN KOHTPOIIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIIO AKOCTi PO3Aini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHA 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs1 3pa3ka BMOepiTb Lie 3pa3ok Ha ekpaHi, 3MiHiTb napameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHS. [loknagHiwy iHdopmaLilo Npo BNOpAAKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. Y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenapartis po3aini iHCTpyKLii 3
BMKOPMCTaHHSA aHanisaropa.

[ns oTpUMaHHA MakcuManbHO epeKTUBHMUX pedynbTaTiB NOTPIGHO TOYHO AOTPUMYBATUCE IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BiocTexeHHs:: uent meToa Byno cTaHA4apTU30BaHO LUMSIXOM MOPIBHSAHHSA 3 PEYOBMHOM, LLO BUKOPUCTOBYETbCS koMnaHieto SNIBE gnsi BHYTPILWHBOrO KOHTPOIO

AKOCTI.

3acTocyBaHHs crneLianbHO NpM3HaveHnx kanibpaTopis Aae 3MOry ckopuryBatu pedpepeHCHy KpuBy 3a JONOMOroto 3adikCoBaHUX 3HaYeHb BiHOCHWX CBITMOBMX

oauHuue (BCO).

[MoBTOpHe kanibpyBaHHA pekoMeHOoBaHe:

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

® KOXHi 28 gHiB;

® nicns cepBicHOro o6CnyroByBaHHs aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pas3KiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3ony.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOMIO AKOCTI AN LbOro TECTY PeKOMEHA0BAHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; Ana nepesipku edeKTUBHOCTI TECTIB KOHTPOMb

cnif NpoBOAMTM 3 OAHUM MOBTOPEHHSIM. 3aranbHi pekoMeHAaLil LWoA0 KOHTPOIO SIKOCTi MOXHa 3HaWTV B ony6nikoBaHWX HacTaHOBaX, Harnpuknag y HacTaHoBi

C24 IHcTuTYTY KniHiYHMX | naGopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI), a6o iHwmnx'4

KoHTponb sikocTi pekomeH40BaHO NPOBOAUTU OAMH pa3 Ha AeHb BUKOPUCTaHHSI abo 3rigHO 3 BUMOraMu MicLieBUX HOpM, BUMoramum cepTudikauii Ta npoueaypamm

KOHTpOMto AKOCTi Bawoi nabopaTopii. KoHTponb SKocTi MoXHa 34iicHIOBaTU B XO4i BUKOHaHHSA aHanisy Ha IgA no EBV VCA:

® nicns KOXHOro kanibpysaHHsA Habopy;

® y pasi nepexoay Ha HOBY napTito cTapTepiB 1+2 abo KOHUEHTpaTy AN NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi Tinbkn ans cuctem MAGLUMI Ta Biolumi 11 BUKOPUCTOBYOTBCA nuLle 3 BiANOBIAHMMMW peareHTamu, Lo MatoTb Taki caMi BepXHi

BiCiM Undp Homepa MAPTII. KoxeH LinboBUii NokasHuK i Aiana3oH HaBeJeHo Ha eTUKETL.

Mepen BUKOPUCTAHHSAM iHLUMX KOHTPOMbHMX 3paskiB Chig, OLHUTK iXHIO CYMICHICTb i3 UM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb Anst BCiX

BMKOPUCTOBYBAHUX MaTepiarniB KOHTPOIO KOCTi.

KOHTpOnbHi Noka3Huku matoTb ByTu B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLO OAWH i3 KOHTPOMbHUX MOKA3HWKIB BUXOAMTL 32 MeXi BCTAHOBMEHOrO Aiana3oHy,

Cnif, BUKOHATU MOBTOPHE KanibpyBaHHsi Ta NMOBTOPHE TECTYBaHHSI KOHTPOSbHMX 3pa3kiB. FAKLLO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI Nicns ycnilwHOro KaniopyBaHHs,

cTabinbHO BUXOASATH 3a MeXi BU3HAYEHMX Adiana3oHiB, pesynbTaTi TECTYBaHHS NaLieHTIB He Cnig AOKYMEHTYBaTK; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNMB TePMiH NPUOATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnposeAeHo NraHoBe TeXHiYHe 06CMNyroByBaHHS;

® YMNeBHUTUCS, LLO TECT 3AINCHIOBABCSA i3 AOTPUMAHHSAM iHCTPYKUIW, HaBeAEHMX Ha BKNaAuLLi yNakoBKu;

® 3a notpebu 3BepHyTUCS NO AOMOMOry A0 KomnaHii Snibe abo i odiuiiHnx aucTpub’ioTopis.

AKLWO KOHTPOSbHMX 3paskiB y Habopi HeOoCTaTHbO ANsi BUKOPUCTAHHS, 3amMoBnsiTe godatkosi koHTponi IgA go EBV VCA (IXJTA) (REF: 1602011005MT),

3BEpHYBLUMCL A0 koMnaHii Snibe abo ii odiuiiHnx ancTpnb’loTopis.

0 PE3YNbTATH

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO po3paxoBye KoHUeHTpauito IgA no EBV VCA B KOXHOMY 3pasky Ha OCHOBi kanibpyBanbHOi KpuBOI, sika GyayeTbcs 3a MeToaoM

2-To4kOBOrO kanibpyBaHHA pedpepeHcHoi KpuBoi.OamHuueto BumiptoBaHHa € AO/mn (AU/mL). [OoknagHiwy iHdopMauilo MOXHa 3HanWTM B iHCTPYyKLUii 3

BMKOPUCTaHHSA aHanisaTopa.

IHTepnpeTauia pesynbTaris

Micna TectyBaHHA 263 nauieHTa 3 NO3UTUBHUM pe3ynbTaTtoM aHanisy Ha IgA go EBV VCA Ta 717 nauieHTiB i3 HeraTuBHUM pesynbTaTom aHaniy Ha IgA no EBV

VCA B Kutai 3a gonomoroto kpmeoi ROC 6yno BusHauyeHo fonycTumi Hopmuy ans aHanisy Ha anTutina IgA no EBV VCA, 3HayYeHHs SiKux HaBeAeHO HuxXYe:

e BigcyTHicTb peakTuBHoCTI: Pe3ynbTaT Hkde 3a 4,00 AO/mn (AU/mL) (<4,00 AO/mn (AU/mL)) BBaXaeTbCs HEFrAaTUBHUM.

® HasBHiCTb peakTnBHOCTI: PesynbTarT, Wwo gopisHioe abo suile 3a 4,00 AO/mn (AU/mL) (24,00 AO/mn (AU/mL)), BBaXa€eTbCA NO3UTUBHUM.

MoxnuBi po3bixXHOCTi B pe3yrnbTaTtax pisHux nabopaTopiii, Lo NOSICHIETLCA BiAMIHHOCTSIMU B Cknagi nonynsuii Ta MeToamkax AocniaxXeHHs. PekomeHaoBaHo B

KOXHIin nabopaTopii BU3HAYMTW BNacHW pedepeHTHUI iHTepBan.

| OBMEXEHHSA

e PesynbTaTu TECTy Cnif po3rnagaTt B KOHTEKCTI icTOpii XBOPOOU, AaHMX KNiHIYHOrO 06CTEeXEHHs naujieHTa i iHWWX AaHuX.

e Akwo pe3ynbTath aHanisy Ha aHTuTina IgA EBV VCA He BignosigatoTb KNiHIYHUM AaHuM, Ans iX nigTBepaXeHHst HeoOXiAHO BUKOHATU [OAATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Bif NauieHTiB, Ski NpyiMany npenapaty MULWa4Ynx MOHOKIOHAmNbHWUX aHTUTIN i3 METOK AiarHOCTUKM YM NiKyBaHHS, MOXYTb MICTUTU MOACHKI
aHTumMuwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takmx 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAYi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO NiaBULLEHT a60 3HWKEHI pedynbTaTtn'®16. [Insg Bu3Ha4YeHHs AiarHo3y Moxe 3HagobuTucs aoaaTkosa iHghopmadis.

e [eTepodinbHi aHTUTINA B CMpOBATL KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTyloTb i3 TBapuHamu abo npoayKkTamu cMpoBaTKv KPOBi TBAPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNOCTepiraTucst aHoMarsbHi nokasHukn'7.

e BakTepianbHe 3apaxeHHsi abo Tennosa iHaKTMBaLis 3pa3kiB MOXe CNOTBOPUTY pe3ynbTaTu AOCHIAXKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y upomy po3gini HaBeaeHi penpe3eHTaTUBHI XapakTepuCTUkn. PesynbTati, oTpMmaHi pisHMMu nabopaTtopisMu, MOXYTb BiApi3HATUCS.

TouHicTb

TouHicTb BU3Hauyanacs 3a JONOMOrow TecTy, npenapariB i KOHTPONbHMX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTy KniHiYHUX i nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpeMux napanenbHux BUNpobyBaHHSX LOAHA NPOTAroM 5 AHIB y TPbOX Pi3HMX LEHTpax 3

BMKOPUCTaHHAM TPbOX NapTin Habopis peareHTiB (n = 180). Byno oTprmaHo 3a3HayeHi Hwk4e pesynbTaTu.

CepepHe, Y mexax BUNpo6yBaHHsI Mix Bunpo6yBaHHsiMU BiaTBoptoBaHicTb
3pasok AO/mn (AU/mL) CrtaHga. Bigx., o CrtaHga. Bigx., o CraHp. Biax., o
(n = 180) AO/mn (AU/mL) | 7 ¥Oe®-BaP- | po i (AUmL) | 7 KO°P-BaP- | Ao/un (AUImL) | 7° KO°P- BaP:
Myn i3 cuposatkoto 1 1,466 H/3 H/3 H/3 H/3 H/3 H/3
Myn i3 cuposaTkoto 2 5,989 0,211 3,52 0,113 1,89 0,286 4,78
Myn i3 cuposaTtkoto 3 11,915 0,367 3,08 0,034 0,29 0,539 4,52
Myn i3 nnasmoto 1 1,486 H/3 H/3 H/3 H/3 H/3 H/3
Myn i3 nna3moto 2 5,912 0,240 4,06 0,081 1,37 0,281 4,75
Myn i3 nnasmoto 3 12,068 0,358 2,97 0,179 1,48 0,598 4,96
Herarvanii 0,490 HI3 H/3 HI3 H/3 HI3 H/3
KOHTPObHUI 3pa3ok
MosnTuatni 7,074 0,220 3,11 0,097 1,37 0,319 4,51
KOHTPONbHUI 3pa3ok
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IHCTPYKLiA i3 3acTOCyBaHHA

AnaniTnyHa cneuyndivHicTb

IHTepdepeHuin

IHTepdepeHLia BU3Havanacs 3a J4OMNOMOro TecTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa A0AAaBanvcs pe4YoBUHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHCTMTYTy kniHiyHMX i nabopatopHux ctaHpaptie (Clinical and
Laboratory Standards Institute, CLSI). MNMoxnbka BUMipiB AN peYOBUH, 30aTHUX CIPUYUHUTK iHTEpPdepeHLito, He nepesuwye +10 %. Byno oTpumaHo 3a3HaueHi

HWX4e pesynbTaTtu.

IHTepdepeHuin Makc. piBeHb BiACYTHOCTI BNNuBY IHTepcbepeHLin Makc. piBeHb BiACYyTHOCTI BNNUBY
emorno6iH 1500 mr/an (mg/dL) enapwuHy nitieBa cinb 80 MO/mn (IU/mL)

IHTpaninig 3000 mr/gn (mg/dL) BiotuH 0,5 mr/gn (mg/dL)

Binipy6iH 50 mr/an (mg/dL) Pu6aBipuH 2 mr/mn (mg/mL)

J(-IHIO::\;ZK; aHTiMuLIat! - anTuTing 40 Hr/mn (ng/mL) Aupknosip 6,6 mr/gn (mg/dL)

AAA 398 AO/mn (AU/mL) IHTepdepoH a 15000 MO/mn (IU/mL)

PeBmartoigHuii dhaktop

2000 MO/mn (IU/mL)

JleBamison

1,5 mr/mn (mg/mL)

AnbOymiH NoanHN

12 r/pn (g/dL)

AueTtuncaniunnosa kucrnoTa

0,65 mr/mn (mg/mL)

[Mna3ma XBOpWX Ha CUCTEMHUI

/ 16ynpodeH 50 mr/gn (mg/dL)

YepBOHUIA BoBYak (CYB)
EOTA-K2

'enapuHy HaTpieBa cinb
MepexpecHa peakTUBHICTb
AHanis € BucokocneuundidHum ansa aHtuTin IgA go EBV VCA 6e3 nomiTHOI nepexpecHoi peakTuBHocTi 3 IgM go Tokconnasmu, IgG ao Tokconnasmu, IgM go LIMB,
19G po LIMB, IgM go BIr-1, IgG go BMr-1, IgM go BMr-2, IgG go BMr-2, igM go HHV-6, IgM go HHV-7, IgM go HHV-8, IgG go HHV-6, IgG go HHV-7, IgG po
HHV-8, IgM po Bipycy kpacHyxu, IgG go Bipycy kpacHyxu, IgM npotn HAV, IgG npotu HAV, aHntutinammn go HBs, IgG HBeAb, IgM HBcAb, IgG HBcAb,
aHTuTinamm go HCV, antutinamu go BIJ1, aHTuTinamm npotn Treponema pallidum, IgM go EBV VCA, IgG o EBV VCA, IgG go EBV EA, IgA no EBV EA, IgG no
EBV NA, IgM go M. Pneumoniae, IgG po M. Pneumoniae, IgM go C. Pneumoniae, IgG go C. Pneumoniae, IgM po napsoBipycy B19, IgG no napsosipycy B19,
IgM po VZV, IgG po VZV, IgM po Bipycy rpuny A, IgG go Bipycy rpuny A, IgM go Bipycy rpuny B, 1g9G go Bipycy rpuny B, IgM go apeHosipycy, 19G ao
apeHosipycy, IgM go CVB T1a IgG go CVB.

NMoHapao30BUIA «XyK»-e(heKT y BUNaaKy BUCOKUX KOHLIEHTpaLin

B aHaniszax Ha aHTuTIna IgA o EBV VCA He crnocTepiraBcs NOHaa[030BUIN «Xyk»-edheKT y BUNnagKy BUCOKUX KOHUEeHTpauin Ao 2000 AO/mn (AU/mL).

KniHiyHa yyTnuBicTb

Kniniyna yyTnueicTb aHanisy Ha IgA EBV VCA 6yna BusHadyeHa B Kutai wnsxom TtecTyBaHHs 152 3paskiB, 3ibpaHux B 0YikyBaHO MO3WTUBHOI nonynsuii oci6 3
niaTBEPAXKEHHSAM aHani3oM cepiiHoro BUpobHULTBa NO3MTMBHOIO pe3ynbTaTy Wwoao aHTuTin IgA no EBV VCA.

MeTunkobanamix
"aHumknoBip

22,75 mkmonb/mn (pmol/mL)
80 MO/mn (1U/mL)

50 mkr/mn (ug/mL)
1000 mxr/mn (ug/mL)

a1 95 %
98,06—100,00 %

KinbKicTb 3paskis HasaBHicTb peakTMBHOCTI
152 151
KniniyHa cneumndivHicTb
KniniyHa cneumdivHicTe aHanisy Ha IgA go EBV VCA 6yna BusHaveHa B KuTai winsixom TectyBaHHs 148 3paskiB, 3i6paHux B odikyBaHO HeraTuBHOI nonynsuii
ocib 3 nigTBEepAXEeHHSIM aHarni3oM CepilHoro BUPOOHMLITBA HeraTMBHOro pesynbTtaty wogo IgA no EBV VCA.
KinbKicTb 3paskis BiacyTHiCTb peakTUBHOCTI CneumdiyHicTb
148 147 99,32 %

Yytnueictb
99,34 %

0195 %
98,00-100,00 %
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IHCTPYKLiA i3 3acTOCyBaHHA
 3HAYEHHSA CUMBOIIB

E:E_:l [vB. IHCTPYKLiO 3 BUKOPUCTaHHS

E

Bupo6Huk
8°C Lo
Temneparyphuit Aianasou KiHueBa gaTta TepmiHy npuaaTHoCTi
20 (36epiraTn npu Temnepatypi 2-8 °C) PMIHY NP
M
. . /.\ . . .
BmicTy gocTatHbo Ans <n> TecTiB /|\ BepexiTb Bi NPSMUX COHAYHMX NPOMEHIB
_~
]
T T Lum Gokom aoropi ﬂm YHOB!*OBa)KeHVIM npeacTaBHUK B €BPONENCHKOMY
Coto3i
IVD Meaunynuin npunag Ans giarHocTukK in vitro CONTENTS Cknag Habopy
Homep 3a kaTanorom LOT Kog naprii

c E MapkyBaHHs CE 3Hak BiAMNOBIAHOCTI TEXHIYHUM pernaMmeHTam
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MAGLUMI® Ta Biolumi® € TOproBMumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBiAHUM BRacH/Kam.
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Eiffestrasse 80, 20537 Hamburg, Germany
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YnoBHOBaxeHU npeacTaBHUK B YKpaiHi:

TOB «Kpartist MeaTexHika», Byn. barroyTiBcbka, 17-21, 04107, m. Kuig, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaT aboHeHTU ikcoBaHOro Ta MoGinbHOro TenedoHHOro 3B’a3Ky 3 6yab-sKoT
TOYKM YKpaiHu).
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