c € REF 130215003M: 100 TecTiB
I[HCTPYyKUis i3 3aCTOCYBaHHS 130615003M: 50 TecTiB

Snibe

Diagnostic

MAGLUMI® Habip peareHTiB Ans BU3Ha4YeHHS
Bipycy EnwTtenHa-bappa kancunaHoro aHtureny IgG

NMPU3HAYEHHA

Habip BUKOPUCTOBYETLCS AN SIKICHOrO BU3HAYEHHs aHTUTIN knacy 1gG o BipycHoro kancugHoro aHtureHa (VCA) Bipycy EnwTeiiHa-Bapp (BEB) in vitro B cupoBaTui
KPOBi NOAWHM METOAOM iMyHOXeMintomiHecueHTHoro aHanisy (IXJ1A) 3a AOMOMOrol MOBHICTIO aBTOMAaTUYHOIO XeMintoMiHECLEHTHOrO iMyHoaHanisatopa cepii
MAGLUMI (3okpema, Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 1000 Plus, Maglumi 2000, Maglumi 2000 Plus, Maglumi 4000, Maglumi 4000 Plus i
MAGLUMI X8).

cTucnuuy onuc | nPUHUMN Ol TECTY

Bipyc EnwreitHa-bapp (BEB), sikuii Takox HasmBaloTb repnecsipycom noguHn tuny 4 (HHV-4), — oguH i3 Bocbmy BifoMux TUNiB reprnecsipyciB ciMenicTea repnecy 1
HaWMNOLIMPEHILWMIA Y NOACHKIA nonynaAuii. Y 6inbwocTi BUNagkiB BiH BUKMUKAE iHAEKLINHWIA MOHOHYKIE03 (3arno3ncTy NIMXOMaHKy), CUMNTOMaMu SIKOi € NIMXOMaHka,
apuHriT, NO3UTUBHUIA TECT Ha reTepodinbHi aHTUTINaG W xapakTepHi 3MiHM remorpamu. Kpim Toro, uew Bipyc NOB’A3yt0Tb i3 NEBHUMU hopMamu paky, 3okpema
nimdgomotro XomkkiHa, nimdomoto BepkiTTa, pakom LUnyHka, HazodapuHreanbHO KapLMHOMOLD, | CTaHaMK, acouinoBaHUMK 3 BipycoM iMyHodediunTy nogunm (BIT),
AK-OT BONOCsiHA Nevikonnakia i niMmoma LieHTpanbHoi HepBoBoi cuctemmn'-2. € aaHi, Wo iHdikyBaHHA BEB cynpoBOmKyETLCS NiABULLEHUM PU3NKOM PO3BUTKY NEBHUX
ayTOIMYHHWX 3aXBOPIOBaHb, 30KpeMa AepMaToMio3nTy, CUCTEMHOTO YEPBOHOIO BOBYaKa, peBMaToifHOro apTputy, cuHapomy LlerpeHa i poscisiHoro ckneposy3-5.
Bipyc nepenaeTtbca nepeBaxHO 3i CNMHOK, 04HaK MOXIMBI BUNaaKkv NnepefaBaHHs iHekUii cTaTeBMM LUNSAXOM, Mif Yac TpaHcnnaHTauii abo 3 npenapaTamu KpoBi 3
BMiCTOM niMdpouuTiB. PO3MHOXMBLUMCE B eniTenianbHUX KNiTMHaX POTOrMOTKW, BiH BWUGIPKOBO iHGiKye B-nimdountn B nepudepuyHin  KpoBi W iHLIMX
peTvKynoeHaoTenianbHUX TkaHnHax®". PisHi cTagii iHdikyBaHHs BEB (rocTtpa, BTOpUHHA, NacT-iHeKLisl) XapakTepusyoTbCsl NMOSIBOK Pi3HOMaHITHUX aHTuTin (IgA,
1gG, IgM) po BipycHux aHTureHiB (BipycHoro kancugHoro aHtureHa — VCA, paHHboro aHtureHa — EA Ta sgepHoro aHtureHa BEB — EBNA). Knacudikauis cuctem
aHTurenis BEB 3pilicHioeTbes 3a cTagieto pennikauii Bipycy, nia yYac sikoi BiabyBaeTbes ix ekcnpecis. AHTMreHaMu nateHTHoi hasu € 6inku EBNA, siki nepeBaxHo
cknagatotecst 3 EBNA. 3asBuyaii aHTuTina go aHTureHis EBNA 3'aBnstoTbesi HabaraTo nisHiwe, ix piBeHb MOCTYMOBO MiABULLYETbCS Yepe3 2—4 micsui nicns
iHbikyBaHHS 11 36epiraeTbCsl NPOTArOM XWUTTSS. 3a cneundiyHUMK aHTUTInamu, siki BUpPoOGNATLCS A0 Pi3HUX BipycHux Ginkis BEB, mMoxHa BW3HAuMTW cTaH
3axBoproBaHHS. [pu rocTpin iHdekuii nocniaoBHo 3'aBnaoTLCS aHTUTINGa IgM 11 1IgG fo andysHoro panHboro (EA-D), BipycHoro kancuaHoro (VCA) i saepHoro (EBNA)
aHTureHiB. Ha akTuBHy iHdpekuito abo HelloAaBHE 3apaXeHHs BKkadye HasiBHICTb aHTWTIN knacy IgM go VCA, EA-D ta EBNA. MNoka3HMKOM akTUBHOI iHdpeKLii 3a3Buyar
€ aHTuTina knacy IgG no VCA 1a EA-D, a IgG go EBNA y Takomy Bunagky BiacyTHi. MocT-iHdekuis BEB xapaktepusyeTtbcst cTabinbHuM piBHeM aHTuTin knacy IgG go
VCA T1a EBNA Ha coHi BigcyTHOCTI aHTuTin IgM®'1. OTxe, BU3Ha4YeHHs cnekTpa aHTuTin BEB fae amory giarHocTtyBaTu cTagil iHdikyBaHHs Bipycom EnwTteriHa-Bapp,
i xoya iHOMBIAyanbHi piBHI cneundiuHMX aHTUTIN He 0BOB’S3KOBO CBiAYaTb MPO HAsIBHICTb KOHKPETHOrO 3aXBOPIOBaHHS, Pa3oM BOHU MOXYTb BigirpaBaTu ponb
AiarHOCTUYHOI O3HaKW.

NPUHUUN Ol TECTY

B ocHoBi TecTy Ha aHTuTIna knacy IgG ao BipycHoro kancuaHoro aHtureHa BEB nexwvTb Henpsimui iMyHoxemintomiHecLeHTHUIA anania (IXIA).

3pas3ok (abo kanibpaTop / KOHTPOMbHWIA 3pasoK, SKWO 3acTOCOBHO), OydepHa pevoBMHA, MarHiTHi Mikpocdepu, ykpuTi ounweHum VCA BEB, petenbHo
nepemiwyoTbcs 1 nepebyBae W iHKyOYeETbCSI ANA YTBOPEHHS KOMMMEKCIB aHTUTINO — aHTureH. llicns ocagkeHHs B MarHiTHOMy noni 3MvBaeTbCsl CynepHaTaHT i
BVKOHYETbCSI LMK BiAMUBaHHS. [10TiM 404A€ETHCA MOHOKIOHANbHE aHTUTINO Ao aHTu-IgG i3 miTkoto ABEI, BUkoHyeTbCS iHKybaUist Ans yTBOPEHHS iMyHOKOMMIEKCIB,
nicns OCafXXeHHs1 B MarHiTHOMy Moni 3NMBaETbCS CynepHaTaHT i BUKOHYETLCA Lie OAMH LMKN BigMmBaHHs. icna uboro gopalTbes ctaptepu 1i 2 ans 3anycky
XeMifnoMiHeCLLeHTHOI peakuii. IHTEHCMBHICTb CBITNIOBOrO CUrHamny BUMIPHOETECS (DOTOENEKTPOHHUM MOMHOXYBa4YeM Yy BIAHOCHWUX CBiTNOBUX oauHuusx (BCO) i e
nponopuinHoto Ao KoHueHTpauii IgG ao BipycHoro kancugHoro aHtureHa (VCA) BEB y pgocnigxyBaHomy 3pasky (abo B kanibpaTtopi / KOHTpOnbHOMY 3pasky, SKLLO
3aCTOCOBHO).

CKNAL HABOPY

Hapani maTepianun

. 100 TecTiB 50 TecTiB
KomnonenTu Bwmict (REF: 130215003M) (REF: 130615003M)
MarHiTHi Mikpocdepm :\ia(l)’H‘]IT(;ol) Mmikpocdpepm, ykputi oumwenum VCA BEB, NaN; 2,5 mn (mL) 2,0 mn (mL)
Kani6patop Hu3bkoro | Mictute Guuaumnii cuposaTkoBuin anbbymiH i IgG no VCA BEB,
piBHA NaNs (< 0,1 %). 2,5 mn (mL) 2,0 mn (mL)
Kani6paTop Bucokoro | Mictute 6Guyaunii cuposatkoBuin anbbymiH i IgG o VCA BEB,
piHs NaNs (< 0.1 %). 2,5 mn (mL) 2,0 mn (mL)
Bydep MicTute 6u4aymit cuposatkoBuin anbbymiH, NaN; (< 0,1 %). 22,5 mn (mL) 12,5 mn (mL)
. Mwuiiave MOHOKNOHanbHe aHTUTINO Ao aHTK-IgG i3 miTkoto ABEI,
MiTka ABEI MICTUTb Gr4aymin cuposaTkoBuii anbbymid, NaN; (< 0,1 %). 12,5 mn (mL) 7,5 mn (mL)
BHYTPpiLLHi KOHTpPONb Mictute 6uyauuin cuposatkoBuin anbbymiH i IgG o VCA BEB,
sakocTi NaNs (< 0,1 %). 2,0 mn (ml) 2,0 mn (mL)
Yci peareHTn HagaloTbCA B FOTOBOMY 10 BUKOPWUCTAHHS CTaHi.
HeobxiaHi akcecyapm, fiki He BXOAATb A0 KOMMNIEKTY NocTa4yaHHsA
Cepis MAGLUMI:
PeakuinHi mogyni (npobipku) REF: 630003
CrapToBuii peareHT 1+2 REF: 130299004M, 130299027M
KoHueHTpaT Anst n(poMMBaHHS REF: 130299005M
ONTUYHWI KOHTPONb REF: 130299006M
PeakuiiHa konba REF: 130105000101
Akcecyapu MoxHa 3aMoBMTM B komnaHii Shenzhen New Industries Biomedical Engineering Co., Ltd. (SNIBE) a6o ii BnoBHOBaXeHWX NpeAcTaBHUKIB.

KAINIBPYBAHHA

BiactexeHHs: Lent meToa 6yno CTaHAApTM30BaHO LLUMAXOM NOPIBHSIHHS 3 PEYOBMHOLO, LLIO BUKOPUCTOBYETLCS kKoMnaHieto SNIBE ans BHYTPilLHBOro KOHTPOIO SKOCTI.
3acTocyBaHHS cnelianbHO Npu3HayeHux kanibpaTopiB Aae 3MOry aganTyBaTu 3Ha4YeHHs BiGHOCHMX CBITNoBux ognHuub (BCO) o BianoBigHOT pedepeHCHOi KpMBOi.
PesynbTaTti BU3HavaloTbCs 3a KanibpyBanbHO KPUBOIO, Sika OyyeTbCs 3anexHO Bif BUKOPUCTOBYBAHOMO iHCTPYMEHTa Ha MiAcTaBi kanibpyBaHHsi 3a ABOMa TOYKamu
1 pecbepeHcHoi kpuBOi (3a 10 kanibpyBaHHAMM), O HAAAETLCA HA YMNi pafiovacToTHOI ineHTUdIKauii peareHTy.

MoBTopHe kanibpyBaHHs NOTPIGHO BUKOHATU B TaKMX BUMNaaKax:

® nicns KoxHoi 3amiHu napTii (peareHTy abo ctapTepa 1 2);

® LOTWKHA 11 / abo nepes NOYATKOM BUKOPUCTaHHA HOBOrO Habopy peareHTiB (PekomMeHO0BaHo);

® nicns TexHiYHOro 06CnyroByBaHHS IHCTPYMEHTA;

® SKLLIO NMOKa3HWKN KOHTPOMbHMX 3pa3kiB BUXOAATE 3a MeXi HOpMK;

KOHTPOI1b AKOCTI

HeobxigHo goTpMMyBaTMCh YPSiAOBUX HOpMaTMBiB abo cepTudikaLinHUX BUMOT LWOAO iHTEPBaniB KOHTPOIIO SKOCTI.
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BHYTPILLHI KOHTPONb SIKOCTi 3aCTOCOBYETLCA NULLEe A0 cucteM MAGLUMI. IHCTpyKUii 3 BUKOPUCTAHHS 1 LinbOBi NOKa3HWKM HaBedeHo B po3aini KoHmponb skocmi
ans imyHozano6yniHy knacy G do VCA BEB (IXJTA). OuiHka pesynbTaTiB Mae 3AiiCHIOBATHCS BUXOAAYM 3 BMACHUX CTaHAAPTIB i AoCBidy KopucTyBaya.

[loknagHy iHbopMaLiio LLoA0 BBEAEHHS 3HAYEHb A1 KOHTPOSIO AKOCTi MOXHA 3HANTU B IHCTPYKLi 3 BAKOPUCTAHHS MOBHICTIO aBTOMAaTUYHOTO XeMiMntoMiHECLIEHTHOrO
iMyHoaHanizaTtopa cepii MAGLUMI.

[nsi MOHITOPUHIY edeKTUBHOCTI cuctemu 1 rpadikiB AMHaMIKM NMOKa3HUKIB NOTPiIOHI MaTepianu ANsi KOHTPOSO SKOCTi CEPINHOro BUPOOHWULTBA. 3 KOHTPONMbHUMM
3paskamu cnig noBoAMTMCA Tak camo, §iK i 3i 3paskamu nauieHta. PiBeHb e(peKTVBHOCTI BBaXaeTbCs 3a40BiNbHUM, SKLWO 3HAYEHHS aHani30BaHUX KOMMOHEHTIB He
BMXOASTb 3@ MexXi JOMyCTUMOro Aiana3oHy perynioBaHHs, BU3HAYEeHOro Ans cucteMu, abo KOpUCTyBaLbKOro AianasoHy, BiAnOBiAHO [0 CXEMW KOHTPOI SIKOCTI,
cknageHoi y BHyTpiLLHi nabopaTopii. AKLWO KOHTPONb SKOCTi NoKa3as, Lo pe3ynbTaTi BUXOASTb 3a Mexi HopMu abo BcTaHOBReHoro nabopaTtopieto Aiana3oHy, Taki
3HAYeHHA He Crif 3aHOCUTKW 40 3BITIB. Y Takomy BUNaAKy Crif:

® NepeBipuTH, YY1 He CNUB TEPMIH NpuAATHOCTI MaTepianis;

® nepekoHaTucs, LWwo 6yno NpoBeAeHO NaHoOBe TeXHIYHe 06CMyroByBaHHS;

® yneBHUTUCS, WO Byno OTPMMaHO IHCTPYKUIN i3 BUKOPUCTaHHS Mi Yac BUKOHAHHS TECTIB;

® BMKOHATW TECT NOBTOPHO, BUKOPUCTOBYHOUMN CBiXXi KOHTPOSbHI 3pasku;

® 3a NoTpeby 3BepHYTUCS NO AOMOMOrY [0 MICLEBOi CyX0u TeXHIYHOT NiATPUMKM abo AMcTpub’oTopIB.

36IP | MNIArOTOBKA 3PA3KIB

e [InA LbOro TecTy 3acTOCOBYKOTbCA Taki MeTogu 3abopy 3paskiB: cupoBaTka KpoBi 30MpaeTbcsi 3a AOMOMOrol CTaHAapTHUX npobipok abo npobipok i3
poagintoBanbHUM renem. Kpos noTpibHo 36upaTti acenTMyHMM METOAOM, 3 AOTPUMaHHSIM 3aranbHOMPUINHATUX 3acTepeXXeHb LWOoA0 BEHEMYHKLT.

o [MepL HiX NoYMHaTK LeHTpUdYryBaHHsl, NepekoHanTecs, Wo npoLec koarynsuii B 3pa3ky MOBHICTIO 3aBeplumuBcsl. [leski 3pa3kv, 0cobnmBo B3ATi B NALEHTIB, K
npuMatoTb aHTUKoarynsaHT1 abo npenapatu npotTu Tpomb6odnebity, MoxyTb NnoTpebyBaTn Ginblue Yacy Ans koarynsuii.

o AKWO noyaTy LUeHTpUdyryBaHHs 40 MOBHOI koarynsuii, NpucyTHICTb (ibpuHy B 3pasky Moxe NpU3BECTU A0 OTPUMaHHS XMGHUX pe3ynbTaTiB. 3paskM He MarTb
MiICTUTK hibprH abo iHWi TBEPAI AOMILLKM.

o [1ns aHanisy He MaloTb BUKOPUCTOBYBATMCS reMoridoBaHi abo B1CoKoniniMiyHi 3pasku, sk i 3pasku, Wo MiCTATb TBepAi AOMILLKM abo MatoTb SIBHI 03HaKuU MikpoBHoro

3abpyaHeHHs. Yci 3pa3ku NoTpibHO nepesipsATW Ha HasBHICTL Bynbballok NoBiTPS; Ans 3abe3neveHHs onTUManbHOro pesynbTaty 6ynbballkm noTpibHo BUAaANUTH

nepep novaTkoM aHaniay.

He nignaBante 3pasky MOBTOPHOMY 3aMOPOXXYBaHHIO M PO3MOPOXYBaHHIO. 3pasku CMpOBaTKM MOXHA 3aMOpOXYyBaTW ¥ pO3MOpOXyBaTu nuie Agivi. lMicna

36epiraHHs 3pasku NOTPIGHO peTenbHO Nepemilaty nepes aHasniaom (y BUXPOBOMY 3MiLlyBaYi). 3aMOPOXEHI 3pasku Micns pO3MOpOXyBaHHA noTpicHo PETEJIBHO

nepemiwaTty y BuxpoBomy 3milysadi Ha HU3bKIW weuakocTi. 3 ycima nutaHHsMM 3BepTaiTecs 40 MicLeBoro npeacrasHuuTBa komnaHii SNIBE.

o LleHTpudyroBaHi 3pasku 3 ninigHWM LWApom Ha NoBepxHi NOTPiIBHO nepeHecT B Yally Ans 3paskiB abo B AonoMixHY NpobGipky. MepeHocuTy ovuLleHi 3pas3ku Ao

npoGipku cnig ayxe obepexHo, Wob Ao Hel He NoTpanuB NiNiMiYHUIA MaTepian.

Yci 3pa3ku (y3aTi B nauieHTa i KOHTpOnbHi) MatoTb 6yTW npoaHanizoBaHi NpoTsroM 3 roavH nicnsa 3aBaHTaXeHHsi B cucteMy MAGLUMI. 3 ycima nuTaHHAMM LWoao

YMOB 36epexeHHs1 3paskiB y crcTeMi MoxHa 3BepTaTncs 4o iHbopmauinHoi cnyxou komnaHii SNIBE.

3pasku, oumLleHi Bia po3ainioBaya, epuTpoLMTIB i 3rycTkiB, MOXyTb 36epiratics Ao 7 AHiB Npu Temnepatypi 2—8 °C abo B 3aMOpOXeHOMY cTaHi Ao 3 MicauiB npu

Temnepatypi —20 °C abo Huxye.

Mepen BignpaBneHHsIM 3pa3kiB PEKOMEHAOBAHO OYMCTUTU iX Big 3rycTkiB, epuTpoumTiB abo posainioBaya. 3pasku, NpU3HaYeHi Ans NnepeBe3eHHsi, MalTb ByTu

ynakoBaHi  MPOMapKOBaHi BigMoBigHO 40 3aCTOCOBHUX BUMOT AepXaBHOro, heaepanbHOro i MixxHapoAHOro 3akoHOA4ABCTBa CTOCOBHO TPAHCMOPTYBAHHS KINiHIYHMX

3paskiB 1 iHpiKoBaHMX pe4oBUH. 3paskn MaloTb TPAHCMOPTYBATUCSA B 3aMOPOXEHOMY CTaHi.

e O6G’em 3paska, NoTPiIBbHMI ANs ogHOPa30BOro BU3HaveHHs piBHs IgG oo VCA BEB, ctaHoBuTb 10 MKn (uL).

NONEPEMXEHHSA N 3ACTEPEXEHHA ONA KOPUCTYBAYIB

MpusHayeHo ans giarHocTukw in vitro.

o [loTpMmyiTecs BKasiBOK Ha BKMaAuLLi 3 iHCTPYKLIEIO 3 BUKOPUCTaHHS. |IHaKLwe JOCTOBIPHICTb pesynbTaTiB TECTY HE rapaHTyeThbCs.

3acTepexeHHs woao 6esnekun

e YBATA. Llen Bupi6 nepepnbayae obpobky GionoriuHMx maTepianiB nmoguvHW. Yci nioacbki GionoriyHi maTtepianu cnig BBaXaTu MOTEHUINHO iHdIKOBaHUMUK W
NOBOAUTUCS 3 HUMM BIiANOBIAHO A0 BMMOr cTaHaapTty 29 CFR 1910.1030 «[podpeciiHi pnsnkn, Nnos’s3aHi 3 natoreHamu, Wo nepenarnTbea 3 kpos'tox. [ig vac
po6oTyK 3 MaTepianamu, Lo MiCTATb a6o MOXYTb MICTUTU iHCDIKOBaHi pe4OBMHU, CMif 3aCTOCOBYBaTK 2-ii piBeHb BionoriyHoro 3axmcty abo iHLi BianoBigHi MeToamkn
GionoriyHoi 6e3neku.

® Yci 3pa3ku, 6ionoriyHi peareHTn i mMaTepianu, Lo BUKOPUCTOBYIOTLCS Nif Yac NPoBeAeHHst TECTIB, MaloTb BBaXaTUCA TakMMM, LLIO MMOBIPHO MOXYTb NEpPeHOCUTH
iHdpekuii. 3Baxatoun Ha Le, yTunidyBatu ix NOTPibHO 3 JOTPMMaHHSAM NPUIAHATKX y BalWOMY 3aknagi npasun. YTunisadito maTtepianis cnig 3aiicHioBaTv B 6e3neyHnin
i NPUIHATHWIA cnocib BiANOBIAHO 4O HOPMATUBHUX BUMOT, BUKOHAHHS SIKUX € NPIOPUTETHILLMM.

o Llei Bmpi6 mMicTuTb a3mg HaTpito. BMICT i KOHTeHepu MatoTb ByTu yTUNi3oBaHi BiaNoBIAHO 4O BUMOT MICLEBMX, PEriOHaNbHUX i Aep>XaBHUX HOPMATUBIB.

e [loknagHi BigoMOCTi HaBeeHO B NacnopTi 6e3neYHOCTi pe4OBUHY, L0 HAAAETLCSt HA BUMOTY.

3acTepexeHHs Wwoao poboTH i3 cuctemoro

e He BuKopucToBYyiTe Habip peareHTiB Nicns 3akiHYeHHs TePMiHy oro NpuaaTHOCTI.

o He BMKOPUCTOBYITE KOMMOHEHTU 3 Pi3HNX NapTili abo BiA Pi3HNX peareHTiB OAHOYACHO.

o [lepen nNepLunM 3aBaHTaXeHHAM Yy cucTeMy Habip peareHTiB NOTPIGHO nepemillaTy, Wob NoBepHYTW MarHiTHI Mikpocdepw, Ski OCinu nif Yac TpaHCNOpTyBaHHS, A0
CTaHy CyCreHsii.

® |HCTPYKLUIi LLoAo NnepeMillyBaHHA MarHiTHUX Mikpocdep HaBeeHo B PO3Aini Lboro BknaguLia, NPUCBAYEHOMY NiAroTOBL peareHTiB.

o LLlo6 3ano6irtv 3abpyaHeHHt0, NOTPiIGHO BASraTV YACTI pykaBMYKM Nif Yac po6oTn 3 HABGOPOM peareHTIB i 3pa3kamu.

® 3 4acom Ha NpoKnaaLi MoXyTb HaKONUYyBaTUCA BUCOXNI 3anuLLKK piayH. ConboBUIA 0cap, Lo YTBOPKETLCA BHACNIAOK LbOro, HE BNNNBAE Ha pe3ynbTaTt aHaniay.

e 3 yciMa nuTaHHsAMU LWoAo YMOB poboTH i3 CUCTEMOK MOXKHa 3BepTaTUCs Ao iHdopMaLiHoi cnyx6u komnanii SNIBE.

3BEPIFAHHA U CTABINbHICTb

® Y repmMeTuYHIi ynakoBLi: 36epiratv npu Temnepatypi 2—8 °C fo KiHus TepMiHy npuaaTHOCTI.

® Y BigkpuTOoMy cTaHi npu 2—8 °C: MiHiManbHUiA TepMiH CTabinbHOCTI — 4 TYKHI.

® YcepeauHi cuctemMun: MiHiManbHWUM TepMiH cTabinbHOCTI — 4 TYDKHI.

o [1ns 3ab6e3neyeHHss MakcuMarbHO ePEeKTUBHOMO BUKOPUCTaHHS Habopy peKOMEHAOBAHO CTaBUTM BiAKPUTI HABOPU B XONOAUMBHMK MiCNsi 3aBEPLUEHHS BCiX aHani3iB
NpPOTAroM AHsl. FAKLWO KOHTPOSbHI 3pasku nepebyBaloTb Y Mexax HOpMU, MOXHA NPOAOBXKYBaTU KOPUCTYBaTUCS HAaBOPOM HaBiTb MICNsi 3aKiHYEHHS TEPMiHY
36epiraHHs y BiAKPMTOMY CTaHi abo B cucTemi.

e 36epiraiite Habip y BepTVKanbHOMY NONOXeEHHI, LWob y MaibyTHLOMY NONerwmnT NOBEPHEHHS MarHiTHUX Mikpocdep A0 CTaHy cycneHsii.

o BepexiTb Bif NPAMUX COHAYHMX MPOMEHIB.

norPAOOK NPOBEONEHHA TECTY

MiaroTroBka peareHTiB

e PecycneHsyBaHHSA MarHiTHUX Mikpocdpep BinbyBaeTbCst aBTOMATUYHO NiCNsi 3aBaHTaXeHHs1 Habopy, Yum 3abe3neyyeTbcs NOBHE PiIBHOMIPHE BiAHOBMNEHHS CycneHsii
nepes BUKOPUCTaHHSIM.

e [N OTPUMaHHA MakcuManbHO eqEeKTMBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCL IHCTPYKUii 3 BMKOPUCTAHHS MOBHICTIO aBTOMAaTUYHOrO
XeMintoMiHecLLeHTHOro iMyHoaHanisatopa cepii MAGLUMI. KoxHuin napameTp TeCTyBaHHS BU3HA4aeTbCs 3a AOMOMOrOK YMna pagiovacToTHOI iaeHTUdikauii Ha
Habopi peareHTiB. [JoknagHy iHdopmauito HaBedeHO B iHCTPYKLii 3 BUKOPMUCTaHHS MOBHICTIO aBTOMAaTUYHOIO XeMiNntoMiHECLIEHTHOro iMyHoaHanisaTopa cepii
MAGLUMLI.

MoHaapo3oBun «XyK»-edpeKT y BUNnaaKy BUCOKMUX KOHLUeHTpauin
Y tectax Ha IgG po VCA BEB noHanno3oBuit «xyk»-ehekT y BUNaaKy BUCOKUX KOHLeHTpauin (o 5000 AO/mn (AU/mL)) He cnocTtepiraBcs.

OBMEXXEHHA

e 3anopykot OTPUMaHHSA AOCTOBIPHMX pe3ynbTaTiB € AOCKOHaNe BONOAIHHA TEXHIKOK aHamni3y 1 YiTke JOTPMMAaHHS BCiX iHCTPYKLIN.

e BaktepianbHe 3apaxeHHsi abo TennoBa iHaKTMBaLis 3pa3kiB MOXe CMOTBOPUTM pe3yrbTaTi JOCIIAKEHHS.

® AKLWO NoKasHWKU NepebyBatloTb y Mexax HOPMU, Lie He BUKIIOYAaE HasiBHOCTI 3aXBOPIOBaHHS, TOMY Mif vac iHTeprnpeTauii cnig BpaxoByBaTW 3aranbHy KriHIYHY
KapTUHY 11 pe3ynbTaTh iHWKX AiarHOCTUYHUX npoLeayp.

o [liarHo3 He Mae I'pyHTyBaTUCS BUKIIOYHO Ha pe3ynbTaTax OKPeMoro TeCTy — Crif BpaxoByBaTH iHLLI KMiHIYHI NOKa3HUKN 1 MeONYHUIA BUCHOBOK.

® YCi pilleHHs WoA0 NiKyBaHHSA TaKoX MaroTb NPUAMATUACA 3 ypaxXyBaHHSM YMOB KOXXHOTO OKPEMOTO BUMAaZKY.

o 3pasku, Lo MiCTATb NoACbKi aHTUMKLLAYi aHTuTina (human anti-mouse antibodies, HAMA), MoxyTb gaBaTvt XMOHO 3aBuLLEeHI ab0 3aHWKeHi 3Ha4YeHHs. Y pasi HagTo
BMCOKOT KOHUeHTpauii HAMA B cvpoBaTui pe3ynbTaTi MOXyTb CNOTBOPIOBATUCSA HaBiTb MONPW AOAaBaHHSA areHTiB AnsA HenTpanisauii HAMA.
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PE3YIIbTATU

Po3paxyHok pe3ynbTaTtiB

AHanisaTop aBTOMaTU4YHO PO3pPaxoBye KOHLEHTpaLito imyHornobyniHy knacy G go VCA BEB y koxHOMy 3pa3Kky Ha OCHOBI kanibpysanbHOi KpuBOi, sika 6yayeTbes 3a

MeToOOM ABOTOYKOBOrO KamnibpyBaHHsi pedepeHcHoi kpuBoi. OauHuueto BumiptoBaHHs € AO/mn (AU/mL). OoknagHy iHdopmauilo HaBedeHO B iHCTPyKUii 3

BMKOPWUCTAHHSA NOBHICTIO aBTOMATUYHOIO XEMiNOMIHECLLEHTHOrO iMyHoaHanizaTtopa cepii MAGLUMI.

IHTepnpeTauia pesynbTaTtiB

PesynbTaTy TecTiB Ha iMyHornobyniH knacy G go VCA BEB MoxHa iHTepnpeTyBaTy, sik ONUCaHo HUXYeE:

® BiacyTHiCTb peakTMBHOCTI: 3Ha4YeHHs1 Hkye 3a 2 AO/mn (AU/mL) (<2 AO/mn (AU/mL)) BBaxaeTbcs HeraTMBHUM. BigcyTHiCTb peakuii He BMKnio4ae MOBHICTIO
MOXIIMBICTb HAsABHOCTI rOCTPOI iHdeKLii.

® HasABHICTb peakTMBHOCTI: 3Ha4yeHHs, wo gopisHioe 2 AO/mn (AU/mL) (=2 AO/mn (AU/mL)) abo Buiie, BBaXaeTbCA NO3NTMBHUM. HasBHICTb peakuii Bkasye Ha
HelofaBHE iHdiKyBaHHS abo BTOPUHHY iHdeKL;to.

Ockinbkn Hapasi MiXXHapoAaHWX CTaHAApPTHMX HopmaTueiB wWoao piBHiB IgG no VCA BEB Hemae, pi3Hi BUPOOHWMKM CUCTEM AiarHOCTMKM in Vitro MpOMnoHyTh PisHi

NaHLorM BiCTEXEHHS. TOMY HE MOXHa BUKOPUCTOBYBATW TECTU Pi3HMX BUPOOHMKIB HABNEPEMIHHO B OAHI CUCTEMI.

TEXHIYHI XAPAKTEPUCTUKU

TouHicTb

TouHicTb aHanisie Ha IgG ao VCA BEB BusHavanacs BignosigHo Ao BuMmor gokymenta EP5-A2, BuaaHoro IHCTUTyTOM KniHiuHUX | nabopaTopHux ctaHaapTis (Clinical
and Laboratory Standards Institute, CLSI). ¥ aBox okpemux napanenbHux BunpobyBaHHsx npotarom 20 AHIB AOCHimKyBaBCA 1 KOHTPOMbHWI 3pa3ok i 3 nynu
NIOACHKOT CMPOBATKM 3 Pi3HOK KOHLIEHTPALE0 aHani3oBaHNX KOMNOHEHTIB. Pe3ynbTaTv NpeACTaBneHo B HABeAEHi HUx4Ye Tabnuui:

Y mexax BUnpobyBaHHs Mix BunpoGyBaHHsSIMU 3aranom
CepegHe (AO/mMn -
8pasok (AU/mL)) (N = 80) CT?:S};:_IAX' % koed. CraHp. Biax. % Koedh. Ba CraHg. Bigx. % koed.

AUMLY Bap. (AO/Mn (AU/mL)) | 7° -BaP- | (AO/mn (AUIML)) | Bap.
Myn HeraTMBHKX 3paskiB cMpoBaTKK 0,533 0,040 7,50 0,035 6,57 0,053 9,94
fyn C“aﬁz':l%z"ég";:”x 3paakis 2,751 0,165 6,00 0,087 3,16 0,187 6,80
fyn B”COK‘C’;SZ‘;;‘:E:”X 3paskis 20,226 0,277 1,37 0,858 4,24 0,902 4,46
KoHTponb 8,011 0,254 3,17 0,201 2,51 0,324 4,04

Mexxa xonocTtoi npo6u
Mexa xonoctoi npobu ans Tecti Ha IgG o VCA BEB craHoButs 0,25 AO/mn (AU/mL).

CneuundivHicTb

[ns ouiHiOBaHHA NepexpecHoi peakTMBHOCTI aHanidy Ha IgG go VCA BEB BukopucToByBanucs kniHivHi HeratusHi 3pasku 1IgG no VCA BEB, wo MicTaTb NOTEHUiNHI
nepexpecHi peareHTu, 3okpema Bipyc renatuty A (HAV), Bipyc renatuty B (HBV), Bipyc renatuty C (HCV), LIMB, Bipyc kpacHyxwu, Tokconna3amy, BII, BIN1, 6nigy
cnipoxety, aHtuTina IgG no EA BEB, antutina IgG NA BEB, peBmaTtoigHuin caktop, AAA, nmiofceki aHTMMUMLWAYi aHTWTING, niaTBepaxeHi npoboto cepitHoro
BMpPOOHMLTBa 3 MapKyBaHHAM E€C. XoaeH i3 NOTeHLiINHNX NepexpecHnX peareHTiB He Npu3BIB O OTPUMaHHA XMBHONO3WTMBHOI BigMnoBiai B aHanisi Ha IgG go VCA
BEB. Pe3ynbTati npeactaBneHo B HaBeAeHin Hbkve Tabnuui.

KriiHiuna kaTeropis KinbkicTb Bmgleaa,q':ﬂlz_aincymocﬂ KinbkicTb ng&alﬂzii? HasABHOCTI
AnTurenatut A (HAV) nosanTueH. 10 0
AHTWUrenaTUT! NO3NTUBH. 20 0
Anturenatut C (HCV) nosuntusH. 20 0
AHTU-LUMB no3nTuBH. 10 0
AHTUTOKCOMNMasma nosunTUBH. 10 0
AHTUKpacHyXa NO3UTUBH. 10 0
AHTU-BEB EA IgG 10 0
AHTVU-BEB NA 1gG 10 0
AHTU-BIJT no3ntueH. 15 0
Cuapinic No3nTMBH. 15 0
PeBmaToigHuin chakTtop NO3UTUBHUIA 15 0
AHTK-BII no3anTueH. 15 0
AAA no3nTmBH. 10 0
Nioackki aHTUMULLAYT aHTUTINA, NO3UTUBH. 10 0
3aranom 180 0

Bnnue eHgoreHHux cpakropis
PeyoBuHM, KOHLEHTPAList IKMX He MepeBULLYE BKa3aHi HYDKYe 3HAa4YEHHS, He BNIMBAlOTb Ha pe3ynbTaT aHanisy:

. Binipy6iH 40 mr/pn (mg/dL)

. F'emornobiH 1000 mr/an (mg/dL)

. Tpvrniuepug 2000 mr/an (mg/dL)
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[nB. IHCTPYKLO 3 BUKOPUCTaHHSA Burpo6Huk

TemnepaTypHuii Aiana3oH

KiHueBa pata Tepmi aTHOCTI
(36epirati npu TemnepaTtypi 2-8 °C) HUCBa faTa TepmiHy NpUAaTHOCT!
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