IHCTpYKLif i3 3acTOCcyBaHHSA

130259004M:100 TecTiB y Habopi
130659004M: 50 TecrTiB y Habopi
130759004M: 30 TecrTiB y Habopi
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MAGLUMI® NamiHiH (IXJ1A)

H NPU3HAYEHHSA

Habip aae 3mory BUKOHYBaTV iMyHOXEMINIOMIHECLLEHTHUIA aHani3 in vitro Ans BU3HAYeHHS KinbKicCHOro BMICTy namiHiHy (J1H) y cupoBaTtui Ta nna3mi KpoBi NioguHm
3a [OMOMOrol0 MOBHICTIO aBTOMaTUYHOTO XeMifNtoMiHeCLLeHTHoro imyHoaHanisatopa cepii MAGLUMI iiHTerpoBaHoi cuctemm cepii Biolumi; Takox Len aHanis
BMKOPUCTOBYETLCS SIK JONOMIKHUIA 3acib AiarHocTyBaHHSA hibpo3y neydiHku.

l cTMcnui onuc

JlamiHiHK BigHOCSATbCA A0 cimelicTBa 6araTodyHKLiOHaNbHUX MakpoMOIeKys, NOBCIOAHO MOLUMPeHUX y BasanbHMx membpaHax, i aBnsTb coboo HalbinbLL
MOLLUMPEHI CTPYKTYpHI HEKomnareHoBi MMikonpoTeiHn LMX BUCOKOCMeLianisoBaHUx no3akniTuHHux matpukcie!. KoxHa monekyna JIH cknagaeTbcsi 3 ogHoro a,
ofHOro B 1 o4HOro y MominenTUOHOro NaHuora Ta Mae MonekynsapHy macy Big 400 go 900 k[2, BOHa CUHTE3YETLCA renaTouuTami Ta CUHYCOIAHUMU KiTUHAMW.
BipyacTi kniTMHM abo ninouuUTV BUPOBNAOTE HANBINbLLUY KiNbKiCTb cupoBaTkoBoro JIH3.

diBpo3 NeviHkM Bpaxxae AeCATKU MINbMAOHIB MoAen y BCbOMY CBITi 1 MOXe NPU3BECTU A0 LMpOo3y, NeYiHKoBOi HEAOCTaTHOCTI Ta cMepTit. Bioncis neyiHku goci
BBAXa€ETbCA 30/10TUM CTaHAaPTOM Ans ouiHkM ibpo3dy nediHku®. JIH nerko BUSIBNSIETLCA B CMPOBATL KPOBI, BBAXAETLCS MapkepoM dibporeHesy®’. CepeaHi
KOHUeHTpauii JIH y cvpoBaTui KpoBi B NaUi€HTIB i3 XPOHIYHMMM 3aXBOPIOBAHHAMU NEYiHKM Bynu 3Ha4yHO BULLMMM, HiX Y 300poBux ocib. 3 noripeHHsm cragii
hibpo3y nediHkM BiAbyBaeTbLCA NiABULLEHHS KOHLEHTPALi naMiHiHy B cMpoBaTLi KPOBI, | B NauieHTiB Ha BULL cTagil ¢ibpo3y cnocTepiratoTbes BULLL KOHLEHTpaLii
namiHiHy B cupoBaTLi kpoBié. Kpim Toro, BUsHa4eHHs1 CUpOBaTKOBOTO NaMiHiHy Moxe ByTu KNniHiYHO KOPUCHUM NapamMeTpoM NopTaribHOI rinepTeHsii®.

0 NPMHUMN Oli TECTY

IMyHOXeMiNtoMiHECLLEHTHUI aHani3 3a TUNOM CeHABiva.

3pasok, mMiTky ABEI 3 MoHOKknoHanbHumu aHTuTinammn go J1H, 6ycdepHnit po3ymH i MarHiTHi Mikpocdepm, BKPUTI IHLLIMM MOHOKNOHanNbHUM aHTuTinom go JH,
peTenbHO nNepemillyloTb Ta iHKyOyHoThb, BinOyBa€eTbCA peakLis 3 yTBOPEHHSIM KOMMNIIEKCIB 3a TMNOM ceHABiva. [icna ocamkeHHs B MarHiTHOMy noni 3nMBaeTbCs
cynepHaTaHT i BUKOHYETbCSA LMKN BigMuBaHHS. lMicns uboro goaatotbes ctaptepu 11 2 Ans 3anycky XemintoMiHeCLEHTHOT peakuii. IHTEHCMBHICTb CBITNOBOro
CcUrHany BUMIpOETLCA POTOENEKTPOHHUM NMOMHOXYBa4YeM Y BiGHOCHMX CBiTNoBUX oamHuusx (BCO) i € nponopuiiHoto Ao KoHUeHTpaUii JTH, HasBHOI B 3pas3ky.

l PEATEHTU

Cknap Habopy

KoMMOHEHTH Onuc 100 TectiBy | 50 TecTiB Yy 30 TecTiB Y
Habopi Habopi Habopi
MarHiTHi MarHiTHi Mikpocdepu, BKpUTI MOHOKIOHaNbHUMKM aHTuTinamu go J1H (npubnusHo
Mikpoccepu 6,00 mkr/mn (ug/mL)), y 6ydepromy posumHi HEPES, NaN; (<0,1 %). 2,5mn (mL) 1.5 mn (mL) 1.0mn (mL)
Kani6paTop AHTUreH JTH y HM3bKi KOHUEeHTpauii B HaTpii-doocdaTHOMy BydepHOMY pO3UmHI,
HU3bKOro PiBHA NaN3 (<0,1 %). 1.5 mn (ml) 1.5 mn (mL) 1.5mn (mL)
Kan|6paTop_ AHTUreH JTH y BMCOKiln KOHUEeHTpaLii B HaTpin-cocdaTHoMy BycdepHOMY po3ymHi, 1,5 mn (mL) 1,5 mn (mL) 1,5 mn (mL)
BUCOKOro piBHA NaNj3 (<0,1 %).
Bydep BydepHuit posumH Tpic-HCI, NaN3 (<0,1 %). 5,5 mn (mL) 3,5 mn (mL) 2,7 mn (mL)
. Mitka ABEI 3 MOHOKNOHanbHUM aHtuTinom Ao JIH (npuénusHo 0,500 mkr/mn (ug/mL)) 3,0 mn (mL)
Mirka ABEI y 6ydepHomy posunHi Tpic-HCI, NaN; (<0,1 %). 6.5mn (mL) | 4,0mn (mL)
AHTUreH JNTH y HM3bki koHueHTpauii (30,0 Hr/mn (ng/mL)) y HaTpin-ocdaTHOMY
KoHTponb 1 6ychepHomy poauuri, NaNs (<0,1 %). 1,5 mn (mL) 1,5 mn (mL) 1,5 mn (mL)
AHTUreH JH y Bucokin koHueHTpauii (200 Hr/mn (ng/mL)) y HaTpii-cbocchaTHOMY
KoHTponb 2 6ychepHomy poauuri, NaNs (<0,1 %). 1,5 mn (mL) 1,5 mn (mL) 1,5 mn (mL)
Yci peareHT HagarTbCs B TOTOBOMY 0 BUKOPUCTaHHS CTaHi.

MonepeaxeHHs i 3acTepexeHHs

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

® Jlnwe ons NnpodpecinHOro BUKOPUCTaHHS.

® BxwuBaliTe 3BMYalHNX 3aCTepexHUX 3axopaiB, 060B’sI3KOBUX Mia Yac poboTu 3 ycima nabopaTopHUMK peareHTamm.

e Cnig yxuBaTu BiANOBIAHMX 0COBUCTUX 3aCTEPEXHUX 3ax0fiB ANs YHUKHEHHSI KOHTaKTy OyOb-sIKMX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu i JOTpUMyBaTUCS MiCLIEBMX BUMOT LLOA0 poboTw nig Yyac TecTyBaHHS.

3anopykoto OTpMMaHHSA OOCTOBIpHUX pe3ynbTaTiB € AOCKOHane BONOAIHHSA TeXHiKol aHamnidy W 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLi

YMNaKoBKW.

He BuKkopucToBYITE Habip nicnsi 3akiHYEeHHS CTPOKY NPUAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL|.

He BMKOPUCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTii abo Big Pi3HWX peareHTiB 04HOYaCHO.

YHukanTe YyTBOPEHHS MiHW B YCix peareHTax i npenaparax (3paskax, kanibparopax i KOHTPONbHMX 3pa3kax).

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

iHbikoBaHUMM Ta yTWUMi3yBaTH iX BiANOBIAHO A0 BUMOT MICLEBUX HOPM.

e |lei BUpiG MicTUTb a3ug HaTpito. A3ng HaTpito MOXe BCTYNaTu B peakLito 3i CBUHLEM YM MigHUMU enlemeHTaMu TpybonpoBogis, yTBOptoloun BUOyxoHebe3neuHi
asuau metanis. Micns ytunisauii cnig npomuTy Tpy6M BeNMKOLO KinbkKicTio Bogu, abu 3anobirt yTBopeHH!Io BigknaaeHb asuais. [logatkoy iHdopmalLiito MoXHa
3HaNTK B nacnopTax 6esneku NpoayKTy, siki HAAaTLCA Ha BUMOTY NPOMECIiiHNX KOPUCTYBaYiB.

MpumiTtka. Mpo Oyab-ski CeprosHi iHUMAEHTW, NOB’3aHi 3 NPUCTPoeM, cnif nosigomuTy komnanito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHMX NpeACTaBHYKIB, @ TAKOX KOMMETEHTHI OpraHu BaLloi KpaiHu.

NMoBoaXeHHA 3 peareHTamMun

e |1lo6 He gonycTUTU 3abpyaHEHHS, NOTPIBHO BAAraTM YACTI pyKaBuYKkK Mig Yac poboTu 3 HabopoM peareHTiB i 3paskamu. Mig yac poboTn 3 Habopom peareHTiB

cnifg 3aMiHUTY pyKaBUYKK, SIKi KOHTaKTYBanw 3i 3pa3kamu, Ha YUCTI, OCKINbKM NOTPanNsSHHA MaTepiany 3paska MoXe NnpusBecTn A0 OTPUMAaHHA HeOCTOBIPHUX

pesynbTaris.

He BukopucToByinTe fedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHOK rEPMETUYHICTIO YLLINBbHIOBaNbHOT MNiBKW, KanamyTHUMK peareHTamu, HasiBHICTIO ocagdy

B peareHTax (3a BUHATKOM MarHiTHux mikpocdep) abo Habopu, KOHTPOSbHI MOKA3HUKM SIKUX HEOAHOPAa30BO BUXOAUM 3a MEXi AONYCTMMOro Aiana3oHy. AKWo

Habip € aedekTHUM, 3BEpHITbCS A0 koMnaHii Snibe abo ii odiuiiHoro ancTpub’oTopa.

ABU YHUKHYTU BUNApOBYBaHHS PiAvHU 3 BiAKPUTMX HabopiB peareHTiB y XOMOAWMbHWKY, PEKOMEHOOBAHO 3anevartatu BigKpuTi Habopu repmeTusyoyoro

NMiBKOI, LIO NOCTa4aeTbCs pa3oM 3 YNakoBKOKW. YLUinbHIOBanbHa NiiBka € OAHOPa3oBO; [03aMOBUTU i MOxHa B KomnaHii Snibe abo ii odivinHux

anctpub’ioTopis.

I3 yacom Ha npoknagui MOXyTb HaKONU4yBaTUCS BMCOXII 3anuLIKU piavH. 3a3Buyali BOHU ABNSOTb COBOI0 COMbOBMUIA OCad i He BMNMBaOTb Ha pesynbTaT

aHaniay.

® BukopuctoByiiTe BiaKkpuTuii Gnok peareHTiB B 04HOMY aHanisaTopi.

® |HCTPYKLUIi LLOAO nepemillyBaHHA MarHiTHUX Mikpocdep HaBe4eHO B po3aini Lboro Bknaguia, NpucBsiHeHoOMy NiaroToBLi peareHTiB.

® [lopnaTkoBY iHpopMaLiito MPO NOBOMKEHHS 3 peareHTamu nig Yac BUKOPUCTaHHA CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHarnisaTtopa.

36epiraHHs Ta cTabinbHICTb

® He 3amMopoxyiiTe Onok peareHTiB.

e 36epiraiiTe Habip peareHTiB y BepTuKanbHOMY NMOMNOXeEHHI, o6 3abe3neynT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

® bepexiTb Big NPSAMUX COHSAYHMX MPOMEHIB.
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CT1abinbHicTb peareHTiB

Y HenopyLueHii ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOro TepMiHy NpUAaTHOCTI
Y BigKpWUTOMY CcTaHi npu Temnepartypi 2—-8 °C 6 TUXHIB
YcepeauHi cuctemm 4 TVXKHI

CTabinbHICTb KOHTPONbLHUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUSA 3asiBNEHOro TepMiHy npyuaaTHoCTI
Y BigkpuTOMYy cTaHi npu Temneparypi 10-30 °C 6 roavH

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

Y 3amopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micaui

KinbKicTb LMKNIB 3aMOPOXYBaHHS I PO3MOPOXKYyBaHHS He Ginblwe 3 pasiB

l 36IP | NIArOTOBKA 3PA3KIB

Tunu 3paskis

JInwe 3a3HayeHi HUXYe 3pasku NPOMLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB MpobGipku AnsA 36MpaHHsA 3pas3kiB

CupoBaTtka Mpob6ipku 6e3 foaaTkoBMX / AONOMIXKHUX peyoBUH abo NpobipkM 3 akTMBATOPOM 3ropTaHHs abo renem Ta akTuBaTopoM 3ropTaHHs

Mnasma EOTA-K2

e 3asHauyeHi TUNK 3paskiB TecTyBanucsa 3 NpobipkaMu Ans 36upaHHs 3paskis, siki 6ynu AOCTYMNHI HA PUHKY HA MOMEHT TECTYBaHHS, TOGTO Byno NPOTECTOBAHO He
BCi 4OCTYNHi NpoBipku Bif ycix BUPOBHWMKIB. CucTemMmn 36MpaHHs 3paskiB pi3HWX BUPOOHUKIB MOXYTb MICTUTW Pi3Hi MaTepianu, Ski B Aeskux BUNagKkax MOXyTb
BMAMBATK Ha pe3ynbTaTtu TecTiB. Mg Yac BUKOpUCTaHHS Npobipok Ans 36upaHHsa 3paskiB crig HEYXMIbHO AOTPUMYBATUCS BKa3iBOK BUPOOHWMKIB NpoBipok.

CraH 3pa3kiB

® He BMKOpPUCTOBYWTE NpenapaTtu 3 TennoBO iHaKTMBaLi€o, HAAMIPHO remMoni3oBaHi 3pa3ku, 3paskv 3 HaAMIPHOI rinepninigemieto Ta 3paskn, AKi MaloTb ABHI
03Haku MiKkpoBGHOro 3abpyaHEHHS.

e [lepL HiXX NoYMHATK LeHTpUdyryBaHHs, NnepekoHanTecs, Lo npouec koarynsuii B cupoBaTLi NOBHICTIO 3aBepLumnBCs. [lesiki 3pa3ku cupoBaTtku, 0cOBnMBO B3STI
B NaLieHTIB, L0 MPUAMAaOTb aHTUKOarynsHtT1 abo TpomboniTuku, MoxyTe notpebysatu Ginblue yacy AnsA koarynsuii. AKwo novaty LeHTpudyryBaHHs [0
NOBHOI Koarynsuii, NPUCYTHICTb (iBpUHY B 3pa3ky cMpoBaTKv MOXe NPU3BECTU A0 OTPUMAHHSA XMOHUX pe3ynbTariB.

e 3pasku He MatoTb MiCTUTK PiGpUH abo iHWI TBEPAI AOMILLKM.

® BukopucToByiiTe of4HOPa3oBi NiNeTky abo KiHYMKM NINETOK, WG YHUKHYTU NePEXPECHOro 3abpyAHEHHS.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNepen novaTkom aHanidy niHy cnig BMAanuTh 3a oMomoroto nabopaTopHoi nanuuyku. BukopuctoByinte
NS KOXHOO 3paskKy HOBY Nanuyky, abv YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemilyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3nNTU. PeTenbHO nepemiluante po3mMOpoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
WBMAKOCTI abo Wwnsaxom obGepexHoro nepeBepTaHHsA. BukoHanTe BidyanbHWA KOHTPOSb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii uM poslapyBaHHs
nepemillante 3pasku, JOKN BOHW He CTaHyTb BidyaribHO OAHOPIAHUMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HEAOCTOBIPHUMMU.

e 3pasku He NOBUHHI MICTUTK DIBPUH, epUTPOLIMTI 1 iHLWLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAAKTb Ll YMOBI, 3aaTHi 3a6e3neunTn HaginHi pedynstaTtu; nepes
TEeCTyBaHHSAM ixX HeOOXigHO LeHTpudyryBaTi. OuneHnin 3pasok Crig NepeHecTy Ao BCTaBKM A5 3pa3kiB abo B 4ONOMiKHY NPoBGipKy Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHSA LIeHTPUdYroBaHNX 3paskiB i3 NinigH1MM LLapoM NepeHocuTH chig nuLie oYuLLeHni 3pa3ok 6e3 ninemiyHoro maTepiany.

e O6’em 3paska, NOTPiGHMIA ANt 0QHOPA30BOro BU3HAYEHHS B LIbOMY TECTi, CTaHOBUTb 80 Mk (uL).

36epiraHHA 3pa3kiB

3pasku, oumLLeHi Bia po3aintoBaya, epuTpoLnTIB | 3rycTKiB, MOXyTb 36epiratucsa fo 8 roamH npu Temnepatypi 10-30 °C, go 14 gHie npu Temnepatypi 2-8 °C abo

0o 12 micauiB y 3amopoxeHoMy cTaHi npu Temnepatypi —20°C. 3amMopoxeHi 3pa3ku npuaaTtHi 4O BUKOPUCTAHHS, SIKWO BOHMW 3a3Hanu He Ginblue 2 uuknis

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka ¥ MapKyBaHHSA 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHMX 3paskiB Ta
iHDiKOBaHNX PEYOBUH.

e [lepeBuLlyBaTh HaBeAeH  BULLe 0OMexXeHHs LWoao 36epiraHHs 3ab0poHEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y sKux KoHueHTpauis JIH BuxoguTb 3a Mexi Aiana3oHy aHamniTM4HOro BUMIPIOBAHHS, MOXHa PO3BECTW, BMKOPUCTOBYHOUM NpoLieaypy Py4HOro
posBeaeHHs. PekomeHaoBaHa nponopuis po3eeaeHHs ctaHoBuTb 1:5. KoHueHTpaLis po3seaeHoro 3paska mae nepesulyat 200 Hr/mn (ng/mL).

e [N po3BefEHHsI BPYYHY NOTPIBHO MOMHOXUTY pe3ynbTaT Ha KoediLieHT pO3BEAEHHS.

e BukopucTtoByiiTe BifnoBigHi po3spigxysayi abo 3BepHITLCA 40 KoMnaHii Snibe 3a koHCynbTauielo nepes BUKOHAHHAM PO3BELAEHHS BPYYHY.

H NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha naminiH (IXJTA), eTrkeTku 3i LUTPMX-KOAAMU KOHTPOMbHMX 3pa3kiB.

Heob6xigHi maTepianu, Aiki He BXOAATb A0 KOMNJIEKTY NOocTayaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

e [IOBHICTIO @aBTOMAaTUYHUI XEMiMOMIHECLIEHTHUIA iMyHOoaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X 3, MAGLUMI X6 a6o iHTerpoBaHa cuctema Biolumi 8000, Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIOHI ANs 3a3HavYeHnX BULLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIOBY
npoby, HaKOHEYHWK i peakLiiHy BCTaBky. [lepenik KOHKPETHUX akcecyapiB i XapaKTepuCTVKN akcecyapiB Ans KOXHOI Mogeni MOoXHa 3HalTu B iHCTPYKLii 3
BMKOPUCTaHHS BigMoBIigHOro aHanisaTopa.

e [1nsi OTPUMaHHsI JOCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MiproToBka peareHTiB

® BuTArHiTb Habip peareHTiB i3 ynakoBku 1 OrnsiHbTE BiACikM Goka peareHTiB i 30kpeMa YLUiNbHIOBanbHy NiiBKy Ha HAsiBHICTb BUTOKIB. SKLLO O3HaK BUTOKIB He
BUSIBNEHO, 06EPEeXHO 3HIMITb YLLiNbHIOBANbHY NMiBKY.

® BigkpuiiTe ABepusiTa 30HM peareHTiB; TpUManTe pyuyky Habopy Takum uymHoM, wWwob6 RFID-mitka 6yna nopyy i3 uyTnuBoo 30HO ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema noaacTb 3BYKOBUI CUrHan; OAWH 3BYKOBUIA CUrHamn 03Havae, Lo peareHT YCrilHO po3ni3HaHo.

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

* [lepeBipTe, 41 NpaBuUnbHO BifobpaxaeTbes iHpopMaLlis NPo peareHT y NporpaMHOMy iHTepdeNCi; KO Lie He Tak, MOBTOPIThb ABa 3a3HaYeHi BULLE KPOKM.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BigbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepeq BUKOPUCTAHHSM.

KanibpyBaHHsi aHani3y

® BubepiTb TecT Ans kanibpyBaHHsi Ta BMKOHaWTe onepauilo kanibpyBaHHA Ha ekpaHi 30HM peareHTiB. [loknagHily iHbopMaLiio Npo BNOpsAKyBaHHS AaHUX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO PO3Aini iHCTPYKLIi 3 BUKOPUCTaHHS aHanisaTopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 4OTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaguLui.

KoHTponb skocTi

e Y pasi BUKOPUCTaHHSI HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOIO SKOCTI.

® BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMNOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [loknagHiwy iHopmauito npo
BMOpAAKYBaHHS 3pa3kiB AN KOHTPOSO AKOCTi AMB. Y NPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTopa.
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TecTyBaHHs 3paskiB

e [licns ycnilwHOro 3aBaHTaXKeHHs1 3pa3ka BMOepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb mapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHSA. [loknagHiwy iHdopMaLito Npo BNOpsSAKYBaHHSA B3STUX Y NalieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSIAKYBAHHIO NpenapartiB po3aini iHCTpyKLuii 3
BMKOPUCTaHHS aHanisaTopa.

[Ins oTpUMaHHS MakcumarnbHO epekTUBHUX pe3ynbTaTiB NOTPIOHO TOYHO AOTPUMYBATUCH IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.

Kani6pyBaHHs

BioctexeHHs: uen meTog 6yno cTaH4apTU30BaHO LUMISIXOM MOPIBHSHHSA 3 PEYOBMHOM, LLIO BMKOPUCTOBYETbCA komnaHieto SNIBE ans BHYTPILWHBLOrO KOHTPOMHO

AKOCTI.

3acTocyBaHHsA cneuianbHO NpusHaveHux kanibpaTopiB 4ae 3Mory ckopuryBaTtu peepeHcHy KpuBy 3a JONOMOro 3adhikcoBaHMX 3HAaYeHb BiHOCHUX CBITIIOBUX

oauHuupe (BCO).

[MoBTOpHE kanibpyBaHHA pekoMeHgoBaHe:

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

® KOXHi 28 gHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

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

KoHTponb sikocTi

[nsi BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTi A4S LIbOro TECTY PEKOMEHA0BaHO BUKOPUCTOBYBATU KOHTPOSbHI 3pasku; Ans nepeBipku edpeKTUBHOCTI TECTIB KOHTPOIb

cnig NpoBOAMTM 3 OOHWUM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii WoAOo KOHTPOMK SIKOCTI MOXHa 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | naGopaTopHux cTaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwmx'0.

KoHTponb SKoCTi pekoMeHA0BaHO NPOBOAUTY OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOramm MiCLLeBrX HOpM, BUMOraMmu cepTudikauii Ta npoueaypamu

KOHTPOStO SIKOCTi Bawwoi nabopaTopii. KoHTponb SKocTi MOXHa 34icHIOBaTU B XO4i NPOBEAEHHS aHarni3y Ha namiHiH:

® nicns KOXHOro kanibpyeaHHs Habopy;

e y pasi nepexoay Ha HOBY napTito cTapTepiB 1+2 abo KOHLEHTpATY AN NPOMMUBAHHS.

KoHTponbHi 3pasku npuaHayeHi nuwe ana cuctem MAGLUMI Ta Biolumi BUkopucToBytTbCS NnLLE 3 BiANOBIAHUMMW peareHTamu, WO MatkTb Taki cami BEpXHi CiM

umndp Homepa MAPTIN. KoxeH LinboBuii NokasHuK i Aiana3oH HaBeaeHo Ha eTUKeTLi.

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

BMKOPUCTOBYBAHUX MaTepiarnisB KOHTPOIO AKOCTI.

KOHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAWH i3 KOHTPOSIbHUX NOKa3HWKIB BUXOAMTb 32 MEXi BCTaHOBMEHOrO Aiana3soHy,

cnig BUKOHaTW NOBTOPHE kanibpyBaHHsA Ta NOBTOPHE TECTYBaHHA KOHTPOMbHMX 3pas3kiB. FAKLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHIi Nicnsa ycrilHOro kaniopyBaHHs,

cTabinbHO BUXOASATL 38 MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLieHTIB He cnig AOKYMEHTYBATW; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNNVB TepMiH NpUAATHOCTI MaTepianis;

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

® yNEeBHUTUCS, LLO TECT 34iNCHIOBABCSA i3 AOTPUMAHHSM iHCTPYKUIW, HaBeAeHMX Ha BKNAAULLI yNakoBKu;

® 3a noTpebu 3BepHYTUCS Mo AonomMory Ao komnaHii Snibe abo ii odiliiHux ancTpun6’loTopis.

FAKLLO KOHTPOMbHMX 3paskiB y Habopi HeJOCTaTHLO A BUKOPUCTaHHS, 3aMOBRsANTe AoaaTkosi kKoHTponi namiiHy (IXJTA) (REF: 160201462MT) y komnaHii Snibe

abo i odiLinHMX gnucTpunb’oTopis.

H PE3YINILTATU

Po3paxyHok

AHaniszaTtop aBTOMaTM4HO pO3paxoBye KoHLUeHTpauito JIH y KoxHOMy 3pa3Ky Ha OCHOBI kanibpyBambHOi KpuBOi, sika OydyeTbCs 3a MeTOAOM 2-TOYKOBOrO

kanibpyBaHHs pedpepeHcHoi kpuBoi. OpguHuLelo BuMipoBaHHS € Hr/mn (ng/mL). Joknagiwy iHdopmalilo MOXHa 3HaWTW B IHCTPYKUii 3 BMKOPWUCTaHHS

aHanisaTopa.

IHTepnpeTauis pe3ynbTaTiB

Micns obcTexeHHs 559 kniHiYHO 3a0poBuKX ocib y Kutai 6yno B13HauyeHo AOnyCTUMI HOPMUW ANt aHanisy Ha NaMiHiH, 3HaYEeHHS SIKUX HaBEeAEHO HMXKYe:

<50,0 Hr/mn (ng/mL) (95 nepueHTUnb).

MoxnuBi po36ixXHOCTi B pesynbTatax pisHux nabopatopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKnaji nonynsiuii Ta meTogunkax AoCniaxeHHs. PekomeHgoBaHo B

KOXHi nabopaTtopii BU3Ha4MT1 BNacHuii pedepeHTHUIN iHTepBan.

ll OBMEXEHHA

e PesynbTaTu TECTy Cnig po3rnagaTt B KOHTEKCTI icTopii XBOPOOU, AaHWX KNiHIYHOro 06CTEeXEHHS NauieHTa 1 iHLWWX OaHUX.

e Akuwo pesynbTaTy aHanisy Ha JIH He BignosigaoTb KMiHIMHUM AaHnM, ANs iX NiaTBepOXeHHS HeobXiAHO BUKOHATV AOAATKOBE TECTYBaHHS.

e 3pasku, OTPMMaHI BiA NauieHTiB, AKki npuiiMany npenapaTti MULLIAYMX MOHOKOHAMbHUX @HTUTIN i3 METOIO AiarHOCTVKM YK MiKyBaHHS, MOXYTb MiCTUTW MIOACHKI
aHTUMUWwadi aHtutina (HAMA). Y pasi TecTyBaHHSI Takux 3paskiB i3 BUKOPUCTaHHAM HabOpiB AN aHaniay, Lo MICTATb MULIAyi MOHOKMOHanbHI aHTWTINa,
MOXHa OTpUMaTH XMBHO NiaBuLLEHT 860 3HWKeHI pedynbTatn'’ 12, [1ns BU3Ha4YeHHN AiarHo3y Moxe 3HagobuTucs gogaTkosa iHgopmais.

e [eTepodinbHi aHTUTINA B CMPOBATLi KPOBI NOAVHU MOXYTb BCTYNaT B peakuilo 3 iMyHOrnobyniHaMmu peareHTiB, BNNMBaOYM Ha pe3ynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, SiKi perynsipHo KOHTaKTyTb i3 TBapuHaMmu abo npoaykTamu cMpoBaTKW KPOBI TBAPUH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CriocTepiraTucs aHoMmarnbHi MokasHMKK'3,

e BakTepianbHe 3apaxeHHs abo TennoBa iHaKTUBaLUisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTu OCNIOKEHHS.

H CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubOMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCTUKL. PedynbTati, oTpyMaHi pisHMMy nabopaTtopisMu, MOXyTb BiOpi3HATUCS.

TouHicTb

TouHicTb BU3Havanacs 3a JONOMOro TecTy, npenaparTiB i KOHTPONbHUX 3pa3kiB 3a NpoTokonoM (EP05-A3) IHCTUTYTY kniHiYHUX | nabopaTopHWx cTaHaapTiB: y

OBOX OKpPeMUX napanenbHUX BUNPOOYBaHHAX LLOAHS NPOTAroM 5 AHIB y TPbOX Pi3HMX LEHTpax i3 BUKOPUCTaAHHAM TpbOX napTii HabopiB peareHTiB (n = 180).

Byno oTpumaHo 3a3HaueHi HKYe pesynbTaTti.

CepeaHe, Y mexax BunpobyBaHHs Mix Bunpo6yBaHHAMMN BiaTBoptoBaHicTb
3pasok Hr/mn (ng/mL CraHg. Bigx., CraHg. Bigx., CraHga. Bigx.,

(n =(1gO) ) Hr/mn (ng/mL) % Koed. sap. Hr/mn (ng/mL) % Koedp. Bap. Hr/mn (ng/mL) % Koedp. Bap.
Myn i3 cuposatkoto 1 50,833 1,336 2,63 0,829 1,63 2,478 4,87
Myn i3 cuposaTkoto 2 197,047 5,561 2,82 1,807 0,92 7,142 3,62
Myn i3 cuposaTtkoto 3 810,639 13,553 1,67 3,918 0,48 18,181 2,24
Myn i3 nnasmoto 1 47,454 1,563 3,29 0,604 1,27 2,180 4,59
Myn i3 nnasmoto 2 198,848 5,325 2,68 1,949 0,98 7,708 3,88
Myn i3 nnasmoto 3 783,637 12,530 1,60 7,042 0,90 21,893 2,79
KoHTponb 1 30,853 0,790 2,56 0,432 1,40 1,202 3,90
KoHTponb 2 198,413 2,967 1,50 1,569 0,79 5,812 2,93

[iana3oH niHinHocTi

5,00—1000 Hr/mn (ng/mL) (BU3Ha4aETLCA 3@ MEXEO KiNIbKICHOT OLiHKM Ta MakcuMyMoM pechepeHCHOI KpUBOT).

IHTepBan peecTtpauii

3,00-5000 Hr/gn (ng/mL) (BM3Ha4aeTbCA 3a MeXek BUSIBIEHHS Ta MaKCUMYyMOM pedepeHCHOI KpUBOI, MOMHOXEHUM Ha peKoMeHOOoBaHy MponopLito
po3BeAeHHS).

AHaniTuyHa yyTnUuBIiCcTb

Mexa xonoctoi npo6u = 1,00 Hr/mn (ng/mL).

Mexa BusiBnenHs = 3,00 Hr/mn (ng/mL).

Mexa kinbkicHoi ouiHku = 5,00 Hr/mn (ng/mL).
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AHaniTn4yHa cneuudivHicTb

IHTepdepeHLin

IHTepdepeHLis BU3Havanacs 3a JONOMOro TecTy; 40 TPbOX 3paskiB i3 Pi3HOI0 KOHLEHTPAaL|ielo aHanisaoBaHOro KOMNOHEHTa 40A4aBanvcst Pe4OBMHK, MOTEHLIHO 3AaTHI
CNPUYMHUTM eHaoreHHy abo ek3oreHHy iHTepdepeHLuito, 3a npoTtokonom (EP7-A2) IHctutyTy kniHiHuX i nabopatopHux ctaHgapTis (Clinical and Laboratory Standards
Institute, CLSI). Moxubka BUMIpIB AnNst peHOBMH, 3AaTHUX CNIPUYUHUTY iHTepdbepeHLito, He nepesuLuye +10 %. Byno oTpymaHo 3a3HayeHi HKYe pesynbTaTu.

IHTepdepeHLUin Makc. piBeHb BigCyTHOCTi BNNUBY IHTepdepeHuin Makc. piBeHb BigCyTHOCTi BNNUBY
Binipy6iH 20 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

"emorno6iH 1000 mr/an (mg/dL) 3aranbHuii 6inok 10 r/gn (g/dL)

IHTpaninig 3000 mr/gn (mg/dL) EOTA-K2 22,75 mkmonb/mn (pmol/mL)
Tioacbki aHTUMKWaYi aHTuTina (HAMA) 40 Hr/mn (ng/mL) .

PeBMaToiannit akTop 2000 MO/mn (IU/mL) biotuk 0.5 mrian (mg/dL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTUBHICTb BM3HaYanacs 3a 4ONOMOrol TECTY; 40 TPbOX 3pas3kiB i3 Pi3HOK KOHLEHTpaLie aHanizaoBaHOro KOMMNOHEHTa Ao4aBaBCcs NOTEHLUiNHWIA
nepexpecHuii peareHT 3a npotokonom (EP7-A2) IHCTUTYTY KkniHiYHUX i nabopaTopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB AN PEYOBUH, 34aTHUX CPUMUHUTY iHTepdepeHLito, He nepeBuLlye £10 %. Byno oTpMmaHo 3a3HayeHi HxYe pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BigCyTHOCTi BNNUBY MepexpecHui peareHT Makc. piBeHb BiACyTHOCTi BNIUBY
lanypoHoBa kucnota 2000 Hr/mn (ng/mL) KonareH Il Tuny 500 Hr/mn (ng/mL)

N-kiHUeBWI nenTug npokonareHy Il Tuny 2000 Hr/mn (ng/mL) Konare Il Tuny 800 Hr/mn (ng/mL)

KonareH | Tuny 200 Hr/mn (ng/mL) KonareH IV Tuny 1000 Hr/mn (ng/mL)

NMoHappo30BUIA «xyk»-echeKT y BUNaaKy BUCOKUX KOHLEHTpaLii

B aHanizax He cnocTtepiraBcs NOHaAO030BUIA «XyKk»-edeKT Y Bunagky koHueHTpauin JIH go 20 000 Hr/mn (ng/mL).

MopiBHAHHA MeTOANK

MopiBHAHHSA aHanidy Ha NamiHiH 3 iHWKWM iIMyHONOrYHUM aHani3oM cepinHOro BUPOGHMLITBa NPOAEMOHCTPYBAno Taky Kopensuito (y Hr/mn (ng/mL)):

KinbkicTb npoTecTtoBaHux 3paskis: 119

MopiBHsAHHS meTogom [MaciHra — Babnoka: 5’=0,9962x+0,0496, 7=0,983.

KoHueHTpauia B KniHiYHMX 3pa3kax ctaHoBuna Big 5,296 oo 985,869 Hr/mn (ng/mL).
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( ( MapkyBaHHsi CE 3HakK BiANOBIAHOCTI TEXHIYHUM pernameHTam

MAGLUMI® Ta Biolumi® € TOproBumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBIAHUM BRacHMKam.
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[aTa ocTaHHbLOro nepernsagy IHCTPYKLIT i3 3acTocyBaHHS: KBiTeHb 2022 poky

462 LN-IFU-uk-IVDD, V2.1, 2022-04 5/5





