IHCTpYKLif i3 3acTOCcyBaHHSA

Snibe

Diagnostic

130253002M: 100 TecTiB y Habopi
130653002M: 50 TecTiB y Habopi
130753002M: 30 TecTiB y Habopi

REF

|3
MAGLUMI® 3aranbHun T4 (IXJ1A)

H NPU3HAYEHHSA

Habip aae amory BUKOHYBaTW iMyHOXEMINMIOMIHECLEHTHUI aHani3 in vitro Ans BU3HAa4YeHHs! KiNbKiCHOrO BMICTY 3aranbHOro TMPOKCUHY (3aranbHoro T4) y cupoBsartui
Ta nnasmi KpoBi NOAMHM 3a AOMOMOrOK MOBHICTIO aBTOMATUYHOMO XeMintoMiHeCcLeHTHOro iMyHoaHanisatopa cepii MAGLUMI # iHTerpoBaHoi cuctemu cepii
Biolumi; Takox uel aHani3 BUKOPUCTOBYETLCS SK JOMOMIDKHUWIA 3acib AiarHOCTUKM Ta NiKyBaHHsi 3aXBOPIOBaHb LLMTONOAIGHOT 3anosu.

i cTucnui onuc

FopMOHM WKTONOAIBGHOT 3an03M BUAINSAITLCS WUTONOAIGHO 3an030to, sika BUPOGIsSie Ta BUBINbHSAE B KPOB NPUHAAMHI ABa MNOTY)XXHi FOPMOHU — TUPOKCUH (T4) i
TpuoaTUPOHIH (T3)!, i Bigirpae knNOYOBY ponb B E€HOOKPWHHIA CUCTEMI MIOAWMHM, Kepylouu 3aranbHUM OOMIHOM PEYOBWMH OpraHiamy, CUHTE30M Ginkis,
BYrNeBOAHMM i XMPOBUM OOMiIHOM, PO3BUTKOM HEPBOBOI CUCTEMM, HOPMarbHUM POCTOM i PO3BUTKOM KICTOK, @ TakoX (PyHKLisiMW1 cepLeBO-CyaNHHOI CUCTEMU Ta
HUpOK2. TUpOKCcUH (T4) € OCHOBHVMM rOPMOHOM LLMTONOAIGHOT 3a103u. Becb TMPOKCUH B OpraHiaMi BUpPOGNAETbCS WMTONOAiIGHO 3ar030t0; Ha BiAMIHY Bif HbOTO,
nuwe npubnusHo 20 % TpuNoaTUPOHiHY (T3) B opraHiami BUpobnseTbes wmTonoaibHo 3ano3oto, a binbLia yacTka T3 B KpOBi yTBOPIOETLCA Nif AiEto (epMeHTIB
y TKaHWMHax iHLWWUX OpraHiB LUNSAXoM 5-MoHoaeronyBaHHs TUPOKCUHY3-S. 99,97 % TupokcuHy (T4) B opraHiami 3B’s3aHO Ginkamu nnas3mu, y nepiuy 4epry
TUPOKCUH-3B'A3yBanbHUM rnobyniHom TBG (60-75 %), a Takox TpaHcTupeTuHom (TTP)/ npeans6ymiHom (T3MA) (15-30 %)8 7. BupaxeHui rineptupeos
XapaKTepu3yeTbCa HW3bKOK KOHUeHTpauieto TTI y cupoBaTui KpoBi Ta NiABWLLEHOK KOHLEHTpauield B CuUpoBaTLi FOPMOHIB LUMTONOAIGHOI 3ano3u —
TUPOKCUHY (T4), TPUNOATUPOHIHY (T3) Ym 060X UMX PEeYOBUH; CYOKMiHIYHWIA rinepTMpeo3 xapakTepu3yeTbCA HU3bKOKW KOHLeHTpauieo TTI, ane HopmanbHOK
KoHUeHTpauieto T4 Ta T3 B cupoBsaTui kpoBi®. Lleit aHania Moxe Takox GyTv KOPUCHWM ANS OLiHKM e(DeKTUBHOCTI NMEBOTUPOKCUHY B pasi MOPYLUEHHS CXeMu
npuiomy Ta NPOTSroM NEPLUMX MiCSLB NiKyBaHHS NALEHTIB i3 XPOHIYHUM TSBKKMM TiNOTUPEeOo3om*.

0 NPMHUMN Qi TECTY

KOHKypeHTHUIA iMyHOXEeMINoMiHECLIEHTHWUIA aHania.

3pa3sok, 3amicHui po3unH 3 NaOH, mitka ABEI 3 aHTuTinom go T4, OydepHuit po3dmH 3 ANS Ta MarHiTHi Mikpocdepw, BKpUTI aHTUreHoM T4, peTenbHO
nepeMilLyloTbCs 1 iHKyOyloTbCsl. T4, Ak BUBINbHAETLCA 3i 3B’3yBanbHMX BinkiB y 3pasky cupoBaTkv um nnasmu kposi mig agieto ANS ta NaOH, koHkypye 3
aHTureHom T4, 3axonneHum MarHiTHUMKM Mikpocdepamu, 3a 3B’sA3yBaHHsl aHTWUTIN Ao T4 3 miTkoo ABEI, yTBOptotoumn imyHokomnnekcu. Micna ocagkeHHs B
MarHiTHOMy Mofi 3NMBaeTbCA CynepHaTaHT | BUKOHYETLCS LMK BigMMBaHHS. [icns uboro Aopatotbea ctaptepu 1 2 gna 3anycky XxeMintoMiHECLIEHTHOI peakLii.
IHTEHCMBHICTb CBITNOBOrO CUrHany BUMIPHOETLCSH HOTOENEKTPOHHUM MOMHOXYBayYeM Yy BiAHOCHMX CBiTnoBux oamHuusax (BCO) i e obepHeHo nponopuiiHoo Ao
KOHUeHTpauii 3aransHoro T4 B 3pasky.

l PEATEHTU

Cknapg Habopy

100 TectiBy | 50 TecTiBy 30 TecTiBY

KomnoHeHTn Onwuc - - K
Habopi Habopi Habopi

MarHiTHi MarHiTHi mikpocdpepu, BKpUTi KOH'loroBaHUm aHTureHoMm T4 (npubnusHo 5,00 mkr/mn
mikpoccdepu (nMg/mL)), y HaTpin-cpoccaTHoMy BycdepHomy po3umHi, NaN3 (<0,1 %). 2,5 mn (ml) 1,5 mn (mL) 1,0 mn (mL)
Kan|6paTop. AHTUreH T4 B HU3bKI KOHLEHTpaLi, 6u4aumnii cupoBaTKkoBUi anbbyMmiH, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HU3bKOrO PiBHA NaNj3; (<0,1 %).
Kani6partop AHTUreH T4 y BUCOKi KOHLeHTpaLii, Griaymnii cupoBaTKoBUiA anbbyMmiH,

BUCOKOIO PiBHSA

NaN; (<0,1 %).

1,0 mn (mL

3amicHui po3yunH

NaOH (0,4 %).

2,0 mn (mL

Bydep

ANS, Hatpin-cdocdaTHuin 6ydepHuin posuuH, NaN3 (<0,1 %).

(mL)

(mL)

3,9 mn (mL)

Mitka ABEI 3 aHTuTinom go T4 (npubnuaxo 0,313 mkr/mn (ug/mL)) y 6ydepHomy (mL)

MiTtka ABEI po3unHi Tpic-HCI, NaNs (<0,1 %). 6,5 mn (mL 4,0 mn (mL 3,0 mn (mL
AHTUreH T4 B HM3bKi KoHUeHTpauii (7,00 mkr/gn (ug/dL)), Gudaunii cupoBaTKOBUIA

KoHTponb 1 anbBymin, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

KoHTpon 2 AHTUreH T4 y BuCOKil KoHUeHTpaUii (14,0 mkr/an (ug/dL)), Gryaunii cupoBaTKOBMIA 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

anbbymiH, NaN3 (<0,1 %).

Yci peareHTV HafalTbCS B rOTOBOMY 40 BUKOPUCTAHHSA CTaHi.

MonepeaeHHA i 3acTepexxeHHsA

e [lpu3HaveHo Ang AiarHoCTuKK in vitro.

® Jlywe ons NnpodpecinHOro BUKOPUCTaHHS.

e Cnig yxuBaTy BiANOBIAHMX OCOBUCTUX 3aCTEPEXHUX 3ax0fiB ANA YHUKHEHHSI KOHTaKTy Oyab-sIKMX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU
3paskamu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LLOAO0 poBOTH Nif Yac TECTYBaHHS.

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

3anopykoto OTpMMaHHA OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHSA TeXHiKol aHamnisy W 4iTke AOTPUMAaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLi

YNaKoBKW.

He BukopucToByinTe Habip nicns 3akiH4eHHs1 CTPOKY NPMAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTH 3 Pi3HUX NapTi abo Bif, Pi3HWMX peareHTiB 0QHOYACHO.

YHukaniTe yTBOPEHHS MiHW B yCix peareHTax i npenaparax (3paskax, kanibparopax i KOHTPOSIbHMX 3pa3kax).

Yci Bigxoan GionoriyHnx 3paskis, GionoriyHnx peareHTiB i BUTPATHUX MaTepianis, L0 BUKOPUCTOBYIOTLCS A5 MPOBEAEHHS TECTY, CNif BBAXaTW MOTEHLINHO

iHchikoBaHMMM 11 yTURi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Lleit BUpi6 MiCTUTb a3ng HaTpito. A3ua HaTPilo MOXe BCTyNaTu B peakLito 3i CBUHLIEM Y1 MiOHUMK enemMeHTamm TpybonpoBogis, yTBOpiotoyM BUbyxoHebeaneyHi
asunam metanis. MNicnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio Boaw, aby 3anobirtn yTBOpeHHIo BiaknaaeHb asuais. JogaTkoBy iHopmaLito MOXHa
3HaNTK B nacnopTax 6e3neku NpoayKTy, siki HaAalTLCA Ha BUMOTY NPOMECIiAHNX KOPUCTYBaYiB.

Mpumitka. Mpo Oyab-ski ceprosHi iHUMAEHTW, NOB’3aHi 3 NpUCTPoeM, cnif nosigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

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

MoBopaXXeHHs 3 peareHTamMu

e [llo6 He ponycTuTK 3abpyaHeHHs, NOTPIBHO BAAraTM YUCTi pykaBUYKKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. [ig yac po6oTn 3 Habopom peareHTiB
cnif 3aMiHUTU pyKaBWUYKK, SIKi KOHTaKTyBanu 3i 3paskamu, Ha YUCTi, OCKINbKM NOTpannsaHHA MaTepiany 3paska MoXxe NpusBecT 40 OTPUMaHHSA HeJOCTOBIPHUX
pesynbTartiB.

e He BukopucTtoByiTe aedekTHi Habopu, 30kpeMa Habopwu 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBANbLHOI NNIBKW, KanaMyTHUMU peareHTaMu, HasiBHICTIO ocagy
B peareHTax (3a BUHSITKOM MarHiTHux mikpocdep) abo Habopu, KOHTPOMbHI NOKA3HWKN SIKUX HEOAHOPA30BO BUXOAMUIM 3@ MeXi AONYCTMMOrO Aiana3oHy. AKLo
Habip € nedekTHUM, 3BepHITbCS A0 komnaHii Snibe abo ii ogiuiiHoro ancTpub’toTopa.

e AOW YHUKHYTM BMNApoOBYBaHHSA PiAVHW 3 BiOKPUTMX HabOpIB peareHTiB y XONOAMNbHWKY, PEeKOMEHAOBaHO 3anevyartaTy BigkpuTi Habopu repmeTnsyroyo
NMiBKOM, WO MOCTAYaETbCA pPasoM 3 YNakoBKOKW. YLUinbHIOBanNbHa MniBka € OA4HOPa3oBOH; [03aMOBWUTK ii MOxHa B komnaHii Snibe abo ii odivinHux
anctpud’oTopis.

e |3 yacom Ha Npoknaaui MOXyTb HaKOMUYyBaTUCS BUCOXMi 3anuULKK pigvH. 3a3Buyali BOHU SBNSOTb COBOK CONMbOBWUIA Ocad i He BNMBaKTb Ha pesynbTaTt
aHaniay.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e BukopucTtoByiiTe BigKputuiA 6ok peareHTiB B OQHOMY aHanisaTopi.

® |HCTPYKLUIi LLIOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHo B pO3Aini Lboro Bknaauvwia, NpucBsYeHOMy NiaroToBLi peareHTiB.

® [lopaTkoBYy iHpbOpMaLiito MPO NOBOMKEHHSA 3 peareHTamu nif Yac BUKOPUCTAHHS CUCTeMW HaBedeHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanizaTopa.
36epiraHHA Ta cTabinbHicTb

e He 3amopoxyiiTe 6110k peareHTiB.

e 36epiranTe Habip peareHTiB y BEpTMKanbHOMY MOMOXeEHHI, Wo6 3abe3neunTy NoBHY AOCTYMNHICTb MarHiTHUX Mikpocdep.

® BepexiTb Bif NPAMUX COHAYHUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3a8BNeHOro TepMiHy NpuaaTHOCTI
Y BigKkpuUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TxHIB
YcepeguHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbHUX 3pa3KiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3a8BNeHOoro TepMiHy NpuaaTHOCTI
Y BigkpuToMy cTaHi npu Temnepatypi 10-30 °C 6 roguH

Y BigkpuTOMY CcTaHi npu Temnepatypi 2—-8 °C 6 TWKHIB

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

KinbkicTb UMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS He Ginbwe 3 pasiB

il 36IP | NIAFOTOBKA 3PA3KIB
Tunu 3pa3skiB
JInwe 3a3HayeHi Hx4Ye 3pasku NPoMLLIM BUNPODOYBaHHSA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB Mpo6Gipku ansa 36MpaHHsA 3pa3kiB
CupoBaTtka MpoGipku 6e3 foaaTkoBMX / AONOMiKHMX peYoBMH abo NPoBipkK 3 aKTMBATOPOM 3ropTaHHs abo renem Ta akTMBaTOPOM 3ropTaHHs
Mnasma EOTA-K2

e 3asHaueHi TMnNu 3paskiB TecTyBanucs 3 npobipkamu Ansi 36MpaHHsa 3paskiB, siki Oyny AOCTYMNHI HAa PUHKY HA MOMEHT TeCTyBaHHs1, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHI Npobipku Bif ycix BUpOBHWMKIB. CucteMun 36MpaHHsa 3paskiB pisHUX BUPOBHUKIB MOXYTb MICTUTM Pi3Hi MaTtepianu, ski B AKX BUNaAKaxX MOXYTb
BMNMBAaTK Ha pe3ynbTaTtu TecTiB. Mig Yac BUKOpUCTaHHsSI Npobipok Ans 36upaHHs 3paskiB cnig HeyXubHO 4OTPUMYBaTUCS BKa3iBOK BUPOOHWMKIB NPOBipok.

CTaH 3pa3kiB

® He BMKOPWCTOBYINTE HagMipHO reMoni3oBaHi 3pa3ku, 3pa3ku 3 HaAMIpHOLO rinepninigemieto Ta 3pasku, siki MatoTb SIBHIi 03HaKu MiKpOOGHOro 3abpyaHEHHS.

e [lepL HiXX NOYMHATU LEHTPUDYTYBaHHS, NEPEKOHaMTECS, L0 NpoLiec Koarynsuii B cMpoBaTLi NOBHICTO 3aBepLumBes. [eski 3pasku cMpoBaTku, 0cobMBO B3ATI
B MauieHTiB, WO NpUiAMaloTb aHTMKoarynsHTM abo TpoMOboniTMkM, MoXyTb noTpebyBaTtu Ginblue Yacy ans koarynsuii. AKWOo noyatn UeHTpudyryBaHHs 4o
MOBHOI Koarynsuii, NpUcyTHICTb ibprHY B 3pa3ky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMBHMX pe3ynbTaTiB.

e 3pasku He MatoTb MICTUTU hiGpuH abo iHWI TBEPAi OMILLKM.

e BukopuctoByiiTe of4HOPa30Bi NineTkv abo KiHYMKKM NINEeTOK, Wo6 YHUKHYTVU NepexpecHoro 3abpyaHeHHS.

MiarotroBka Ao aHanisy

® Yci 3pa3kn NoTpibHO NepeBipATM Ha HasBHICTb NiHW. MNepead novaTkom aHanidy niHy Cnig BMAanuTh 3a AoMoMorol nabopaTopHoi nanuyku. Bukopuctosyinte
NS KOXHOrO 3pa3ky HOBY Nanuyky, abu yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku cnif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LWnNAXoM 06epexHOro nepeBepTaHHsi. BukoHanTe BidyanbHWUI KOHTpONb 3paskiB. Y pasi BUSIBMEHHS cTpaTudikauii us poswapyBaHHS
nepemillante 3pasku, AOKN BOHWU He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HeJOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (PIBPVH, epUTPOLNTK 1A iHWI TBEpAi AoMilwkun. 3pasku, WO BigNoBiAaThb Uil yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeq
TECTYBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLleHnin 3pas3ok crig nepeHecTn 4o BCTaBkM Ans 3paskiB abo B AoNOMiXKHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTPUdYroBaHNX 3paskiB i3 NinigH1M LapoM NepeHocuTI chig nuwie oduLLeHnid 3pa3ok 6e3 ninemiyHoro maTepiany.

e (O6G'eM 3paska, NOTPiIGHMIA 4111 OQHOPA30BOro BU3HAYEHHS B LIbOMY TECTi, CTaHOBUTb 40 Mk (pL).

36epiraHHA 3pa3kiB

3pasku, ouuLLeHi BiA po3dintoBaya, epuTpoumTIB i 3ryCTKiB, MOXYTb 36epiratucs go 8 roguH npu temnepatypi 10-30 °C, go 7 AHiB npu TemnepaTypi 2—-8 °C abo

0o 1 Micaus B 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C. 3aMopoxeHi 3pa3kv npupaTHi 0O BMKOPUCTaHHS, SIKLWO BOHM 3a3Hanu He Ginble 1 umkny

3aMOPOXYBaHHSA 1 PO3MOPOXYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka i MapKyBaHHS 3pa3kiB MaloTb BiAMOBi4aTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOA4ABCTBA LUOAO TPAHCMOPTYBaHHSA KMiHIYHWMX 3paskiB Ta
iH(PIKOBaAHUX PEYOBUH.

e [lepeBuLlyBaTh HaBeaeHi BuLLe 0OMexXeHHs LWoao 36epiraHHs 3abopoHeHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y sIKMX KOHUEHTpauis 3aranbHoro T4 BUXOAMTb 3a MeXi Aiana3oHy aHaniTUYHOrO BUMIPIOBAHHS, MOXHa PO3BECTM, BUKOPUCTOBYIOUM Npoueaypy
py4Horo possefeHHs. PekomeHgoBaHa nponopuis po3BefeHHs crtaHoBWTb 1:2. KoHUeHTpauis po3sefeHoro npenapaty mae nepesuwysatu 15,0 mkr/an
(ug/dL).

e [Ins po3BEAEHHSI BPYYHY NOTPIGHO MOMHOXUTU pe3ynbTaT Ha KoedilieHT pO3BeAEHHS.

e BukopucTtoByiiTe BignoBigHi po3spigxysadi abo 3BepHiTECA 40 KoMnaHii Snibe 3a koHCynbTauielo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

H NPOLIEAYPA

Hapaxi matepianu

TecT Ha 3aranbHun T4 (IXIA), eTUKeTKM 3i LITPUX-KOAaMU KOHTPOMNbHUX 3paskiB.

HeoGxigHi MaTepianu, Aki He BXOAATbL A0 KOMIMIIEKTY NOCTa4yaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® T[lOBHICTIO @aBTOMaTUYHMWIA XEMIMIOMIHECLLEHTHUI 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 [lonaTkoBi akcecyapu, NOTPiOHi Ans 3a3HaYeHMX BULLLE aHani3aTopiB, BKMOYATb peakuiiHiin Moaynb, ctapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HakoOHEeYHUK i peakLUiiHy BCTaBKy. [epenik KOHKPETHUX akcecyapiB i XapaKTepUCTUKN akcecyapiB Ans KOXHOI MoAeri MOXHa 3HanTW B iHCTPYKUii 3
BMKOPUCTaHHS BiAMOBIgHOrO aHanisaTopa.

e [1nsi OTPUMaHHSI JOCTOBIPHUX Pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoOMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 6110ka peareHTiB i 30kpema YLLiNnbHIOBanbHy NMiBKY Ha HasiBHICTb BUTOKIB. SAKLLO O3HaK BUTOKIB He
BUSBNEHO, 06epexXHO 3HIMITb YLLiNbHIOBaNbHY NiBKY.

e BigkpuiiTe ABepusiTa 30HM peareHTiB; TpUManTe pyyky Habopy Takum uyuHoM, wob6 RFID-mitka 6yna nopyy i3 uyTnuBol 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 Yy BinbHY AOPKKY AN peareHTiB.

e [lepeBipTe, UM NpaBUnbHO BifOOPaKaeTbCS iIHDOPMAaLLisi PO peareHT y NporpamMHOMY iHTEPAENCi; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BiabyBaeTbCA aBTOMaTMYHO MiCNs 3aBaHTaXeHHs Habopy, Yum 3abe3neyyeTbCA NOBHE PIBHOMIPHE BiAHOBMEHHS
cycneHsii nepes, BUKOPUCTAHHSM.

KanibpyBaHHs aHanisy

® BubepiTb TecT ans kanibpyBaHHA Ta BMKOHaNTe onepauito kanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiAKYBaHHS AaHMX
KanibpyBaHHS OMB. Y MPUCBSYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHSA aHanisaTopa.

e BukoHalTe NOBTOPHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LiboOMy BKNaAuLui.

KoHTpornb sKkocCTi

® Y pasi BUKOpUCTaHHs HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSO SKOCTI.

® BuKOHaNTe 34MTYBaHHS LUTPUX-KOAY KOHTPOMIO SKOCTi, BUGEepiTh BiAMOBIAHI AaHi KOHTPOMIO SKOCTi Ta BUKOHANTE TecTyBaHHs. [loknagHilly iHdopmaLiio npo
BMOpAAKYBaHHSA 3pa3kiB A KOHTPOSO SAKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLIT 3 BUKOPUCTaHHSA aHanisaTopa.

TecTyBaHHSA 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs1 3pa3ka BMOEepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb mapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHily iHdopmaLiio Npo BNOpaaKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAAKYBaHHIO Npenaparis po3aini iHCTpyKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

[inst OTpUMaHHS MakcmanbHO ePeKTUBHUX pe3ynbTaTiB NOTPIOHO TOYHO AOTPMMYBATUCh IHCTPYKLIT 3 BUKOPUCTaHHS aHanisatopa.

Kani6pyBaHHs

BioctexeHHs: Lei meToa 6yno cTaHaapTU30BaHO LUSISIXOM MOPIBHSHHSA 3i cTaHAapTHUM 3paskom dapmakonei CLUA (Homep 3a katanorom: 1365000).

3acTocyBaHHs cneuianbHO NpusHaveHnx kanibpaTopiB A4ae 3Mory ckopuryBaTtu pedepeHCHy KpuBy 3a JONOMOrot 3adikcoBaHMX 3HaYeHb BiAHOCHUX CBITIIOBUX

oaunHuupe (BCO).

MoBTOpHe KanibpyBaHHs peKOMeHA0BaHe:!

® y pasi nepexoay Ha HOBY napTito peareHTiB abo ctapTepis 1+2;

® KOXHi 28 gHiB;

® nicns cepsicHOro o6cnyroByBaHHs aHanisaTopa;

®  SKLIO MOKa3HMKN KOHTPOMbHMX 3pas3kiB BUXOASATbL 32 MeXi BCTAHOBIIEHOTO Jiana3oHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTI Af11 LIbOrO TECTY PEKOMEHL0BAHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepeBipkv eheKTUBHOCTI TECTIB KOHTPOIb

cnig nNpoBOAMTM 3 OOHWUM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii WoAO0 KOHTPOMK SIKOCTi MOXHa 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiSX, Hanpuknag y

pekomMeHgauisax C24 IHCTUTYTY KniHiYHKX | naGopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx®.

KoHTponb sIkoCTi pekoMeHO0BaHO 34iMCHIOBaTV pa3 Ha AeHb BUKOPUCTaHHsSi abo 3rigHO 3 BUMOraMu MicLeBUX HOpM, BUMOramu cepTudikauii Ta npouegypamm

KOHTPOItO SKOCTi BaLwoi nabopatopii. KOHTponb SIKOCTi MOXHa 34iliCHIOBaTK 3a OMNOMOrOK TECTY Ha 3aranbHuii T4:

® nicns KOXHOro kanibpyBaHHs Habopy;

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

KoHTponbHi 3pasku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPMCTOBYIOTLCSA NLLE 3 BiANOBIOHMMU peareHTamu, Lo MatloTb Taki cami NoYaTKoBi

cim umdp Homepa MAPTII. KoxeH LinboBuii NokasHuK i Aiana3oH HaBeJeHo Ha eTUKETL.

MNepea BUKOPUCTAHHSIM iHLIMX KOHTPOSbHWUX 3paskiB crif OUiHWTK iXHI0 CYMICHICTb i3 UMM TecToM. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHW 3HavyeHb ANns BCiX

BMKOPUCTOBYBAHWX MaTepianis KOHTPOMIO AKOCTI.

KOHTpoOnbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOMbHUX NOKa3HWKIB BUXOAMTb 3a MEXi BCTAHOBMEHOrO Aiana3soHy,

cnig BUKOHaTW MNOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHA KOHTPOMbHMX 3pa3kiB. AKLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHI Nicnsa ycnilHOro kanibpyBaHHs,

cTabinbHO BUXOASATb 3a MeXi BU3HAYEHMX diana3oHiB, pesynbTaTi TECTYBaHHSA MaLiEHTIB He cnig AOKYMEHTYBaTK; KpiM TOro, cnia:

® MepeBipuTU, YY1 He CNMB TEPMiH NPUAATHOCTI MaTepianis;

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

® yMNEeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSM IHCTPYKUIM, HaBeAEHMX Ha BKNaAULLIi yNakoBKu;

e 3a notpebu 3BepHyTUCS NO AOMOMOry A0 KomnaHii Snibe abo i odiuiiHux aucTpub’ioTopis.

SAKLLO KOHTPONbHMX 3paskiB y Habopi He4OCTaTHBO Afsi BUKOPUCTaHHS, 3aMOBNANTe AoAaTKoBI KOHTponi 3aranbHoro T4 (IXIA) (REF: 160201243MT) y komnaHii

Snibe abo ii odiuiiH1x AMcTpuG’toTOpIB.

l PE3YINIbTATHU

Po3paxyHok

e AHanisatop aBTOMaTU4YHO PO3PaxOBYE KOHLEHTpaLilo 3aranbHoro T4 B KOXXHOMY 3pas3Ky Ha OCHOBI kanibpyBarnbHOI KpuBOi, sika OyaQyeTbcs 3a MEeToAoM
2-ToukoBOro KanibpyBaHHs pedepeHcHOi kpuBoi. OpuHMLEe BUMIpoBaHHA € MKr/an (ug/dL). [oknagHiwy iHdopmauilo MOXHa 3HaWTW B iHCTPYKLii 3
BMKOPWUCTaHHS aHarnisaTopa.

o KoeiuieHTV nepepaxyHKy:

HMonb/n (nmol/L) x 0,077688 = mkr/an (ug/dL)
MKr/gn (ug/dL) x 12,872 = HMonb/n (nmol/L)

IHTepnpeTauia pesynbTarisB

Micnsa obcTexeHHn 670 kniHiYHO 300poBUX OCi6 y Kutai 6yno BusHaveHo JonycTuMi HOpMU Ans aHanisy Ha 3aranbHui T4, 3Ha4YeHHs! SIKUX HAaBEAEHO HIDKYE:

KinbkicTb CepeaHe, mkr/gn (pg/dL) 2,5-1 nepueHTunb, Mkr/an (ug/dL) 97,5-1 nepueHTUnb, mkr/an (ug/dL)
670 8,607 5,0 13

MoxnuBi po36ixHOCTi B pe3ynbTartax pisHux nabopaTopii, Lo NOSICHIETLCA BiAMIHHOCTSIMU B CKnagi nonynsuii Ta MeToamkax gocnigxeHHs. PekomeHgoBaHo B

KOXHil nabopaTopii BU3Ha4MT1 BNacHuii pedepeHTHUIN iHTepBan.

l OBMEXEHHA

e PesynbTaTu TECTY CRig po3rnaaaT B KOHTEKCTI iCTOpii XBOPOOU, AaHMX KNiHIYHOTO 0B6CTEXEHHSs NauieHTa i iHLWWX gaHUX.

e FKwWo pe3ynbTaTh TECTIB Ha 3aranbHuii T4 He BiANoBigaloTb KNiHIYHUM AaHUM, AnS X NiATBEPAXEHHS HEOOXiAHO BUKOHATU [OAATKOBE TECTYBAHHSI.

e [eTepodhinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaKO4YM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y naujieHTiB, siki perynsipHo KOHTaKTyloTb i3 TBapMHaMu abo nNpoayKTaMu CMpoBaTKW KPOBi TBApUWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok voro
MOXYTb CNOCTEpiraT1cs aHoMarnbHi NokasHUkn 0.

e BakTepianbHe 3apakeHHsi 3pa3kiB MOXe BMNMBaTW Ha pe3ynbTaTh AOCNIAKEHHS.

e [IpoTarom nepioay BariTHOCTI pe3ynbTaTu TECTY Ha 3aranbHuii T4 MOXyTb OyTU HEAOCTOBIPHUMM, @ CaMe OMaHNNBO HU3bKUMU. He cnig BukopucToByBaTH Lien
TECT 5K EQVHUIA MapKep OLiHKN 3aXBOPIOBAHHS LMTOMNOAIGHOT 3ano3u B nepios BariTHOCTi. [ns 3a6e3neyeHHs MakcManbHOi TOYHOCTI A4iarHOCTMKUN ANst OLHKK
CTaHy WMTONoAIGHOT 3ano3n y BariTHMX XIHOK Cif BUKOPUCTOBYBaTU (DYHKLOHaNbHI TECTW WMTONOAIGHOT 3ano3mn, Hanpuknag Tectn Ha TTI Ta BinbHWiA T4, a
TaKoX KIiHiYHY OLUiHKY nikapem.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

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

TouHicTb

TouHicTb BM3HaYanacs 3a JONOMOro TecTy, npenapariB i KOHTPOmNbHMX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHUX | nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHuWX BUNpoOyBaHHSAX LWOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HWMX LEHTpax 3

BMKOPWCTaHHSIM TPbOX NapTiii Habopis peareHTie (n = 180). Byno oTpuMaHo 3asHayeHi HUx4e peaynbTaTy.

CepepnHe, mkr/pn Y mexax Bunpo6yBaHHs Mixx BUnpo6yBaHHAMM BiaTBoploBaHicTb
3pasok (ng/dL) CraHa. Biax., Mkr/an % koedp. CTtaHa. Bigx., MKr/an % koed. CTaHa. Bigx., Mkr/an % koedp.
(n=180) (pg/dL) Bap. (ng/dL) Bap. (ng/dL) Bap.
Myn i3 cuposaTkoto 1 4,990 0,189 3,79 0,142 2,85 0,326 6,53
yn i3 cuposaTkoIO 2 8,960 0,316 3,53 0,236 2,63 0,497 5,55
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CepepaHe, Mkr/pn Y mexax BUNnpoGyBaHHsA Mixx BUnpo6yBaHHAMM BiaTBoproBaHicTb

3pasok (ng/dL) CTtaHa. Bigx., Mkr/an % koedp. CTtaHa. Bigx., MKr/an % koed. CTtaHa. Bigx., Mkr/an % koedp.
(n =180) (ng/dL) Bap. (ng/dL) Bap. (ng/dL) Bap.
Myn i3 cuposaTtkoto 3 13,156 0,451 3,43 0,278 2,11 0,699 5,31
Myn i3 nnasmoto 1 5,013 0,159 3,17 0,117 2,33 0,259 517
Myn i3 nnasmoto 2 9,095 0,288 3,17 0,100 1,10 0,453 4,98
Myn i3 nnasmoto 3 12,915 0,377 2,92 0,084 0,65 0,710 5,50
KoHTponb 1 7,038 0,265 3,77 0,174 2,47 0,440 6,25
KoHTponb 2 13,827 0,478 3,46 0,305 2,21 0,693 5,01

Hiana3oH niHinHocTi

0,200-30,0 mkr/an (ug/dL) (BU3Ha4aeTbCA 3a MEXEI KinbKICHOI OLLiHKM Ta MakcuMymMoM pedepeHCHOI KpUBOT).

IHTepBan peecTpauii

0,150-60,0 mkr/an (ug/dL) (BM3HavaeTbCA 3a MeXel BUSIBMEHHS Ta MakCUMymMoM pedepeHCHOI KPMBOI, MOMHOXEHUM Ha pekoMeHOOBaHy MponopLito
po3BeAEeHHS).

AHaniTnyHa yyTnuBicTb

Mexa xonoctoi npobu = 0,100 mkr/an (ug/dL).

Mexa BusiBnenHs = 0,150 mkr/an (ug/dL).

Mexa kinbkicHoi ouiHku = 0,200 mkr/gn (ug/dL).

AHaniTn4yHa cneuudivHicTb

IHTepdepeHLin

IHTepdepeHLUis BU3Havanacsi 3a JONOMOIO TECTY; 40 TPbOX 3pas3kiB i3 Pi3HOK KOHLIEHTpaLlielo aHani3oBaHOro KOMMOHEHTa A0AaBanucs Pe4oBUHM, NOTEHLIAHO
30aTHi CNpUYMHWUTM eHpJoreHHy abo ek3oreHHy iHTepdepeHuilo, 3a npoTtokonom (EP7-A2) IHcTuTyTy KniHiyHux i nabopatopHux craHaaptis (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMIipiB AN peyYOBUH, 30aTHUX CMPUYUHUTK iHTEepdepeHLito, He nepesuwye 10 %. Byno oTpumaHo 3a3HauyeHi
HIDKYe pesynbTaTtu.

IHTepchepeHuin Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHLin Makc. piBeHb BiACYTHOCTi BNNUBY
Binipy6iH 40 mr/gn (mg/dL) PeBmatoigHui daktop 2400 MO/mn (IU/mL)

emorno6iH 2300 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

IHTpaninig 2500 mr/an (mg/dL) BioTuH 0,5 mr/gn (mg/dL)

PeHIToIH 6,0 mr/gn (mg/dL) MeTtumason 0,4 mr/gn (mg/dL)

deHinbyTasoH 32,1 mr/gn (mg/dL) AmiogapoH 4,2 mr/gn (mg/dL)
AueTuncaniuymunosa kucnota 50 mr/gn (mg/dL) MponinTioypauun 4,0 mr/gn (mg/dL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTMBHICTb BU3HAYanacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pas3kiB i3 pi3HOK KOHLEHTpaLlielo aHanisaoBaHOro KOMMOHEeHTa AoaaBarnvcs NoTEeHUinHI
nepexpecHi peareHTn 3a npotokonoM (EP7-A2) IHcTuTyTy KniHiyHMX i nabopatopHux ctaHgaptiB (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANSA PEYOBUH, 3AaTHUX CNPUYNHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpumaHo 3a3HayeHi Hxk4e pesynbTaTu.

MepexpecHuit peareHT

Makc. piBeHb BiACYTHOCTI BNNuBY

MepexpecHuit peareHT

Makc. piBeHb BiACYyTHOCTI BNNUBY

L-TpuinogTnpoHiH

500 Hr/mn (ng/mL)

D-TpunogTUpoHiH

500 Hr/mn (ng/mL)

MoHonoATMPo3nH

1000 Hr/mn (ng/mL)

TPUNOATUPOHIH 3BOPOTHUIN

100 Hr/mn (ng/mL)

[niioaTnposnH

1000 Hr/mn (ng/mL)

MopiBHAHHA MeTOAUK

MopiBHAHHSA aHanidy Ha 3aranbHWii T4 3 iHLWWM iMYHOMNOrMYHNM aHani3om CepiliHoro BUPOBHMLITBA NPOAEMOHCTPYBaro Taky kopensuito (y Mkr/an (ug/dL)):

KinbkicTb NnpoTecToBaHux 3paskis: 158.

MopiBHsAHHA MeTodoMm [MaciHra — Babnoka: y = 1,0009x+0,0215, T = 0,942.

KoHueHTpauis B kniHiYHMX 3pa3kax ctaHosuna Big 0,500 go 29,70 mkr/an (ug/dL).
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LeHbwkeHb Hbto IHAacTpic Biomeaikan IHxuHipuHr Ko., Jlta.,
Ne23 [Oxinkciy Eact Poag, Minrwan Oictpikt, 518122, LeHb4yxeHb, Kutancbka HapogHa Pecny6nika
Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49 40 251 31 75 ®akc: +49 40 25 57 26

YnoBHOBaxeHU NnpeacTaBHUK B YKpaiHi:
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