IHCTpYKLif i3 3acTOCcyBaHHSA

Snibe

Diagnostic

130253011M: 100 TecTiB y Habopi
130653011M: 50 TecTiB y Habopi
130753011M: 30 TecTiB y Habopi

C € [Rref
MAGLUMI® AHtuTina go TMO (IXJ1A)

H NPU3HAYEHHA

Habip pae 3mory BUKOHYyBaTU iMyHOXEMINMIOMIHECLEHTHUI aHani3 in vitro Ana BU3HaYeHHS KinbKicHOro BMIcTy aHTutin o TMO B cupoBaTui Ta nnasmi Kposi
NOAVHM 32 AONOMOrOK MOBHICTIO aBTOMATUYHOMO XeMintoMiHeCLEHTHOro iMyHoaHanisatopa cepii MAGLUMI i iHTerpoBaHoi cuctemu cepii Biolumi; Takox uew
aHani3 BUKOPUCTOBYETLCS sIK JOMOMIXKHUIA 3acib AiarHOCTyBaHHSA 3aXBOPOBaHb LLMTONOAIGHOT 3ano3u.

i cTucnui onuc

TupeoigHa nepokcupasa (TMNO) seBnse coboto Benukuii (MonekynsipHa maca 107 ka) rnobynspHUiA rMiko3unboBaHWI reMonpoTeiH, KU € KaTanisaTopom
nofdyBaHHA TMPeornobyniHy Ta 3'€4HaHHsi NOJOTUMPO3UIbHUX 3amnuLLKIB ANsi YTBOPEHHS FOPMOHIB LiuTonodibHoi 3anosn T3 Tta T4'. TupeoigHa nepokcupasa
(TMNO) € depmeHTOoM, KMt Gepe yvacTb y BiocMHTe3i ropMoHiB wmTONoAiGHOT 3ano3n. TMO € TakoK OCHOBHMM ayTOaHTUreHOM ayTOIMYHHMX 3aXBOPHOBaHb
wuTonodi6Hoi 3anoau (A3LLU3)2 3. Y nauieHTis i3 TpeoiaMToM XalumMMOTO Malke 3aBXauW CrocTepiraeTbea MigBULLieHa KOHLEeHTpauis aHTuTin fo TrO*. BusieHi
piBHi aHTMTIN o TINO cnocTepiraloTbcsl Make B YCiX NauieHTiB i3 TMpeoiguToM XawumoTo Ta nNpubnusHo B 75 % oci6 i3 giarHo3oM xBopobu lMpeiiecad. Lli
ayToaHTUTINa TaKoX YacTo MPUCYTHI B NALEHTIB 3 eyTMPEOiAHUMN 3aXBOPIOBaHHAMW, OCOBNMBO XIHOK, HaBiTb i3 HOPManbHUMK piBHSMU TupeoTponiHy (TTT).
KoHueHTpauis aHtutin go TMO € ogHWMM i3 NPOrHOCTUYHMX MOKAa3HUKIB Nepexoay Big eyTMpeosy A0 AMCEYHKUIT LWMTOBMAHOI 3an03u2. HasiTe 3a HOpMasnbHOro
piBHs TupeoTponiHy (TTI) Tutpu anTuTin go TMO kopentotoTb 3 piBHSMUM TTT; iIX HasBHICTb € NepeaBiCHUKOM HeAOCTaTHOCTI (OYHKUIi WwmMTonoAibHoi 3anoau.
BuaHayeHHs piBHiB aHTUTIN o TMNO B nauieHTiB 3 eyTUPEeoigHMMMN 3aXBOPIOBAHHAMW MOXE BMKOPUCTOBYBATUCS ON1S1 BUSIBNIEHHS OCI0 i3 NigBULLEHUM PU3NKOM
rinoTmpeoay®.

0 NPUHUMN Al TECTY

IMyHOXEMiNtOMiHECLLEHTHUI aHani3 3a TUNOM ceHABiva.

3pasok, 6ydepHUn po3ynH, MarHiTHi Mikpocdepu, BKpuTi aHTUreHom TIO, peTenbHO NepeMillyroTbeCs, iHKYOYTbCA Ta NPOXoAsTb LMK BiAMUBAHHSA nicns
ocapkeHHs B MarHiTHomy noni. Micns uporo goaatotbes miTkn ABEI 3 Binkom A, BinbyBaeTbcs peakuisi NS YTBOPEHHS KOMMNIIEKCIB 3a TUMOM ceHABiva, a nicns
Hel — iHkyByBaHHS. IMicnsa ocagXeHHs B MarHiTHOMY Moni 3NMBaeTbCs CynepHaTaHT i BUKOHYETbCA LMK BigMyBaHHS. MNicnst uboro gopawTbest ctapTepu 112 ans
3anycKy XemintoMiHeCLLEHTHOI peakLii. IHTeHCMBHICTb CBITNOBOro CUrHamny BUMIPOETLCS POTOENEKTPOHHUM MOMHOXYBayeM Y BiGHOCHWUX CBITIIOBUX OAMHULAX
(BCO) i € nponopuiiHoto Ao koHueHTpauii aHTuTin Ao TMO B 3pasky.

0 PEATEHTU

Cknapg Habopy

KoMMoHeHTH Onuc 100 TECTI-B y 50 'recm.a y 30 Tecm.a y
Habopi Habopi Habopi
MarHiTHi MarHiTHi mikpocdepw, BkpuTi aHTureHom TIMO (npmbnusHo 2,67 mkr/mn (ug/mL)),
2 L 1 L 1 L
mikpocdrepum y HaTpiii-cbocchaTHoMy BydbepHomy poaunni, NaNs (<0,1 %). ;5 mn (mL) ;5 mn (mL) ,0 mn (mL)
Kan|6paTop. AHTVITIJ'.Ia 0o TMNO B HM3bKiM KOHUEHTpaUii B HaTpin-chocchaTtHoMy BydepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HU3bKOTO piBHA po3uunHi, NaN; (<0,1 %).
KaniGpaTop. AHTI/ITiJ'.Ia 0o TMNO y Bucoki KOHLEHTpaLii B HaTpiii-dhocdaTHoMy BydepHomy 1,0 mn (mL) 1,0 n (mL) 1,0 mn (mL)
BUCOKOrO piBHA po3uuHi, NaN3 (<0,1 %).
Bydep Buyaunin cuposaTtkoBuii anbbymid, NaN3 (<0,1 %). 22,5 mn (mL) 12,0 mn (mL) 7,8 mn (mL)
. Mitka ABEI 3 6inkom A (npn6nusHo 12,5 Hr/mn (ng/mL)) y HaTpii-dooccaTtHOMy
M ABEI 17 L L L
Tka 6ydepHomy posunHi, NaNs (<0,1 %). 5 M (mL) 9,5 mn (mL) 6,3 mn (mL)
Pospiaxysau Buuauuin cuposatkosuin anbbymiH, NaN3 (<0,1 %). 5,5 mn (mL) 3,5 mn (mL) 3,5 mn (mL)
AHTuTIna go TMNO B HM3bKIN KoHUeHTpauii (25,0 MO/mn (IU/mL)) y
Kontpont 1 HaTpili-ocaTHomy BydpepHomy posumHi, NaN; (<0,1 %). 1.0mn (mL) 1,0mn (ml) 1.0mn (ml)
AHnTuTina go TMNO y Bucokin koHueHTpauii (100 MO/mn (IU/mL)) y
K 2 1,0 L 1 L 1 L
orTporne HaTpili-chochaTHoMy BydepHomy posumHi, NaN; (<0,1 %). 0 mn (mL) ,0 mr (mL) ,0 mn (mL)
Yci peareHT HagalTbCsl B TOTOBOMY 0 BUKOPWUCTAHHS CTaHi.

MonepemxeHHSA i 3acTepeXeHHs

e [lpusHaveHo Ang AiarHoCTUKK in vitro.

® Jlnwe ans NnpodpecinHOro BUKOPUCTaHHS.

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

® Cnif yxuBaTu BIANOBIAHUX OCOBUCTUX 3aCTEPEXHUX 3aX0AiB ANA YHUKHEHHS KOHTaKTy OyAb-AKWX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU
3paskamu 1 JOTPUMYBaTMCS MiCLLEBMX BUMOT LLOAO POBOTH Nif Yac TeCTyBaHHS.

e 3anopykol OTpUMaHHS AOCTOBIPHMX pe3ynbTaTiB € OOCKOHane BOJOAIHHS TEXHIKOK aHanidy M 4iTke OOTPUMAaHHS iHCTPYKUiA, HaBedeHWX Ha BKNaguLi
YNaKoBKW.

e He BMKkopucToBy#iTe Habip nicnsa 3akiH4eHHS CTPOKY NPMAATHOCTI, 3a3HAa4YEHOro Ha eTUKETLI.

e He BMKOPUCTOBYWTE KOMMOHEHTU 3 Pi3HMX NapTii abo Bif pi3HNX peareHTiB 0OAHOYACHO.

® YHuKaiiTe yTBOPEHHS MNiHU B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSIbHUX 3pa3kax).

® Yci Bigxoam GionoriyHnx 3paskie, 6ionoriYHMX peareHTiB i BUTPATHUX MaTepianis, O BUKOPUCTOBYIOTLCA AN NPOBEAEHHS TeCTy, Crif BBaXaTh NoTeHLinHO
iHchbikoBaHMMM 11 yTWUMi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Llen BUpi6 mMicTUTb a3ug HaTpito. A3ng HaTPito MOXe BCTYNaTu B peakLito 3i CBMHLEM Y MigHUMU enlemeHTaMu TpybonpoBogis, yTBOptoloUn BUGyxoHebe3neyHi
a3uam metanis. MNicnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio BoAW, abu 3anobirtn yTBOpeHHIo BigknageHb asuais. ogaTkoBy iHopmaLito MOXHa
3HaNTK B nacnopTtax 6e3nekn NpoaykTy, siki HA4ATLCA Ha BUMOTY NPoECiNHNX KOPUCTYBaYiB.

MpumiTtka. Mpo Gyab-ski CeprosHi iHUMAEHTW, NOB’I3aHi 3 NPUCTPoeM, cnif noesigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHNX NPEACTABHYMKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NoBoaXeHHA 3 peareHTaMu

e [llo6 He ponycTuTK 3abpyaHEeHHsI, NOTPIBHO BAAraT! YMCTi pykaBuyku Nig Yac poboTu 3 Habopom peareHTis i 3paskamu. Mig yac po6oTn 3 Habopom peareHTIB
Cnif, 3aMiHWUTW PyKaBUYKK, sIKi KOHTAKTYBanu 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPannsHHS maTepiany 3paska Moxe Npu3BeCTU 40 OTPUMAHHSI HEOCTOBIPHUX
pesynbTartiB.

® He BUKoOpuCTOBYWITE AedeKTHi Habopu, 3okpema Habopw 3 NOPYLLUEHO rePMETUYHICTIO YLLiNbHIOBaNbHOI NNiBKW, KanamyTHUMUW peareHTamu, HasiBHICTIO ocaay
B peareHTax (3a BUHSITKOM MarHiTHuX mikpocdep) abo Habopu, KOHTPONbHI NOKA3HWKN SIKUX HEOAHOPA30BO BUXOAUIM 3@ MEXi AONYCTUMOrO Aiana3oHy. AKLo
Habip € nedekTHUM, 3BepHiTbCs A0 kKoMnaHii Snibe abo ii odilinHoro gucTpub’ioTopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e ABW YHWKHYTWM BUMApOBYBaHHS PiAvHWU 3 BIAKPUTUX HabopiB peareHTiB y XONOAUIIBbHUKY, PEKOMEHAOBAHO 3aneyaTtaTty BiaKpuTi Habopu repmeTusyoyqoro
NMiBKOM, WO MOCTAYaETbCH pPasoM 3 YNakoBKOKW. YLinbHIOBanbHa MniBka € OAHOPa3oBOH; [03aMOBWUTK ii MoxHa B komnaHii Snibe abo ii odivinHux
anctpub’ioTopis.

e |3 yacom Ha Npoknagui MOXyTb HaKOMUYYBaTUCS BUCOXMi 3anULWKKN piauH. 3a3Buyalt BOHU ABNsSOTb COBOK CONMbOBUIA Ocad i He BNMBAOTb Ha pesynbTaTt
aHaniay.

® BuKOpUCTOBYWTE BIiAKPUTUI OBNOK peareHTiB B 04HOMY aHaniaTopi.

® |HCTPYKLUIi LLOAO NnepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHo B po3Aini Lboro Bknaaumwia, NpucBsiHeHoMy NigroToBLi peareHTiB.

e [lopaTkoBY iHhOpMaLiito MPO NOBOMXKEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.

36epiraHHA Ta cTabinbHicTbL

e He 3amopoxyiiTe 6110k peareHTiB.

e 36epirariTe Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

® bBepexiTb Bif NPAMUX COHAYHWUX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CcTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemm 4 TVXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3KiB

Y HenopyLUeHi ynakosui npu Temnepatypi 2—8 °C [0 KiHUS 3a8BNEeHOro TepMiHy NpuaaTHOCTI
Y BigkpuToMmy cTaHi npu Temnepatypi 10-30 °C 6 roanH

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

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

KinbKicTb UMKNIB 3aMOPOXYBaHHS 1 PO3MOPOXKYyBaHHS He Ginbwe 3 pasiB

il 36IP | NIAFOTOBKA 3PA3KIB
Tunu 3pa3skiB
Jlnwe 3a3HaveHi HUKYe 3pasku NponLnM BUNpobyBaHHsS Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunu 3paskiB Mpo6Gipku ans 36MpaHHsA 3pa3kiB
CupoBartka Mpobipku 6e3 foaaTkoBMX / AONOMIXHMX pe4oBMH abo NpobipkK 3 akTMBATOPOM 3ropTaHHsA abo renem Ta akTMBaToOpOM 3ropTaHHs
Mnasma EOTA-K2

e 3asHaueHi TMNK 3paskiB TecTyBanucs 3 Nnpobipkamu Ansi 36MpaHHa 3paskiB, siki Oyny AOCTYMNHI HAa PUHKY HA MOMEHT TeCTyBaHHs, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHi Npobipku BiA ycix BUpoBHUKIB. CucTeMU 36MpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BMNMBaTK Ha pe3ynbTaTtu TecTiB. i Yac BUKOpUCTaHHsI Npobipok Ans 36upaHHs 3paskiB cnig HeyXubHO 4OTPUMYBaTUCS BKa3iBOK BUPOOHWMKIB NPoBipok.

CraH 3pa3skiB

e He BMKOpPUCTOBYWTE HAaAMIPHO remMorni3oBaHi 3pa3ku, 3pa3ku 3 HaAMIpHOLO rinepninigemieto Ta 3pasku, SKki MalTb SIBHI 03HaKWM MIKPOGHOro 3abpyaHEHHS.

e [lepL HixX NOYMHATU LEHTPUDYTryBaHHS, NEpPeKoHanTecs, Lo NpoLec Koarynsuii B CMpoBaTLji NOBHICTO 3aBepLumBcs. [eski 3pasku cmpoBaTku, 0cobnmBo B3ATI
B MaLUi€HTiB, O MPUIAMAOTL aHTUKOArynsHTK abo TpoMBoniTukM, MoxyTb noTpebysBaTtu Ginblue Yyacy Ansa koarynsauii. SAKWO noyatn LeHTpudyryBaHHs [0
MOBHOI Koarynsuii, NpUcyTHICTb ibprHY B 3pasky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMOHMX pe3ynbTaTiB.

e 3pasku He MatoTb MICTUTK PiGpMH abo iHWI TBEpAi AOMILLKM.

® BUKOPUCTOBYWTE OAHOPA30BI NINEeTKN abo KiHYMKM MINETOK, LWOoO YHUKHYTU NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

® Yci 3pa3ku NoTpibHO NepeBipATU Ha HasBHICTb NiHW. MNeped noyaTkom aHanisy niHy cnig BMAanuTK 3a 4onoMorolo nabopaTopHoi nanuyku. BukopuctoByiite
[ANS KOXHOrO 3pa3ky HOBY Nanuyky, abv yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeHi 3pa3ku cnif, MOBHICTIO PO3MOPO3NTU. PeTenbHO nepemiluante po3mMOpOoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LNAXoM 06epexHOro nepeBepTaHHsl. BukoHaiTe BidyanbHWUI KOHTpONb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii us poswapyBaHHS
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTi MOXYTb
6yTN HeJOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTU (DIGPUH, EPUTPOLIMTI 1 iHLLI TBEPAI AOMILLKM. 3pas3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3ne4nTi HaginHi pedynbtaTti; nepes
TEeCTyBaHHSAM iX HeobXigHO LeHTpudyryBaT. OunLeHnin 3pas3ok Crig NnepeHecTy A0 BCTaBKM As 3pa3kiB abo B 4OMOMiKHY NPOBGipKy Ansa TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTPU(YroBaHNX 3paskiB i3 NinigHUM LapoM NepeHocuTU chif nuwie oduLLeHnid 3pa3ok 6e3 ninemiyHoro maTepiany.

e (O6'em 3paska, NOTPiIGHMIA 411 OAHOPA30BOro BU3HAYEHHS B LibOMY TecCTi, CTaHOBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ouuLLeHi Big po3gintoBava, epuUTpoLMTIB i 3rycTkiB, MOXyTb 36epiratnca fo 8 roguH npu temnepatypi 10-30 °C, 7 gHiB npu Temnepatypi 2-8 °C abo

3 micsui B 3amopoxkeHoMy cTaHi npu Temnepatypi —20 °C. 3amMopoxeHi 3pas3ku npuaaTtHi [0 BUKOPUCTAHHS, SIKLWIO BOHM 3a3Hanu He Ginble 1 umkny

3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka MW MapKyBaHHSI 3pa3kiB MaloTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LLOAO TPaAHCMNOPTYBaHHA KMiHIYHUX 3paskiB Ta
iH(bikoBaHMX PEYOBUH.

e [lepeBullyBaTh HaBeaeHI BULLEe 0OMeXeHHs Lwoao 36epiraHHs 3abopoHeHO.

Po3BeneHHs 3pa3kiB

e 3pasku, y SKux KOHUEHTpauUis aHTuTin go TrNO BuxoguTb 3a Mexi Aianas3oHy aHaniTM4HOro BUMIPOBaHHS,, MOXHa PO3BECTU PO3YMHHUKOM, BUKOPUCTOBYHOUU
NPOTOKON aBTOMAaTUYHOrO po3BedeHHs abo nmpoueaypy pydHOro posBefdeHHs. PekomeHaoBaHa npornopuis po3sefeHHs ctaHoBuTb 1:10. KoHueHTpauis
pos3BeaeHoro npenapaty mae nepesuwyysaTt 100 MO/mn (1U/mL).

e [Ina po3BefeHHsI BPYYHY MOTPIOHO MOMHOXWTW pe3ynbTaT Ha KoediuieHT po3BeAeHHsl. FAKLWO pPO3BEAEHHS BUKOHYETHCSI aHanisaaTopom, nporpamHe
3abe3neyveHHs aHanisaTopa Bpaxye Le nig Yac BU3Ha4YeHHs KOHLEHTpaLii 3paska.

l NPOLIEQYPA

HapaHi maTtepianu

AHani3 Ha aHTuTina go TrO (IXJA), eTUKeTKU 3i LUTPUX-KOAAMU KOHTPOMbHUX 3paskKis.

HeobxigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYyaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

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

e [loaaTkoBi akcecyapu, NOTPiOHi AnNsA 3a3HayYeHVX BULLEe aHani3aTopis, BKMOYAOTb peakuiiHiin Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HaKOHEYHUK i peakLiiiHy BCTaBky. [lepenik KOHKPETHMX akcecyapiB i XapakTEpUCTUKMN akcecyapiB ONs KOXHOI MOAEni MOXHa 3HaWTu B iHCTPYKLUIi 3
BMKOPUCTaHHS BigMoBIigHOro aHanisaTopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e [InA oTpyMaHHsA AOCTOBIPHUX pe3yrnbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHOoBaHi komnaHieto Snibe.

Mpouepypa aHanisy

Migrotoska peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 6110ka peareHTiB i 30kpema YLLiNbHIOBanbHy NMiBKY Ha HasiBHICTb BUTOKIB. SAKLLO O3HaK BUTOKIB He
BUSBNEHO, 06EPEeXHO 3HIMITb YLLiNbHIOBANbHY NMiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUMamTe pydky Habopy Takum uyumHoMm, wWob RFID-mitka Oyna nopyd i3 4yyTnvBoto 30HOW ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAM; OAMH 3BYKOBUIA CUTHaN O3HaYae, WO peareHT yCnillHO po3ni3HaHo.

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

e [lepeBipTe, UM NpaBUIbHO BiAOOPaKaETLCS iIHDOPMALLisi PO peareHT y NporpamMmHOMY iHTEPAENCi; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

e PecycneH3yBaHHS MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNs 3aBaHTaXeHHst Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBIEHHS
cycrneHsii nepes BUKOPUCTaHHSAM.

KanibpysaHHsi aHanisy

e BubepiTb TecT Ans kanibpyBaHHs Ta BMKOHAWTe onepawito kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [JoknaaHiwy iHopmMauilo Npo BNopsiaKyBaHHS AaHWUX
KanibpyBaHHS AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTtopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKaAuLUi.

KoHTponb skocCTi

e Y pasi BUKOpUCTaHHs HOBOI napTii nepesipTe abo 3MiHiTb AaHi KOHTPOSO SIKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUGEpIiTh BiAMNOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHSA. [JoknagHiwy iHopmauito npo
BMOPAAKYBaHHSA 3paskiB AN KOHTPOO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO3Aini iHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

TecTyBaHHSA 3paskis

e [licns ycnilWwHOro 3aBaHTaXeHHs 3pa3ska BMOepiTb Lei 3pa3ok Ha ekpaHi, 3MiHiTb napaMeTpu aHaniy Ans 3paska, sikuidi Tpeba TecTyBaTW, i BUKOHaWTe
TecTyBaHHSA. [loknagHiwy iHdopMmaLito Npo BNOpsAKyBaHHA B3STUX Y NalieHTa 3paskiB AUB. y MPUCBAYEHOMY BMOPSIAKYBAHHIO NpenapariB po3aini iHCTpyKLuii 3
BMKOPUCTaHHA aHanisaTopa.

[ns oTpUMaHHsa MakcumanbHO e(peKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCE IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

KanibpyBaHHs

BigocTexeHHs:: uein meton 6yno CTaHOapTU30BaHO LUMSXOM MOPIBHAHHS 3i cTaHAapTHUM 3paskom 150557 HaujioHanbHOro iHCTUTYTY 3 KOHTPOMIO Xap4oBUX

npoaykTis i nikapcbkux 3acobis (National Institute for Food and Drug Control, NIFDC).

3acTocyBaHHs creuianbHO NpusHaveHux kanibpaTopis 4ae 3Mory ckopuryBaTtu peepeHcHy KpuBy 3a 4ONOMOro 3adhikcoBaHMX 3HaYeHb BiHOCHUX CBITIIOBUX

oanHuue (BCO).

MoBTOpHE KanibpyBaHHs peKOMEHA0BaHeE:!

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

® KOXHi 28 gHiB;

® nicns cepBicHOro o6CnyroByBaHHs aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPONbHMX 3pas3kiB BUXOAATL 32 MeXi BCTAaHOBIIEHOrO Aiana3oHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTI Af151 LIbOrO TECTY PEKOMEHA0BaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepeBipku epeKTUBHOCTI TECTIB KOHTPOMb

cnif NpoBOAMTWM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanMTM B OMyoOnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

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

KoHTponb SKOoCTi pekoMeHO0BaHO 34iNCHIOBAT pa3 Ha AeHb BUKOPUCTAHHS abo 3rigHO 3 BUMOraMm MicLieBUX HOPM, BUMOramu cepTudikauii Ta npoueaypamm

KOHTpOIto SKOCTi Bawwoi nabopatopii. KoHTponb SkocTi MoXHa 34iicHIoBaTK 3a AONOMOroto TeCcTy Ha aHTuTina go TMO:

® nicns KOXXHOro kanibpyBaHHs Habopy;

® y pasi nepexogy Ha HOBY napTito cTapTepie 1+2 abo KOHUEHTpaTy AnA NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHaveHi nuwe ans cuctem MAGLUMI Ta Biolumi 1 BUKOPUCTOBYHOTLCA NLLE 3 BiANOBIAHUMY peareHTamu, Lo MaroTb Taki cami no4aTKoBi

cim umndbp Homepa MAPTII. KoxeH LinboBuiA NOKasHWK | Aiana3oH HaBeaeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHSM iHLUMX KOHTPOMbHUX 3paskiB Chig, OLIHUTK iXHIO CYMICHICTb i3 UM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb ANnsi BCiX

BMKOPUCTOBYBAHUX MaTepianis KOHTPOIO SAKOCTI.

KOHTpOnbHi Noka3HUkM MatoTb ByTU B Mexax BCTAHOBMEHOrO Aiana3soHy; SKLWO OAMWH i3 KOHTPOSIbHUX MOKA3HMKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

cnig BUKOHaTV NOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHSA KOHTPOMbHMX 3pas3kiB. FAKLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHIi Nicns yCnilHOro kanibpyBaHHs,

cTabinbHO BUXOOSATb 3a MeXi BU3HAYEHUX diana3oHiB, pe3ynbTaT TECTYBaHHS NaUieHTIB He cnig AOKyMEHTYBaTK; KpiM TOro, crig;:

® MepeBipuTU, YY1 He CNMB TEPMiH NPUOATHOCTI MaTepianis;

® nepekoHaTucs, Lo B6yno npoBeaeHO NraHoBe TeXHIYHe 06CnyroByBaHHS;

® YNEBHUTUCS, LLIO TECT 3AIACHIOBABCS i3 AOTPUMAHHSAM iHCTPYKLA, HABEAEHUX Ha BKNaAMLLI YNakoBKU;

e 3a notpebu 3BepHyTUCS MO AoMOMOry Ao KomnaHii Snibe abo i odiuiiHux aucTpub’roTopis.

AKWO KOHTPONbHMX 3paskiB y Habopi HeQOCTaTHLO ANS BUMKOPUCTAHHS, 3aMOBNAWTE A0AaTKoBi kKOHTponi aHTutina go TMO (IXNA) (REF: 160201250MT) y

komnaHii Snibe abo Ti odiLinHnx ancTpmb’oTopiIB.

H PE3YNIbTATU

Po3spaxyHok

AHanizaTop aBTOMaTU4YHO PO3pPaxoBYE KOHLEHTpauito aHTuTin go TMO B KOXHOMY 3pasKy Ha nigctaBi kanibpyBanbHOI KpuBOi, sika GyayeTbcs 3a MeToaoM

[BOTOYKOBOrO KamibpyBaHHs1 1 pedpepeHcHoo KpuBot. OpauHuueto BumiptoBaHHa € MO/mn (IU/mL). OoknagHiwy iHdopMmaLilo MOXHa 3HaWTV B iHCTPYKLii 3

BMKOPUCTaHHSA aHanisaTopa.

IHTepnpeTauis pesynbTaTiB

Micns obcTexeHHs 571 kniHiYHO 300poBoi ocobu B Kutai 6yno BusHayeHo gonycTumi HopMuy Anst aHanidy Ha aHTuTina go TrNO, 3Ha4YeHHs sIKMX HaBEAEHO HMXKYe:

KinbkicTb CepeaHe, MO/mn (IU/mL) 95- nepueHTUNb, MO/Mn (IU/mL)
571 4,027 10

MoxnmBsi po3bixkHOCTi B pedynbTaTax pisHMXx nabopaTopild, Lo NOSCHIOETLCS BiAMIHHOCTSIMW B CKnaai nonynsuii Ta MeTogmkax gocniaxeHHsi. PekomeHgoBaHo B

KOXHIin nabopaTopii BU3HAYUTW BNAcHWU pedepeHTHUiA iHTepBan.

l OBMEXEHHSA

e PesynbTaTy TECTy cnifg po3rnagaTh B KOHTEKCTI icTopii XBOpo6u, AaHUX KMiHiYHOTro OBCTEXEHHS NauieHTa 1 iHLWNX AaHuX.

e AKWWO pe3ynbTaTh TECTIB Ha aHTuTINa Ao TrO He BigNoBigaTb KNiHIMHUM AaHWUM, ANs iX NiATBEPKEHHS HeOBXiAHO BUKOHATU AOAATKOBE TECTYBAHHS.

e [eTepodinbHi aHTUTINA B cUpOBATLi KPOBi NIOAVWHN MOXYTb BCTYNaTu B peakuilo 3 iMyHOrnobyniHamu peareHTiB, BNIMBalOYM Ha pe3ynbTaT iMyHoaHanisis
in vitro. Y nauieHTiB, siKi perynsipHo KOHTaKTyloTb i3 TBapuHamu abo NpoayKTamun CMpoBaTKM KPOBI TBApWH, iCHYE pM3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNOCTepiraTucst aHoMarslbHi NoKa3HUKMS.

® bBakTepianbHe 3apaxeHHs 3pa3kiB MOXe BMnunBaTh Ha pesynbTaTi AOCNIAXEHHS.

e Po3BefeHHs Aesknx 3paskiB Moxe BigdyBaTUCA HENIHIMHO BHACMIAOK reTeporeHHOCTi i3nKo-XiMiYHUX BNAaCTUBOCTEN aBTOAHTHUTIM.
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IHCTpYKLif i3 3acTOCcyBaHHSA

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU
Y upomy po3gini HaBeaeHi penpe3eHTaTUBHI XapakTepuCcTUku. PesynbTati, oTpumaHi pisHMMu nabopaTtopisMu, MOXYTb BiApi3HATUCS.

TouHicTb

TouHicTb BU3HaYanacs 3a JONOMOroK TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npotokonom (EP05-A3) IHCTUTYTY KniHiYHUX | naGopaTopHux cTaHaapTiB
(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHuWX BUNpoOyBaHHSX LWOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HMX LEHTpax 3
BMKOPUCTaHHSIM TPbOX NapTiii Habopis peareHTis (n = 180). Byno oTpumaHo 3a3HayeHi HUx4e pesynbTaTu.

CepegHe, Y mexax BUNpobGyBaHHSA Mixx BUnpo6yBaHHAMMN BigTBOplOBaHiCTL
3pasok MO/mn (lU/mL) | Ctang. Bigx., MO/mn % koedp. CraHg. Bigx., MO/mn | % koedp. | Cranpa. Biax., MO/mn % koedp.

(n=180) (IU/mL) Bap. (IU/mL) Bap. (lU/mL) Bap.
Myn i3 cuposaTkoto 1 9,894 0,458 4,63 0,086 0,87 0,551 5,57
Myn i3 cuposatkoto 2 30,854 0,983 3,19 0,680 2,20 1,563 5,07
Myn i3 cuposaTkoo 3 202,695 6,479 3,20 4,786 2,36 9,868 4,87
Myn i3 nnasmoto 1 9,873 0,374 3,79 0,250 2,53 0,490 4,96
Myn i3 nnasmoto 2 29,532 0,903 3,06 0,279 0,94 1,593 5,39
Myn i3 nna3moto 3 198,713 5,981 3,01 2,878 1,45 9,375 4,72
KoHTpornb 1 24,909 1,060 4,26 0,162 0,65 1,744 7,00
KoHTponb 2 99,603 3,106 3,12 2,097 2,11 4,836 4,86

[iana3oH niHinHocTi

1,00-1000 MO/mn (IU/mL) (BM3HA4YaETLCA 3@ MEXeto KiNbKiCHOT OLIHKM Ta MakCUMyMOM pedepeHCHOT KpUBOi).

IHTepBan peecTpauii

0,250-10000 MO/mn (IU/mL) (BM3HA4YaeTbCs 3a MEXEeK BUSBMEHHS Ta MaKCUMyMOM pedepeHCHOI KpuBOi, NMOMHOXEHWM Ha peKkoMeHAOBaHy MpomnopLito

po3BeAEeHHS).
AHaniTMyHa yyTnUBIiCcTb
Mexa xonocTtoi npobu = 0,050 MO/mn

(IU/mL).

Mexa BusBneHHs = 0,250 MO/mn (IU/mL).

Mexa kinbkicHoi ouiHkm = 1,00 MO/mMn
AnaniTnyHa cneundivHicTb
IHTepdepeHLin

(IU/mL).

IHTepdepeHLis BU3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskKiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa AoA4aBanucs pe4YoBMHN, NOTEHLINHO
30aTHi CNpUYMHUTK eHporeHHy abo ek3oreHHy iHTepdepeHLuilo, 3a npoTtokonom (EP7-A2) IHcTuTyTy KniHiyHuX i nabopatopHux craHaaptiB (Clinical and
Moxnbka BUMIpiIB ANA PEYOBWH, 3AATHUX CNPUYMHUTY iHTepdepeHrLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi

Laboratory Standards Institute, CLSI).
HWXYe pesynbTaTu.

IHTepdhepeHuin Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHLUisn Makc. piBeHb BiACYTHOCTI BNNUBY
Binipy6iH 66 mr/gn (mg/dL) PeBmatoigHuit daktop 1500 MO/mn (IU/mL)

emorno6iH 1500 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

IHTpaninig 2000 mr/gn (mg/dL) BiotnH 0,5 mr/an (mg/dL)

MeTtumason 80 mkr/mn (ug/mL) FigpokopTu3oH 200 mkr/mn (ug/mL)
MponinTioypauun 300 mkr/mn (ug/mL) AwmiogapoH 200 mxkr/mn (ug/mL)

Caniuunosa kucnota 50 mr/gn (mg/dL) MapaueTtamon 20 mr/gn (mg/dL)

MepexpecHa peakTUBHICTb

lMNepexpecHa peakTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTY; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaLi€eo aHanisaoBaHoro KOMMoHeHTa AoAaBanvcs NOTEHUinHI
nepexpecHi peareHTn 3a npotokonomM (EP7-A2) IHcTuTyTy KniHiyHMX i nabopatopHux ctaHgapTtie (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BMMIPIB ANA PEYOBUH, 30aTHUX CNPUYUHUTK iHTepdepeHLito, He nepesulye 10 %. Byno oTpMmaHo 3a3HayeHi Hx4e pesynbTaTu.

MepexpecHui peareHT

Makc. piBeHb BigCyTHOCTi BNnUBY

MepexpecHuit peareHT

Makc. piBeHb BiACyTHOCTi BNNUBY

TupeornobyniH

1000 mkr/mn (ug/mL)

AHTUTINO OO TPUNOATUPOHIHY

550 mxkr/mn (ug/mL)

AHTUTINO A0 TMpeornobyniHy

2000 MO/mn (1U/mL)

AHTUTINO 4O TUPOKCUHY

1010 mkr/mn (ug/mL)

MoHapao30BUIA «XYK»-e(heKT y BUNaaKy BUCOKUX KOHLIEHTpaLin
B aHaniszax Ha aHTuTina go TINO He cnocTepirascst NOHAAA030BUN «XyK»-eDeKT y BUNaaKy BMCOKMX KOHLeHTpauin Ao 10 000 MO/mn (IU/mL).

MopiBHAHHA MeTOAMNK

MopiBHSAHHS aHanidy Ha aHTuTina Ao TrMO 3 iHWKMM iIMyHONOriYHMM aHani3oM cepiHoro BUPOGHULTBA NPOAEMOHCTPYBarno Taky kopensuito (y MO/mn (IU/mL)):

KinbkicTb NnpoTecToBaHux 3paskis: 123.

MopiBHsIHHS MmeTogom lMaciHra — babnoka: y = 0,9990x-0,0387, 1 = 0,990.

KoHueHTpaLis B kniHiYHMX 3pa3kax ctaHosuna Big 1,1 go 982,8 MO/mn (IU/mL).
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IHCTpYKLif i3 3acTOCcyBaHHSA
ll 3HAYEHHS CUMBOIB

EE [InB. IHCTPYKLitO 3 BUKOPUCTaHHSA
8°C L
TemnepaTypHuii giana3oH
200 (36epiratv npu Temnepatypi 2-8 °C)
BmicTy goctatHbo Ana <n> TecTiB

Linm 6okom goropum

Megnynnii npynag ans fiarHoCTWKK in vitro
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MAGLUMI® Ta Biolumi® € ToproBumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapkn HanexaTb BiANOBIAHUM BRacHMKam.
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