IHCTpYKLif i3 3acTOCcyBaHHSA

130253003M: 100 TecTiB y Habopi

c € REF | 130653003M: 50 tecris y Habopi
o 130753003M: 30 TecTiB y Habopi
MAGLUMI® 3aranbHun T3 (IXJ1A)

H NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTW iMyHOXEMIMIOMIHECLEHTHWUIA aHani3 in vitro Ans BM3HAYeHHS KiNbKiCHOro BMICTY 3aranbHOro TPUMOATUPOHIHY (3aranbHoro T3) y
cMpoBaTLi Ta nnasmi KpoBi MIOAMHM 32 AOMOMOrOH NMOBHICTIO aBTOMaTUYHOrO XeMintoMiHeCLeHTHOro iMyHoaHanisaTtopa cepii MAGLUMI 11 iHTerpoBaHoi cuctemm
cepii Biolumi; Takox uen aHania BMKOPWUCTOBYETbCS SK AOMOMDKHWIA 3acib AiarHOCTUKM Ta NiKyBaHHS 3axXBOPKOBaHb LLMTOMOAIGHOI 3anosun, Hanpuknag
rinepTupeoay.

l cTMcnui onuc

F'opMOoHM WKTONOAIGHOI 3aN03n BUAINSIOTHCA WMTOMNOAIGHOI 3aMo3010, sika BUPObISe Ta BUBIMbHAE B KPOB NPUHAMMHI Ba MOTYXXHi FOPMOHU — TUPOKCUH (T4) i
TPUOATUPOHIH (T3)!, i Bigirpae knOYOBY POMb B EHAOKPUHHIN CUCTEMI FIOAUHW, KEpylouu 3aranbHUM OBMIHOM PEYOBWMH OpraHiamy, CUHTe3oM 6inkis,
BYIMEBOAHUM i XXMPOBUM OOMIHOM, PO3BUTKOM HEPBOBOI CUCTEMW, HOPMAsIbHUM POCTOM i PO3BUTKOM KICTOK, @ TakoX (PyHKLisIMU CepLEeBO-CYANHHOI cUCTEMU Ta
Hupok2. MpubnuaHo 99,7 % TpunoaTUpoHiHy (T3) 38'A3aHO Ginkamu, nepeBaxHo TBG — rno6yniHOM, WO 3B’'S3y€ rOPMOHM LMTOMNOAIGHOT 3ano3und4. 3e’a3aHi
6inkamu ropmMoHu LMTONOAIGHOI 3anMo3n He NOTPaNnATb Y KNiTUHKU, OTKe BBaxaloTbcs 6ionoriyHo iHepTHUMK, PYHKLOHYIOUM sk pedepByapy Ans 36epiraHHs
rOPMOHIB LUMTOMNOAIGHOT 3an03un 3 MeTol 3abesneyeHHs LMPKynsuii UMx ropMoHiB B opradiami. Ha BigMiHy Bif HWX KpWUXiTHI BinbHi chpakLii ropMOHIB nerko
noTpannsoTb Y KNITUHX 32 [OMOMOrol CneuudidyHnX MeMOpaHHMX MexaHi3MiB MepeHeceHHs, CrnpaBnsioyn BignosigHUI GiomoriyHwiA edekT. Y rinodisi
HeraTMBHUIA BB FOPMOHY LLMTOMNOAIOHOT 3ano3u Ha BUpoGneHHs TTI HelTpaniyeTbCcsl nepeBaXHO ropMoHOM T3, sikuii BUpoBbnseTbesl Ha Micli 3 BinbHoro T4,
Lo noTpannsie B 6eTa-kniTvHM rinodiay®. TUPEeoTOKCKKO3S i3 NiABULLEHHAM T3 € ManonowmMpeHM TUPEOTOKCUYHUM CTaHOM, Ik BUHMKAE B 5 % nauieHTiB nicns
nikyBaHHs rineptupeosy'. Xoya B perioHax, Ae HeMae Aediuuty nogy, 6nusbko 80 % nauieHTiB i3 rinepTupeo3omM MawTb 6a3efoBy xBopoby, y perioHax i3
pediuntom ogy 50 % ycix BMNaakiB rinepTupeosy npunagae Ha TOKCUYHWIA BaraTtoBy3noBuin 306 | TOKCUYHY agdeHOMY; Ui 3aXBOPIOBAHHSI 0COGNMBO MOLUMPEHI
cepeq noaen noxuroro BikyS. TecTyBaHHsi Ha BMicT T3 B cMpoBaTLi KPOBi B MOEAHAHHI 3 pe3ynbTaTaMu TecTiB Ha BinbHUIA T4 MOXe BUKOPUCTOBYBaTUCS ANsi
OUIHKM CUMNTOMIB TinepTMpeo3y’. BupaxeHuit rinepTMpeos XxapakTeprnayeTbCa HU3bKOKW KOoHLEeHTpauieto TTI y cupoBaTLi KpoBi Ta MigBULLEHOI KOHLEHTpaLjie B
CMpOoBAaTLi FOPMOHIB LLMTONOAIGHOIT 3an03u — TUPOKCUHY (T4), TpMoaTUPOHIHY (T3) Y 060X LIMX PeHOBUH; CYOKMIHIYHWIA riNepTUpPeo3 XxapakTepu3yeTbC HU3bKOKO
KoHUeHTpauieto TTT, ane HopManbHO KoHUeHTpauieto T4 Ta T3 B cupoBartui kposi®. Y nerkux dopmax rinepTupeosy pisHi T4 B cupoBaTui KpoBi Ta BinbHoro T4
MOXYTb OyTU HOpManbHUMK, MiABULLEHUM MOXe B6yTu nuwe piBeHb T3 B cupoBaTui, a koHueHTpauis TTI y cupoBaTui MoXe GYyTW HU3BbKOK UM HUXYOK 3a
BUSIBHUIA PiBEHbLS.

0 NPUHUMN Al TECTY

KOHKypEeHTHUIA iMyHOXEMINOMIHECLLEHTHUIA aHani3.

3pasok, miTka ABEI 3 aHTuTinom go T3 ta 6ydepHnit posunH 3 ANS peTenbHO nepeMillyloTbCs 1 iHKybyloTbCS; NOTIM AOAAIOTECA MarHiTHI Mikpocdepu, BKPUTI
aHTureHom T3, Ta BydepHuit po3durH i BinbyBaeTbes iHKybauis. T3, sikuid BUBINbHSAETLCA 3i 3B’A3yBanbHUX BINkKiB y 3pasky CMpoBaTKM YM NnasMu KpoBi Mg gieto
ANS, KoHKypye 3 aHTUreHom T3, 3axonneHnM MarHiTHUMKM Mikpocdepamu, 3a 38’a3yBaHHSA aHTUTIN Ao T3 3 miTkoto ABEI, yTBOptotoun imyHokomnnekeu. Micns
OCa[KEHHs1 B MarHiTHoMy norsli 3nMBaeTbCs CynepHaTaHT i NOTiIM BMKOHYETbLCS UMKN BigMuBaHHsl. [licns uboro gopatTbes ctaptepu 1 i 2 ana 3anycky
XeMIfNOMIHECLIEHTHOT peakLii. [HTEHCMBHICTb CBITNIOBOrO CUrHany BUMIPIOETLCA POTOENEKTPOHHUM MOMHOXYBa4eM Yy BiAHOCHMX CBITNOBUX oanHuusax (BCO) i e
o6epHEeHO NPOMNOpLiNHOK A0 KOHLEHTpaUii 3aransHoro T3 B 3pasky.

0 PEATEHTU

Cknapg Habopy

KoMMOHEHTH Onuc 100 TeCTI.B y | 50 'reC'ru.a y 30 Tecm.a y
Habopi Habopi Habopi
MarHiTHi MarHiTHi Mikpocdepw, BKpUTi KOH'loroBaHUM aHTureHom T3 (MpnbnusHo
Mikpoccepu 5,71 mkr/mn (ug/mL)), y HaTpin-docdaTHomy BychepHomy po3ymHi, NaN; (<0,1 %). 2,5 mn (ml) 1,5 M (mL) 1,0 M (mL)
Kan|6paTop_ AHTUreH T3 B HM3bKil KOHLEHTpaLii, 6uyadunii cuposatkoBuin anbbymiH, NaN; (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (ML)
HU3bKOro PiBHA
Kani6partop - . o .
. AHTUreH T3 y BUCOKi KOHLEHTpaLii, 6uyaquin cuposatkosuin anbbymiH, NaN; (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (ML)
BUCOKOrO PiBHSA
Bydep ANS, Hatpint-cpoccpatHuin 6ycdepHuin posumnH, NaN3 (<0,1 %). 6,5 mn (mL) 4,0 mn (mL) 3,0 mn (mL)
. Mitka ABEI 3 aHTuTinom go T3 (npnbnusHo 0,200 mkr/mn (ug/mL)) y 6ydepHomy
Mitka ABEI poaumHi Tpic-HCI, NaNs (<0,1 %). 6,5 mn (mL) 4,0 mn (mL) 3,0 mn (mL)
AHTUreH T3 B HM3bKIM koHLUeHTpauii (1,50 Hr/mMn (ng/mL)), Guyayunii cuposaTkoBUi
KoHTtponb 1 anuBymin, NaNs (<0,1 %) 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AHTUreH T3 y Bucokin koHueHTpalii (4,00 Hr/mn (ng/mL)), 6uyaunii cupoBaTKkoBMiA
KoHTponb 2 anuBymis, NaNs (<0,1 %) 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Yci peareHTV HaJaloTbCA B FOTOBOMY IO BUKOPUCTaHHSI CTaHi.

MonepeaxeHHsA i 3acTepexxeHHsA

e [IpusHayeHo Ans AiarHOCTUKK in vitro.

Jlnwe anst npodeciNnHOro BUKOPUCTaHHS.

BxwuBaiiTe 3BMYaiiHUX 3acTepexHUX 3axoiB, 060B’A3koBYX Nif Yac poboTu 3 ycima nabopaTopHUMK peareHTaMu.

Cnig yxvBaTu BignoBiAHMX 0COBUCTUX 3acTepPEeXHUX 3axodiB AN YHUKHEHHS KOHTaKTy Oyab-sIKMX YacTUH Tina 3i 3pa3kamu, peareHTaMu Ta KOHTPONbHUMMU

3paskaMu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LOA0 poBGOTU Nif Yac TECTYBaHHS.

3anopykoto OTpUMaHHSA AOCTOBIPHUX Pe3ynbTaTiB € JOCKOHaNe BONOAIHHA TEXHIKOK aHanidy 1 YiTke AOTPUMaHHS iHCTPYKLINA, HaBEAEHWX Ha BKNaguLLi YNakoBKy.

He BukopucToByiTe Habip nicns 3akiH4eHHs1 CTPOKY NMPMAATHOCTI, 3a3HA4YE€HOro Ha eTUKeTL|.

He BuKOpMCTOBYINTE KOMMOHEHTYM 3 Pi3HUX NapTi abo Bif Pi3HWMX peareHTiB 04HOYACHO.

YHukariTe yTBOPEHHS MiHW B YCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPONbHMX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskiB, 6ionoriyHnx peareHTiB i BUTPaTHUX MaTepianis, WO BUKOPUCTOBYIOTLCSA ANSt NPOBEAEHHS TECTY, CNif BBaXaTu NOTEHLiAHO

iHchbikoBaHMMM 11 yTUMi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Lleli BUpi® MiCTUTb a3ua HaTpito. A3ua HaTpilo MOXe BCTyNaTh B peakLito 3i CBUHLIEM Y1 MiHUMK eneMeHTaMu TpybonpoBoAiB, yTBOPHOYM BUOYxoHebe3neyHi
a3unam meTanis. MNicnsa ytunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio BOAW, abu 3anobirtn yTBOpeHHio BiaknageHb asuais. [logaTkoBy iHopMaLito MOXHa
3HaNTV B nacnopTax 6e3neku NpoayKTy, siki HaA4aKTLCA HAa BUMOTY NPOdECIHUX KOPUCTYBaYiB.

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

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

NMoBoaXeHHA 3 peareHTaMu

e [llo6 He ponycTuTK 3abpyaHEeHHs!, NOTPIBHO BAAraTU YMCTi pykaBuyku Nig Yac poboTu 3 Habopom peareHTis i 3paskamu. Mig yac po6oTn 3 Habopom peareHTIB
Cnif, 3aMiHWUTW PyKaBUYKK, SIKi KOHTaKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPaNnsHHA mMaTepiany 3paska Moxe Npu3BecT! 40 OTPUMAHHS HeOCTOBIPHUX
pesynbTaris.

® He BukopucTOBYWITE AedekTHi Habopu, 3okpema Habopu 3 NOPYLLUEHO rEPMETUYHICTIO YLLiNbHIOBaNbHOI NNiBKW, KanamyTHUMW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI NOKa3HUKK SIKUX HEOAHOPAa30BO BUXOAMNM 32 MeXi AONYCTUMOro Aiana3soHy. AKLWO
Habip € gedekTHUM, 3BepHiTbCs 4o 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
NniBKOI, IO MOCTa4YaeTbCA Pa3oM 3 YNakoBKOK. YLUiNbHIOBanbHa nniBka € O4HOPa30BOl; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHMx
ancTpub’ioTopis.

® |3 yacoM Ha npoknagui MOXyTb HaKOMUYyBaTUCA BUCOXIi 3anuUWKK piavH. 3a3Buyai BOHM SIBMsSIIOTb COBOK CONMbOBWUI Ocad i He BNAMBalOTb Ha pesynbTart
aHaniay.

® BuKOpUCTOBYWTE BiAKPUTUI BNOK peareHTiB B 04HOMY aHanisaTopi.

® |HCTPYKLUIi LLIOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHo B PO3Aini LbOro Bknaaumwia, NpUcBsSYeHOMy NiaroToBLi peareHTiB.

e [lopaTkoBYy iHhOpMaLito MPO NOBOMXEHHS 3 peareHTamu nig Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

36epiraHHA Ta cTabinbHiCTL

® He 3amopoxywTe 6ok peareHTiB.

e 36epirainTe Habip peareHTiB y BepTVKanbHOMY MOMOXeEHHI, 106 3a6e3neynT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHAYHUX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asiBNEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2—-8 °C 6 TWKHIB
Y cepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHMUX 3pa3KiB

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

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

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

KinbkicTb LMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS He Ginbwe 3 pasiB

il 36IP | NIAFOTOBKA 3PA3KIB

Tunu 3pa3skiB

JInwe 3a3HayeHi HUx4Ye 3pasku NPoMLLIM BUNPODBYBaHHS Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3paskiB MpoGipku ans 36MpaHHA 3pa3kiB

MpoGipkun 6e3 foaaTKoBMX / AONOMiKHUX peyoBUH abo Npobipku 3 akTMBATOPOM 3ropTaHHsi abo

rernem Ta akTuBaToOpOM 3ropTaHHs

Mnasma EOTA-K2

e 3asHauyeHi TUNK 3paskiB TecTyBanucs 3 NnpobipkaMu Ans 36upaHHs 3paskis, siki 6ynu 4OCTYNHI HA PUHKY HA MOMEHT TECTyBaHHS, TO6To 6yno NPOTecToBaHO He
BCi 4OCTYNHi Npobipku Big ycix BUpoBHUKIB. CucTeMU 36MpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, ski B AesKMX BUNagkax MOXyTb
BNMMBaTK Ha pe3ynbTaTu TecTiB. [ig yac BuKkopucTaHHs Npobipok Ans 36upaHHs 3paskiB Cnif HeyXUbHO JOTPMMYBATUCS BKa3iBOK BUPOBHWMKIB Npobipok.

CraH 3pa3kiB

e He BMKOpPUCTOBYWTE HAAMIPHO remMori3oBaHi 3pa3ku, 3pa3ku 3 HaAMIpPHOLO rinepninigemieto Ta 3pasku, Ski MatoTb sIBHI 03HAKWU MIKPOBHOro 3abpyaHEHHS.

e [lepL Hixk NOYMHATV LEHTPUAYryBaHHs, NepekoHanTecs, Lo npoLec koarynsauii B cMpoBaTLi MOBHICTIO 3aBepLuMBCs. [esiki 3pasku cupoBaTku, 0cobrnmMBo B3STI
B MauieHTiB, O MPUIAMAOTL aHTUKOArynsHT1 abo TpoMBoniTMkM, MoxyTb noTpebyBaTtu Ginblue Yacy Ansa koarynsauii. AKWo noyatn LeHTpudyryBaHHs Ao
NOBHOT Koarynsuii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBAaTKM MOXe NPU3BECTU A0 OTPMMAHHSA XMBHWUX pe3ynbTaTiB.

e 3pasku He MaloTb MICTUTK IBPVH abo iHLLI TBEPAi AOMILLKN.

e BukopuctoByiiTe of4HOPa30Bi NineTkv abo KiHYMKM NINeTOK, Wo6 YHUKHYTN NepexpecHoro 3abpyaHeHHs.

MiaroroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATU Ha HasBHICTb NiHW. MNepen noyaTkoM aHanisy niHy cnig BMAanuTK 3a AOMOMOrol nabopaTopHoi nanuyku. BukopuctoByiite
ANSA KOXHOrO 3pasKy HOBY Nanuyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku cnif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3amMOpoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
LWBMAKOCTI abo Wwnsaxom o6epexHOro nepeBepTaHHsA. BukoHamTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii Yv poslapyBaHHs
nepemillanTe 3pasku, JOKM BOHW He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTi MOXYTb
OyTN HeOOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTK (DIGPUH, EPUTPOLIUTK 1 iHLLI TBEPAi AOMILLKM. 3pas3ku, WO BiANOBIAAKTb Ll yMOBI, 3aaTHi 3a6e3neunTun HaginHi pedynstaTtu; nepes
TECTyBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLLeHnin 3pasok cnig NepeHecTn Ao BCTaBkM Ans 3paskis abo B AoNoMixkHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUX 3paskiB i3 NinigHUM LLapoM NepeHoCUTM Cnif nuLle oYunLLeHnid 3pa3ok 6e3 ninemiyHoro martepiany.

e (O6'em 3paska, NOTPiIGHMIA 411 OQHOPA30BOro BU3HAYEHHS B LiIbOMY TecCTi, CTaHOBUTb 40 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi Big po3ginioBaya, epuTpoLuTIB i 3rycTkiB, MOXyTb 36epiratnuca fo 8 roguH npu temnepatypi 10-30 °C, 7 gHiB npu Temnepatypi 2-8 °C abo

1 micsiup 'y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C. 3amopoxeHi 3pasku npuaaTHi OO0 BUKOPUCTaHHSA, SIKWO BOHW 3a3Hanu He Oinbwe 1 uukny

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHSI.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka ¥ MapKyBaHHSA 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHUMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(bikoBaHMX PEYOBUH.

¢ [lepeBuilyBaTh HaBeAEHi BULLE OBMeXeHHS oo 36epiraHHs 3abopoHeHo.

Po3BeaeHHs 3pa3kiB

e 3pasku, y SKMX KOHLEHTpauis 3aranbHoro T3 BUXOAWTb 3a Mexi Adiana3oHy aHamiTMYHOro BMMIPHOBAHHS, MOXHa PO3BECTW, BMKOPUCTOBYIOUM MpoLenypy
py4HOro po3eefeHHs. PekomengoBaHa nponopuis po3seaeHHs ctaHoBuTb 1:2. KoHueHTpauisi po3segeHoro 3paska Mae nepeswuiysaty 5,00 Hr/mn (ng/mL).

® [1ns po3BefeHHs BpyYHY NOTPiGHO MOMHOXUTY pe3ynbTaT Ha koedilieHT po3BeaeHHs.

e BukopucTOBYy/iTE BigMnoBiaHi po3pimkyBayi abo 3BepHiTbCA 40 KoMMaHii Snibe 3a koHCynbTaljie nepes BUKOHAHHAM PO3BEAEHHS BPYUHY.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha 3aransHun T3 (IXIA), eTUKETKM 3i LUTPUX-KOJAMU KOHTPOMbHUX 3pasKiB.

HeoGxigHi maTepianu, Aki He BXOAATL A0 KOMIMIEKTY NOCTa4YaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® [IOBHICTIO @aBTOMaTUYHMWIA XEMiMOMIHECLEHTHUIA iMyHOaHanizaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, abo iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [loaaTkoBi akcecyapw, NOTPIOHi Ans 3a3HayYeHVX BULLLE aHani3aTopis, BKMOYAOTb peakuiiHiin Moaynb, cTapTepy 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIIOBY
npoby, HakoOHEeYHUK i peakLuinHy BCTaBKy. [epenik KOHKPETHWX akcecyapiB i XapaKTepUCTUKM akcecyapiB ANns KOXHOI MoAeri MOXHa 3HanTu B iHCTPYKUIi 3
BMKOPWUCTaHHSA Bi4NOBIAHOro aHanisaTopa.

e [1ns OTPUMaHHsi JOCTOBIPHUX Pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

e BuTarHite Habip peareHTIB i3 ynakoBku i ornsiHbTe BiACiku 610ka peareHTiB | 30kpema YLLinbHIOBanbHy MMiBKY Ha HAsiBHICTb BUTOKIB. SKLLO O3HaK BUTOKIB He

BUSIBNEHO, 06EPEXHO 3HIMITb YLLINbHIOBAmNbHY MAiBKY.

CupoBaTtka
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e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpMManTe pyyky Habopy Takum 4quHoM, wo6 RFID-mitka Gyna nopyd i3 yyTnuBol 30HOK ckaHepa RFID-miTok
(npnbnunsHo 2 c); cucteMa nNoaacTb 3BYKOBWIA CUrHamM; OAMH 3BYKOBUI CUrHan 03Havae, Lo peareHT YCnillHO po3ni3HaHo.

® Tpumatoumn peareHT BepTUKanbHO, BCTABTE NOro Y BiflbHY AOPDKKY ANA peareHTiB.

e [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLis Npo peareHT y NporpaMHOMy iHTepdeNnci; SKLWO Lie He Tak, NOBTOpPITb ABa 3a3HaYeHi BULLE KPOKWU.

e PecycneH3yBaHHS MarHiTHUX Mikpocdep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBMEHHS
cycneHsii nepen BUKOPUCTaHHSM.

KanibpyBaHHs aHanisy

® BubepiTb TecT ans kanibpyBaHHsA Ta BMKOHaNTe onepauito KanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauiio Npo BNOpsiaKyBaHHS AaHMX
KanibpyBaHHS OVB. Y MPUCBSYEHOMY KanibpyBaHHIO po3aini iHCTPYKLii 3 BUKOPUCTaHHA aHanisaTopa.

® BukoHaliTe NOBTOPHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaauLui.

KoHTponb skocTi

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

® BuKOHaNTe 34MTYBaHHS LUTPUX-KOAY KOHTPOMIO SKOCTi, BUBEpiTh BiAMOBIAHI AaHi KOHTPOMIO SKOCTi Ta BUKOHANTE TeCcTyBaHHs. [loknagHilly iHdopmaLiio npo
BMOpAAKYBaHHS 3pa3kiB A KOHTPOIO SKOCTi AMB. Y MPUCBAYEHOMY KOHTPOJIO SIKOCTi pO34ini iHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHSA 3paskiB

e [licns ycnilWwHOro 3aBaHTaXeHHs 3paska BMOepiTb Lie 3pa3oKk Ha ekpaHi, 3MiHiTb napameTpu aHanisy Ansa 3paska, skui Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHSA. [loknagHiwy iHdopmaLito Npo BNOpsAKyBaHHSA B3STUX Y NalieHTa 3paskiB AMB. y MPUCBAYEHOMY BMOPSIAKYBAHHIO NpenapartiB po3aini iHCTpyKuii 3
BUKOPWUCTaHHA aHanisatopa.

[Ins oTpUMaHHA MakcumanbHO epeKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPMMYBATUCH IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

Kani6pyBaHHs

BiactexeHHs: uew metoa 6yno cTaH4apTU30BaHO LUNSXOM MOPIBHSAHHSA 3i cTaHAapTHUM 3pa3kom USP (Homep 3a katanorom: 1368008).

3acTocyBaHHs cneuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory ckopuryBaTtu pedepeHCHy KpuBy 3a JONOMOro 3adikcoBaHMX 3HaYeHb BiAHOCHUX CBITIOBUX

oaunHuupe (BCO).

MoBTOpHEe KanibpyBaHHs peKOMEeHA0BaHe:!

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

® KOXHi 28 gHiB;

® nicns cepsicHOro o6cnyroByBaHHs aHarnisaTopa;

®  SKLLO MOKa3HMKN KOHTPOIbHMX 3pa3kiB BUXOASAThL 32 MeXi BCTAHOBIIEHOTO AianasoHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIO SIKOCTI Af151 LIbOrO TECTY PEKOMEH0BAHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepeBipku edheKTUBHOCTI TECTIB KOHTPOb

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

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

KoHTponb sikoCcTi pekoMeHO0BaHO 34iMCHIOBATV pa3 Ha AeHb BUKOPUCTaHHsi abo 3rigHO 3 BUMOraMm MiCLLEBUX HOPM, BUMOramu cepTudikauii Ta npoueaypamm

KOHTpOnto sikoCTi Bawwoi nabopatopii. KoHTponbk sSiKOCTi MOXHa 34iCHIOBaTK 3a AONOMOro TECTY Ha 3aranbHui T3:

® nicns KOXHOro kanibpyBaHHs Habopy;

e y pasi nepexoay Ha HOBY NapTito cTapTepiB 1+2 abo KOHLEHTPATY AN NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPUCTOBYIOTLCA MNULLIE 3 BiAMOBIAHUMYW peareHTamu, Lo MatoTb Taki caMi No4aTKoBi

cim umncpp Homepa MAPTII. KoxeH LinboBuWil NOKasHWK i AianasoH HaBeaeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHAM iHLUMX KOHTPOMbHUX 3paskiB Cnig OLIHUTK iXHIO CYMICHICTb i3 UMM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb ANst BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOO AKOCTI.

KoHTponbHi noka3Huku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMH i3 KOHTPOMbHUX NOKa3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

cnig BUKOHaTW NOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHSA KOHTPOMbHMX 3pas3kiB. AKLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHIi Nicnsa ycnilHOro kaniopysaHHs,

cTabinbHO BUXOASATh 3a MEXi BU3HAYEHMX Adiana3oHiB, pesynbTaTi TECTYBaHHS NaLieHTIB He cnig AOKYMEHTYBaTK; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNMB TePMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NnpoBeAeHO NraHoBe TeXHiYHe 06CNyroByBaHHS;

® yNEeBHUTUCS, LLO TECT 34iMICHIOBABCS i3 AOTPUMAHHSIM IHCTPYKUIA, HaBeAeHMX Ha BKNaAULLi yNakoBKu;

e 3a notpebu 3BepHyTUCS NO AOMOMOry Ao KomnaHii Snibe abo i odiuiiHux aucTpub’roTopis.

SAKLLO KOHTPONbHMX 3paskiB y Habopi He4OCTaTHBO Afst BUKOPUCTaHHS, 3aMOBNANTe AodaTkoBi KoHTponi 3aranbHoro T3 (IXIA) (REF: 160201242MT) y komnaHii

Snibe abo ii odiLiiHux ancTpn6’loTopiB.

H PE3YINIbTATHU

Po3paxyHok

e AHanisatop aBTOMaTU4YHO PO3PaxOBYE KOHLEHTpauilo 3aranbHoro T3 B KOXXHOMY 3pas3Ky Ha OCHOBI kanibpyBarnbHOI KpWBOi, sika OyaoyeTbcs 3a MeToAoM
2-ToukoBOro KanibpyBaHHs pedepeHcHoi kpuBoi. OguHuMUelo BUMIpOBaHHSE € Hr/mn (ng/mL). [oknagHiwy iHdopmaLilo MoXHa 3HaNTU B IHCTPYKUii 3
BMKOPWUCTaHHS aHanisaTopa.

® KoedilieHTV nepepaxyHKy:

HMonb/n (nmol/L) x 0,651 = Hr/mn (ng/mL)
Hr/mn (ng/mL) % 1,536 = Hmonb/n (nmol/L)
IHTepnpeTauia pesynbTaris
Micna obcTexerHa 549 kniHivHO 300poBuX OCi6 y Kutai 6yno Bu3HaveHo JonycTuMi HOpMU AN aHanisy Ha 3aranbHui T3, 3HaYeHHS SKUX HAaBEAEHO HIDKYe:
KinbkicTb CepeaHe, Hr/mn (ng/mL) 2,5-1 nepueHTUNb, Hr/mn (ng/mL) 97,5-1 nepueHTUNb, Hr/mn (ng/mL)
549 1,363 0,75 2,10

MoxnuBi po3BixkHOCTI B pe3yrnbTaTtax pisHux nabopaTopii, Lo NOSICHIETLCA BiAMIHHOCTSMU B cknagi nonynsuii Ta MeToamkax 4OocniaxXeHHs. PekoMmeHaoBaHo B

KOXHin nabopaTtopii BU3HAYMTW BNacHW pedepeHTHUi iHTepBan.

l OBMEXEHHSA

e PesynbTaTu TECTy cnif po3rnagaTh B KOHTEKCTI icTopii XBOpo6u, AaHUX KMiHIYHOTro 0BCTEXEHHS NauieHTa 1 iHLWNX AaHuX.

® Akwo pe3ynbTaTy TECTIB Ha 3aranbHuii T3 He BiANOBIgalOTb KNiHIYHUM gaHUM, ANs iX NigTBEPAKEHHSI HEOOXIOHO BUKOHATU J40AATKOBE TECTYBaHHS.

e [eTepodinbHi aHTUTINa B CMpOBATL KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, siki perynspHo KOHTaKTylTb i3 TBapMHaMu abo npodykTaMu CMpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CrocTepiraTucs aHomarbHi noka3Hukm'.

e BakTepianbHe 3apaxeHHs1 3paskiB MOXe BMNAMBaTH Ha pe3ynbTaTh OOCHIAKEHHS.

e Tlig Yac KNiHIYHOT OLiHKK pe3ynbTaTiB aHanidy CMpoBaTKW Crif, BpaxoByBaTW BIKOBI BiAMIHHOCTI Ta BiAMIHHOCTI, MOB’A3aHi 3 BariTHICTIO, @ TAKOX MOXMUBICTb
BMAMBY Ha pe3ynbTaTu eK30reHHO BBEAEHWX FOPMOHIB LUMTOMOAIGHOI 3ano3u, KOHTpauenTuBiB, CTepoiais, caniumnatiB, MEHITOIHY UM iHWKUX NiKapCbKMX
3acob6iB, a TakoX 3MiHW B 34aTHOCTI cMpoBaTKOBMX BinkiB 3B’s13yBaTV rOPMOHM LLMTONOAIGHOT 3anosu.

e BigxuneHHs y 3B’a3yBanbHii 3gaTHocTi 6inkie, Hanpuknag npy CAOI (CiMeiHin ansanbbymiHeMiYHi rinepTUPOKCUHEMIT), MOXYTb NPU3BECTU [0 OTPUMAaHHS
pesynbTaris, ski € TUNOBMMM AN LbOro 3aXBOPIOBAHHS, arne Biapi3HATLCS Big ovikyBaHux'!.

0 CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

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

TouHicTb

TouHicTb BM3HayYanacs 3a JONOMOroK TecTy, npenapartiB i KOHTPONbHKX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemMux napanenbHuWX BUNpoOyBaHHSX LWOAHA NPOTAroM 5 AHIB Yy TPbOX Pi3HMX LEHTpax 3

BMKOPUCTaHHSM TPbOX NapTiii Habopis peareHTie (n = 180). Byno oTpuMaHo 3a3HayeHi HUxX4e peaynbTaTy.
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CepeaHe, Hr/mn Y mexax BUNpobyBaHHS Mixx BUnpo6yBaHHAMM BiaTBoptoBaHicTb

3pasok (ng/mL) CraHa. Biax., Hr/mn % koed. CTtaHa. Bigx., Hr/mn % koed. CTtaHa. BigXx., Hr/mn % koed.
(n =180) (ng/mL) Bap. (ng/mL) Bap. (ng/mL) Bap.
Myn i3 cuposaTkoto 1 1,492 0,064 4,29 0,024 1,61 0,102 6,84
IMyn i3 cupoBatkoto 2 4,065 0,136 3,35 0,035 0,86 0,263 6,47
Myn i3 cuposaTkoto 3 8,177 0,244 2,98 0,149 1,82 0,351 4,29
Myn i3 nna3amoto 1 1,477 0,055 3,72 0,045 3,05 0,097 6,57
Myn i3 nnasmoto 2 3,935 0,149 3,79 0,059 1,50 0,201 5,11
Myn i3 nnasmoto 3 7,973 0,243 3,05 0,169 2,12 0,477 5,98
KoHTponsb 1 1,480 0,058 3,92 0,036 2,43 0,109 7,36
KoHTponb 2 4,023 0,137 3,41 0,053 1,32 0,216 5,37

Liana3oH niHinHocTi

0,200-10,0 Hr/mn (ng/mL) (B13HA4aETLCS 3a MEXel0 KiNlbKICHOI OLIHKM Ta MakCUMyMOM pedepeHCHOT KpUBOT).

IHTepBan peecTpauii

0,150-20,0 Hr/mn (ng/mL) (BM3HA4aeTbCA 3a MeXel BUSIBIIEHHS Ta MakCUMyMOM pedepeHCHOI KpUBOi, MOMHOXEHVWM Ha peKoMeHOOBaHy MponopLio

po3BeAEeHHS).
AHaniTnyHa vyTnMBICTL

Mexa xonoctoi npobu = 0,060 Hr/mn (ng/mL).
Mexa BussnenHsa = 0,150 Hr/mn (ng/mL).
Mexa kinbkicHoi ouiHkn = 0,200 Hr/mn (ng/mL).

AHaniTnyHa cneumdiyHicTb
IHTepdepeHuin

IHTepdepeHLis BU3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa A0AaBanucs pe4YoBUHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHcTuTyTy kniHiyHMx i nabopatopHux ctanpaptie (Clinical and
Moxubka BUMIpIB ANt Pe4OBWH, 3AATHUX CNPUYUHUTY iHTepdepeHLitlo, He nepesuLlye +10 %. Byno oTpumaHo 3a3HayeHi

Laboratory Standards Institute, CLSI).
HUXYe pe3ynbTaTu.

IHTepdepeHuin

Makc. piBeHb BiACYTHOCTi BNNUBY

IHTepdepeHLin

Makc. piBeHb BiACYTHOCTi BNNUBY

AueTuncaniumnosa kucrnota

50 mr/gn (mg/dL)

MponinTioypauun

Binipy6iH 40 mr/gn (mg/dL) PesmatoigHun axkrop 1500 MO/mn (1U/mL)
emorno6iH 1000 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)
IHTpaninig 2000 mr/an (mg/dL) BioTuH 0,5 mr/an (mg/dL)
®eHiToiH 6,0 mr/gn (mg/dL) MeTtumason 0,4 mr/gn (mg/dL)
PeHinbyTasoH 32,1 mr/an (mg/dL) AwmiogapoH 4,2 mr/gn (mg/dL)

( )

4,0 mr/gn (mg/dL

MepexpecHa peakTUBHICTb

[NepexpecHa peakTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaLi€0 aHanisaoBaHoro KOMMoHeHTa AoAasBanvcs NOTEHUiNHI
nepexpecHi peareHTu 3a npotokonom (EP7-A2) IHcTuTyTy KniHiYHmx i nabopaTtopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB AN PEYOBUH, 30aTHUX CNPUYUHUTY iHTepdepeHLito, He nepeBuLlye £+10 %. Byno oTpMmaHo 3a3HayeHi Hx4Ye pesynbTaTu.

MepexpecHui peareHT

Makc. piBeHb BiACyTHOCTi BNNUBY

MepexpecHuit peareHT

Makc. piBeHb BiACyTHOCTi BNNUBY

L-TMpOKCHH

500 Hr/mn (ng/mL)

D-TUpPOKCUH

500 Hr/mn (ng/mL)

MoHonoaTMpo3nH

1000 Hr/mn (ng/mL)

TPVNOATUPOHIH 3BOPOTHUIN

500 Hr/mn (ng/mL)

OuniioaTMposnH

1000 Hr/mn (ng/mL)

MopiBHAHHA MeTOOUK

MopiBHSAHHS aHanidy Ha 3aranbHuii T3 3 iHLWWMM iMYHOMOrYHMM aHani3oM cepiiHoro BUPOGHMLTBA NPOAEMOHCTPYBano Taky kopensuito (y Hr/mn (ng/mL)):

KinbkicTb NnpoTecToBaHux 3paskis: 156.

MopiBHsIHHS MmeTogom lMaciHra — babnoka: y = 0,9888x+0,0265, 1 = 0,943.
KoHueHTpauis B KniHiYHMX 3pa3kax ctaHosuna Big 0,270 go 10,960 Hr/mn (ng/mL).
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l 3HAYEHHA CUMBOIIB

[B. IHCTPYKLIIO 3 BUKOPUCTAHHSA

Bupo6Huk

E

TemnepaTypHuiA giana3oH
(36epiratv npu Temnepatypi 2—8 °C)

BmicTy goctatHbo Ans <n> TecTiB

Linm 6okom goropum

MeauvuHuin npunap ans AiarHoCTwKK in vitro
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Homep 3a katanorom

c ( MapkyBaHHa CE

Koa naprii

3Hak BiAMNOBIAHOCTI TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € ToproBumun mapkamu komnaii Snibe. Yci iHLi HaiMeHyBaHHA NPOAYKTIB | TOProBi Mapkn Hanexarb BiAMOBiAHUM BRaCcHUKaM.

LeHbwkeHb Hbto IHAacTpic Biomeaikan IHxuHipuHr Ko., Jlta.,
Ne23 [Oxinkciy Eact Poag, Minrwan Oictpikt, 518122, LeHb4yxeHb, Kutaiicbka HapoaHa 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 dakc: +49 40 25 57 26

YnoBHOBaXxeHU npeacTaBHUK B YKpaiHi:

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

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaTn aboHeHTH hikcoBaHOro Ta MoGinbHOro TenegoHHOro 3B’A3Ky 3 Byab-sKoT
TOYKM YKpaiHu).

EnekTtpoHHa nowTa: uarep@cratia.ua

[aTta ocTaHHbOro nepernsiay iHCTPYKLUIi i3 3acTocyBaHHs: KBiTeHb 2022 poky
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