IHCTpYKLif i3 3acTOCcyBaHHSA

130251019M:100 TecTiB y Habopi
130651019M: 50 TecTiB y Habopi
130751019M: 30 TecTiB y Habopi

REF

Ce
MAGLUMI® lNencuHoreH | (IXJ1A)

l NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTU iMyHOXEMINOMIHECLLEHTHUIA aHani3 in vitro Ans BU3Ha4YeHHst KinbkicHoro BMicty nencuHoreHy | (PG 1) y cupoBaTui Ta nna3mi Kposi
NOAMHM 32 AONOMOrOK MOBHICTIO aBTOMATUYHOMO XEMiNOMIHECLEHTHOrO iMyHoaHani3aTopa cepii MAGLUMI 14 iHTerpoBaHoi cuctemu cepii Biolumi; Takox Lei
aHani3 BUKOPUCTOBYETLCS 51K JOMOMIXKHUIA 3aci® OUiHKM DYHKUIT KMITUH LIMYHKOBMX 3a5103, @ TaKoX MiKyBaHHSA Ta MOHITOPUHIY paky LUMyHKa.

l cTMcnui onuc

MencuHoreH (PG) — ue npodepMeHT LUNYHKOBOrO MEncuHy, SiKUA BUAINAETLCS B KPOB SIK BUMIpIOBaHUI Giomapkep (yHKUiOHaNbHOro Ta MopdomnoriyHoro
cTaTycy crnu3oBoi 060MoHkKM WnyHka. PG B ocHoBHOMY npeactasneHo 2 nigtunamu: PG | Ta PG Il. PG | cekpeTyeTbCst KNiTUHaMy FOfIOBHOTO LUMyHKA Ta Crn30BO1
WniikK Y dyHAanbHUX 3anosax, a PG |l cekpeTyeTbcs KniTMHaMU MinopivHoi 3ano3u Ta 3ano3 BpyHHepa'. CuHTe3 i cekpelisi NencuHoreHiB MoxyTb OyTu
noB’'si3aHi 3i cTaTTIo, BIKOM Ta iHAEKCOM Macu Tina2.

Mpu nporpecyBaHHi racTputy cno4yaTtky 36inblyoTeca Sk PG |, Tak i PG Il. OgHak, OCKinbkv ronoBHi KMiTUHN 3aMiHIOOTECS MINOPUYHUMM 3aro3aMu B Mipy
3arocTpeHHs 3ananeHHsi, piseHb PG Il we 6inblue nigsuilyeTbes, a piBeHb PG | nounHae 3HmwkyBaTuca. Y pesynbTaTi TakoX 3MEHLLYETbCS CMiBBiAHOLIEHHS
PG l/ll. Husbkun piseHb PG | y cupoBaTui Ta cniseigHoweHHs PG /Il BinobpaxatoTb aTpodito wnyHka. KoHueHTpauis PG i cniBeigHoweHHA PG I/PG Il 6ynu
3anpornoHoBaHi sik Giomapkepy Ans NPOrHO3yBaHHS XPOHIYHOTO aTpodiYHOro racTputy abo paky wwnyHka'-3. PiBeHb NencuHoreHy 3HUXyeTbCS NpU aTpodiYHOMY
ractputi, ane niaBUWYyeTbCA Nig Yac 3ananeHHs. Wo6 BUKMOYMTM MOXIMBICTb NMOMUIIKOBOTO HOPMasibHOro pesynbTaTy npu ogHOYacHin atpodii Ta iHdekuil
H. pylori, cniseigHoweHHs PG I/PG |l BBaxaeTbca 6inblu HaginHuM MapkepoMm, Hix PG 14, MNigsuweHnin piseHb PG | y cupoBaTLi € 0CHOBHUM (haKTOPOM PU3MKy
BMpa3ky OBaHaAUATUNANOi KWLWKW, Togi SK nigsuweHui piseHb PG Il B cupoBaTui Ta Hu3bke cnieeigHoweHHs PG I/PG Il € ocHOBHUMK dhakTopamu pusmky
PO3BUTKY LUNyHKaS.

0 NPMHUMN Qi TECTY

IMyHOXeMintoMiHeCLLEHTHUI aHani3 3a TUNOM CeHABiva.

3pasok, MiTky ABEI 3 MoHOKNOHanbHUMK aHTuTinamm go PG |, 6ydepHuit po3umH i marHiTHi Mikpoccdepn, BKpUTI iHLUMM MOHOKMOHanNbHUM aHTutinom go PG |,
peTenbHO NepemillyoTb Ta iHKyOytoTb, BiAbyBaeTbCsl peakuist 3 yTBOPEHHAM KOMMIEKCIB 3a TUMOM ceHABiva. [licns ocapkeHHsi B MarHiTHOMy noni 3nmBaeTbCs
CynepHaTaHT i BUKOHYETbCA LMKN BigMMBaHHS. [Micnsa upboro goaatotbea ctapTepu 11 2 Ana 3anycky XeMmintoMiHECLEHTHOT peakuii. IHTEHCUBHICTb CBITNIOBOrO
curHany BUMIpHOETLCA hOTOENEKTPOHHUM NOMHOXYBa4eM Y BiHOCHMX CBiTNoBUX oamHuusx (BCO) i € nponopuiiiHoto Ao KoHueHTpauii PG |, HasBHOI B 3pasky.
l PEATEHTU

Cknag Habopy

100 TecTiB Y 50 TecTiB Y 30 TecTiB Y
KomnoHeHTH Onuc . K K
Habopi Habopi Habopi
MarHiThi MarHiTHi Mikpocdepu, BKpUTi MOHOKINOHanNbHUMK aHTuTinamm o PG |
X (npnbnusHo 6,00 mkr/mn (ug/mL)), y HaTpii-docaTtHomy BydepHomy 2,5 mn (mL) 1,5 mn (mL) 1,0 mn (mL)
mikpocdrepu .
po3unHi, NaN3 (<0,1 %).
Kani6patop AHTUreH PG | y HU3bKiln KOHUEHTpaLii B HaTpin-dpocaTHOMy BydepHOMyY 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HU3bKOro piBHA po3unHi, NaN3 (<0,1 %).
Kani6patop AHTUreH PG | y BUCOKi KOHLEHTpaUii B HaTpili-cdhocdaTHoMy BydhepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
BUCOKOrO piBHA po3unHi, NaN3 (<0,1 %).
Bydep BydepHuin pozumnx Tpic-HCI, NaN3 (<0,1 %). 6,5 mn (mL) 4,0 mn (mL) 3,0 mn (mL)
. Mitka ABEI 3 MOHOKNOHanbHum anTuTinom ao PG | (npubnusHo
Mirka ABEI 0,167 mkr/mn (ug/mL)) y 6ydpepHomy posumHi Tpic-HCI, NaN; (<0,1 %). 7,5 M (ml) 4.5 mn (ml) 3,3 mn (ml)
KoHTpons 1 AHTUreH PG | y H13bkinn koHueHTpauii (50,0 Hr/mn (ng/mL)) y 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HaTpiii-docdaTtHomy BydepHomy po3umHi, NaN; (<0,1 %).
KoHTpons 2 AHTUreH PG | y Bucoki koHueHTpauii (150 Hr/mn (ng/mL)) y 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
HaTpin-poccaTHomy GydepHomy po3unHi, NaN3 (<0,1 %).
Yci peareHT! HagalTbLCS B TOTOBOMY [0 BUKOPUCTaHHSA CTaHi.

MonepeaeHHA i 3acTepexxeHHA

e [lpusHaveHo Ang AiarHoCTuKK in vitro.

e Jlywe ons NpodpecinHOro BUKOPUCTaHHS.

® BxuBainTe 3BUYaHNX 3aCTEPEXHNX 3aX0AiB, 060B’A3KOBKX Nig Yac poboTu 3 ycima nabopaTopHUMKU peareHTamu.

e Cnig yxuBaTy BiANOBIAHMX 0COBUCTUX 3aCTEPEXHUX 3ax0AiB ANA YHUKHEHHSI KOHTaKTy Gyab-sIKMX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTMCS MICLLEeBMX BUMOT LLOAO poBOTU Nif Yac TECTYBaHHS.

3anopykot OTpMMaHHS OOCTOBIpHMX pe3ynbTaTiB € AOCKOHane BONOAIHHS TeXHiKol aHamnidy W 4iTke AOTPUMaHHS iHCTPYKLUN, HaBeOeHUX Ha BKnaauLli

yMNaKoBKW.

He BukopucToBYITE HaGIp Nicnsi 3aKiHYEHHS CTPOKY NPUAATHOCTI, 3a3HAa4YeHOro Ha eTUKETL.

He BMKOPMCTOBYINTE KOMMOHEHTY 3 Pi3HUX NapTin abo Bif Pi3HWMX peareHTiB 0QHOYACHO.

YHukaniTe YyTBOPEHHS MiHW B YCiX peareHTax i npenaparax (3paskax, kanibparopax i KOHTPOSbHMX 3pa3kax).

Yci Bigxoau GionoriyHnx 3paskiB, 6ionoriYHNX peareHTiB i BUTPATHUX MaTepianis, WO BUKOPUCTOBYOTLCA AN1st NPOBEAEHHS TECTY, CNif BBaXaTu MNOTEHUiHO

iHbikoBaHMMM Ta yTWUMi3yBaTH iX BiANOBIAHO A0 BUMOT MICLEEBUX HOPM.

e |lei BUpiG MicTUTb a3ug HaTpito. A3na HaTpil0 MOXe BCTyNaTu B peakLito 3i CBUHLIEM YM MigHUMUK enlemeHTaMu Tpybonposogais, yTBoptoloun BUOyxoHebe3aneuHi
a3unam metanis. MNicnsa yTunisauii cnig npommntn Tpybuy BENMKOLO KinbKicTio BoAw, abu 3anobirtn yTBOpeHHio BigknageHb asugis. logaTkoBy iHopmaLito MOXHa
3HaNTK B nacnopTax 6e3nekv NpoayKTy, siki HaAaTbCA Ha BUMOTY NPOMECIiAHNX KOPUCTYBaYiB.

Mpumitka. Mpo Oyab-aki ceprosHi iHUMAEHTW, NOB’sI3aHi 3 NPUCTPOeEM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHUX NPeACTaBHYKIB, @ TAKOX KOMMETEHTHI OpraHu BaLloi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e L1106 He gonycTtuTn 3abpyaHEeHHs, NOTPIGHO BAAraTU YACTI pyKaBuYKM Nig vyac pobotun 3 Habopom peareHTiB i 3paskamu. IMig yac poboTn 3 HabopoM peareHTIB

cnig 3aMiHUTK pyKaBWYKW, sIKi KOHTaKTyBanu 3i 3pa3kamu, Ha YUCTI, OCKINbKM NOTPaNnsHHSA MaTepiany 3paska MoXe NpU3BeCTM A0 OTPUMAaHHA HEAOCTOBIPHUX

pesynbTarTis.

He BukopucToByinTe fedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHOK FEPMETUYHICTIO YLLINIbHIOBaNbHOT MNIBKW, KanamyTHUMK peareHTamu, HasiBHICTIO ocagdy

B peareHTax (3a BUHATKOM MarHiTHUX Mikpocdep) abo Habopu, KOHTPOMbHI MOKa3HWKN SIKMX HEOAHOPA30BO BUXOAMMN 3a MEXi AOMYyCTUMOro AianasoHy. AKLOo

Habip € nedekTHUM, 3BEpHITbCSt A0 kKoMnaHii Snibe abo ii odiuiiHoro ancTpub’oTopa.

AGW YHUKHYTW BWMapOBYBaHHSI PiavMHW 3 BiAKPUTUX HABOPIB peareHTiB y XONoAWNbHUKY, PEKOMEHAOBAHO 3aneyaTtaTty BikpuTi Habopu repmeTuaytouoro

NNiBKO, LIO NOCTa4aeTbCsl pa3oM 3 YNakoBKOW. YLinbHIOBanbHa NiiBka € OAHOPa3oBO; [03aMOBUTU i MOxHa B KomnaHii Snibe abo ii odivinHux

anctpub’ioTopis.

13 YacoM Ha npoknagui MOXyTb HaKoNM4YyBaTUCS BMCOXMi 3anuLLKW piavH. 3a3Buyait BOHW ABNAOTL COBOI0 CONMbOBWUIA Ocaj i He BNMMBAOTbL Ha pesynbTaT

aHaniay.

e BukopuctoByiiTe BiokpuTuii Gnok peareHTiB B 04HOMY aHanisatopi.

IHCTPYKLUIi LWoao nepemillyBaHHA MarHiTHUX Mikpocdep HaBe4eHO B po3aini LbOoro BKNaguiia, NpUcBsiHeHOMy NiaroToBLi peareHTiB.

e [lonaTkoBY iHpbopMaLito NPO NOBOMAXEHHS 3 peareHTamu nig Yac BUKOPUCTaHHA CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHA aHanisaTtopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

36epiraHHsA Ta cTabinbHicTbL

® He 3amopoxyiiTe O6nok peareHTiB.

e 36epiraiTe Habip peareHTiB y BepTuKanbHOMY NOMNOXeEHHI, o6 3abe3neynT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.
e bepexiTb Big NPSAMUX COHSAYHMX MPOMEHIB.

CTabinbHicTb peareHTiB

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

CTabinbHiCTb KOHTPONbLHUX 3pa3kiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C [0 KiHUSA 3asiBNEHOro TepmiHy NpuaaTHoCTi
Y BigkpuTOMy cTaHi npu Temnepatypi 10-30 °C 6 roguH

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

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

KinbKicTb LIMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He Ginblwe 3 pasiB

l 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi HxX4Ye 3pasku NPonLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMKW AN aHaniay.

Tunu 3paskiB MpoGipku Ansa 36upaHHA 3paskiB

CupoBaTtka Mpobipkn 6e3 goaaTkoBMX / AONMOMIXKHUX pe4oBUH abo Npobipky 3 aKTMBAaTOPOM 3ropTaHHs abo renem Ta akTMBaToOpOM 3ropTaHHs

Mna3ma EQTA-K2, renapuH nitito abo renapuH HaTpito

e 3asHauyeHi TMMK 3paskiB TecTyBanucs 3 npobipkamu Ans 36upaHHs 3paskis, siki 6ynu AOCTYMNHI Ha PUHKY Ha MOMEHT TECTyBaHHs, TO6TO Byno NpoTecToBaHo He
BCi AOCTYMHi NpoBipky Bif ycix BUpOGHMKIB. Cuctemn 36MpaHHs 3paskiB Pi3HUX BUPOOHWKIB MOXYTb MICTUTW Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BMAMBaTK Ha pe3ynbTaTtu TecTiB. g Yac BUKOpUCTaHHS Npobipok Ans 36upaHHsA 3paskiB Cnif HEYXMNbHO AOTPUMYBATUCA BKa3iBOK BUPOOHWMKIB NPOoBGipok.

CraH 3pa3kiB

® He BMKOPUCTOBYWTE NpenapaTtu 3 TennoBO iHaKTMBALiE, HAAMIPHO remMoni3oBaHi 3pasku, 3paskv 3 HagMipHOH rinepninigemieto Ta 3pasku, ki MaloTb ABHI
03HaKku MiKpoBGHOro 3abpyaHEHHS.

e [NepLU HiXX MOYMHATU LEHTPUEYTyBaHHS, NEpeKOHaNMTecs, Lo NpoLec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLlumBcs. [eski 3pasku cupoBaTku, 0cobnmBo B3ATI
B MauieHTiB, WO MPUIAMatoTb aHTUKoarynsHT1M abo TpoMOBoniTUkM, MOXyTb noTpebysBatu Binblie Yacy Ans koarynsuii. AKWo noyat LeHTpudyryBaHHa OO
NOBHOI Koarynsiuii, NpUCyTHICTb (hibpMHY B 3pa3Kky cpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSA XMBHUX pe3ynbTaTiB.

® 3pasku He MatloTb MICTUTK PiBPKUH abo iHLi TBEpPAi AOMILLKM.

e BukopuctoByiiTe ogHOPa3oBi NiNeTky abo KiHYMKM NINETOK, W6 YHUKHYTU NepexpecHoro 3abpyaHEHHS.

MiarotoBka Ao aHanisy

e Yci 3pa3ku NoTPiGHO NepeBipaTU Ha HasiBHICTL NiHW. Meped noyaTkoM aHanisy niHy cnig BUAANUTK 3a AOMOMOro nabopaTopHoi nanuyku. BukopuctoByiite
NS KOXHOrO 3pasky HOBY Nanuyky, abv yHUKHYTU nepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHSIM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemillante po3MopoXKeHi 3paski y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo Wwnsaxom o6epexHoro nepeBepTaHHsA. BukoHanTe BidyanbHWA KOHTPOSb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii Yu poslapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLLO 3pa3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTi MOXYTb
6yTV HeOCTOBIPHUMM.

e 3paskyt He MOBUHHI MICTUTK (DIBPVH, epUTPOLNTK 1A iHWI TBEpAi AoMilKku. 3pasku, WO BigNOBiAaThb Ui yMOBI, 3aaTHi 3abe3neunTn HagiviHi pesynbTaTu; nepeg
TEeCTyBaHHAM iX HeobXigHO LeHTpudyryBaTi. OunieHnin 3pas3ok Crig, NnepeHecTy A0 BCTaBKM ANns 3pa3kiB abo B AOMOMKHY NPoBipKy Ansa TecTyBaHHSA. Y pasi
BUKOPUCTaHHS LIeHTpUdyroBaHMx 3paskis i3 NinigHUM LWapoM NepeHoCcUTM Chifg NnLLEe oYunLLeHniA 3pa3ok 6e3 ninemiyHoro matepiany.

e (O6'em 3paska, NOTPiIOHMIA 411 OQHOPA30BOro BU3HAYEHHS B LiIbOMY TeCTi, CTaHOBUTb 20 Mk (pL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi BiA po3ainoBaya, epUTPoLMTIB i 3rycTKiB, MOXYTb 36epiratucs 4o 24 roamH npu Temnepatypi 10-30 °C, go 7 gHis npu Temnepartypi 2-8 °C abo

0o 3 MicauiB y 3aMOpoXeHOMy cTaHi npu TemnepaTtypi —20°C. 3amopoxeHi 3pa3ku npuaaTHi OO BMKOPUCTaHHS, SIKLWIO BOHW 3a3Hanu He Ginble 3 uuknis

3aMOPOXYBaHHSA 1 PO3MOPOXYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka ¥ MapKyBaHHSA 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LLOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBUH.

e [lepeBuLLyBaTK HaBeAEHI BULLE 0BMexXeHHSN woao 36epiraHHa 3a6opoHEHO.

Po3BeneHHs 3pa3kiB

e 3pasku, y skux KoHueHTpauis PG| BMxogouTb 3a Mexi Aiana3oHy aHaniTMMHOrO BMMIPHOBaHHS, MOXHa PO3BECTW, BUKOPMUCTOBYKOYM Npouedypy PydYHOro
po3BefieHHs. PekomenaoBaHa nponopuis po3sefeHHs ctaHoBuTb 1:5. KoHueHTpauis po3seaeHoro npenapaty mae nepesuiysati 100 Hr/mn (ng/mL).

e [InsA po3BefeHHst BPYYHY MNOTPIGHO MOMHOXUTU pesynbTaT Ha KoediLieHT po3BeAEHHS.

e BukopucToBy#iTe BignoBiaHi po3pimpkyBadi abo 3BepHiTbCA 40 KoMMaHii Snibe 3a koHCynbTalie nepes BUKOHaHHAM PO3BEAEHHS BPYYHY.

l NPOLIEAYPA

HapaHi maTtepianu

AHania Ha nencuHoreH | (IXJTA), eTUKeTKN 3i LITPUX-KOAAaMMN KOHTPOSNbHUX 3paskiB.

HeoGxigHi MaTepianu, Aki He BXOAATL A0 KOMMIIEKTY NOCTa4aHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® T[IOBHICTIO aBTOMAaTUYHUI XEMINIOMIHECLIEHTHUI iMyHoaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus,
Maglumi 4000, Maglumi 4000 Plus, MAGLUMI X8, MAGLUMI X3, MAGLUMI X6 a6o iHTerpoBaHa cuctema Biolumi 8000, Biolumi CX8.

e [lopaTkoBi akcecyapu, NOTPIOHI Anst 3a3HaYeHUX BULLLE aHaANi3aTopiB, BKMNOYAOTh peakUinHuiA Moay b, cTapTepu 1+2, KOHLEHTpaT ANsi NPOMUBAHHS, CBITNOBY
npoby, HaKOHEYHUK i peakuiiHy BCTaBKy. [Mepenik KOHKPETHMX akcecyapiB i XapakTepUCTUKM akcecyapiB Ans KOXHOI MOAENi MOXHa 3HaWTu B iHCTPYKLUIi 3
BMKOPUCTaHHSA BiAMNOBIAHOrO aHanisaTopa.

® [1ns OTPUMaHHSI OCTOBIPHUX pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, pekoMeHA0BaHi komnaHieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

® BuTArHite Habip peareHTiB i3 ynakoBKku 1 OrnsiHbTe BiACiKM B6noka peareHTiB i 30Kpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUABIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

e BigkpuiiTe aBepusATa 30HW peareHTiB; TpUManTe pyyky Habopy Takum 4duHoMm, wob RFID-mitka 6yna nopyy i3 4ytnueol 30HOK ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAM; OAMH 3BYKOBUIA CUTHAN O3HaYae, WO peareHT YCnillHO po3ni3HaHo.

* Tpumatoum peareHT BepTuKanbHO, BCTaBTE MOr0 Y BiNbHY AOPIKKY A5 peareHTis.

e [lepeBipTe, YM NpaBUIbHO BifOGPaKaeTbCS iHDOPMAaLlisi PO peareHT y NporpamMHOMY iHTEPAENC; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiabyBaeTbCs aBTOMATUYHO MICNs 3aBaHTaXeHHs Habopy, YuM 3abesnevyeTbcsi MOBHE PIBHOMIPHE BifHOBMEHHSI
cycneHsii nepen BUKOPUCTAHHSM.

KanibpyBaHHsi aHanisy

e BubepiTb TecT AnsA kanibpyBaHHS Ta BMKOHaWTe onepawito kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [JoknagHiwy iHopmaLilo Npo BNOpsSAKYBaHHS AaHWX
KanibpyBaHHs AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

® BukoHalTe NOBTOPHE KanibpyBaHHSA 3 AOTPMMaHHAM iHTepBany, 3a3HavyeHoro B LibOMy BKNaauLui.
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KoHTponb sikocTi

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

® BukoHaWTe 34MTyBaHHS LUTPUX-KOAY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHANTe TecTyBaHHSA. [JoknagHiwy iHpopmalio npo
BMOPAAKYBaHHSA 3paskiB AN KOHTPOIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO34ini iHCTPYKLi 3 BUKOPUCTaHHA aHanisaTopa.

TecTyBaHHA 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs1 3pa3ka BMOepiTb Lie 3pa3ok Ha ekpaHi, 3MiHiTb nmapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHs. [loknagHily iHdopmaLiio Npo BNOpAAKyBaHHA B3ATUX Y NaLieHTa 3paskiB AMB. Y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenapartis po3aini iHCTpyKLii 3
BMKOPUCTaHHS aHanisaTopa.

[ns oTpUMaHHA MakcumanbHO epeKTUBHMUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPUMYBATUCE IHCTPYKLIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BiacTtexeHHs: ue metoz 6yno ctaHaapTU30BaHO LUISIXOM MOPIBHSIHHSA 3 PEYOBUHOM, LLO BUKOPUCTOBYETLCS koMnaHieto SNIBE ansi BHYTPILLHBOrO KOHTPOMKO SKOCTI.

3acTtocyBaHHS crneujianbHO Npy3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpuBY 3a AOMOMOrolo 3adikcoBaHUX 3HaYeHb BiGHOCHWUX CBITNOBUX

oavHuue (BCO).

MoBTOpHe KanibpyBaHHsi peKOMEeHA0BaHe:!

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

® KOXHi 28 OHiB;

® nicns cepsicHOro 06¢nyroByBaHHS aHani3aTopa;

®  SKLLO MOKa3HMKN KOHTPOSbHMX 3pas3kiB BUXOAATbL 32 MeXi BCTAHOBIIEHOTO Aiana3oHy.

KoHTponb sikocTi

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

cnig NpoBOAMTM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanWTM B onybnikoBaHWX iHCTPYKUiAX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHLmx®.

KoHTpornb SKOCTi pekoMeHA0BaHO NPOBOAUTU OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOraMmn MicLieBUX HOpPM, BUMOraMmm cepTudikauii Ta npoueaypamm

KOHTPOIO SKOCTi BaLoi nabopatopii. KOHTponb SKOCTi MOXHa 34iiCHIOBaTK B X04i NPOBEAEHHS aHarni3y Ha NerncuHoreH :

® Micns KOXHoro kaniopysaHHsi Habopy;

® y pasi nepexogy Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pasku npuaHadeHi nuwe ana cuctem MAGLUMI Ta Biolumi BUKOpuCTOBYOTLCS NiLLE 3 BIANOBIAHUMM peareHTamu, Lo MatkTb Taki cami BEpXHi CiM

umdp Homepa MAPTIN. KoxeH LinboBuii NokasHuK i Aiana3oH HaBeaeHO Ha eTUKeTL.

MNepea BUKOPUCTAHHSIM iHLUMX KOHTPOSbHWUX 3paskiB crif OUiHWTK iXHI0 CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb Ans BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOO AKOCTi.

KoHTponbHi nokasHuku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMWH i3 KOHTPOMbHUX MOKA3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHaTW MOBTOPHE KanibpyBaHHS Ta MOBTOPHE TECTYBaHHSI KOHTPONbHMX 3pas3kiB. KO KOHTPOMbHI MOKa3HMKKW, OTPUMAaHI NiCNs yCrilWHOro KaniopyBaHHs,

cTabinbHO BUXOASATb 3@ MeXi BU3HAYEHUX diana3oHiB, pe3ynbTaT TECTYBAHHS NaUieHTIB He cnig AOKYMEHTYBaTK; KpiM TOro, crig;:

® MepeBipuTU, YY1 He CNNMB TePMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NnpoBeAeHO NraHoBeE TeXHiYHE 06CNyroByBaHHS;

® YNEBHUTUCS, LLIO TECT 3AIACHIOBABCS i3 AOTPMMAHHAM iHCTPYKLA, HAaBEAEHUX Ha BKNaaMLLi YNakoBKY;

® 3a notpebu 3BepHYTUCH NO AoMomory Ao komnaHii Snibe abo ii odiviiHnx gucTpub’oTopis.

AKLLO KOHTPOSbHYKX 3pa3kiB y Habopi HeAOCTaTHLO ANt BUKOPUCTAHHS, 3aMOBNsNTE AoAATKOBI KOHTponi nencuHoreny | (IXIA) (REF: 160201457MT) y komnaHii

Snibe abo ii odiuiiHMx AucTpub’toTopIB.

H PE3YIIbTATU

Po3paxyHok

AHanizaTop aBTOMaTW4HO PO3paxoBye KOHLUEHTpauito PG| y KOXHOMY 3pasKy Ha OCHOBI kanibpyBanbHOI KpuBOi, sika ByayeTbcs 3a METOAOM 2-TOYKOBOTO

KanibpyBaHHs pedepeHCHOI kpyBoi. OauHULIEI0 BUMIpOBaHHS € HI/mn (ng/mL). JoknagHiwy iHdopmaLito MOXHa 3HalTK B iHCTPYKLUIT 3 BUKOPUCTaHHS aHanisaTopa.

IHTepnpeTauifa pesynbTaris

KombiHoBaHuiA aHani3 Ha BMicT PG | y cupoBartui abo nnasmi Ta cnieigHoweHHA PG I/l 6yB KOpMCHUM SK iHOMKaTOp CTyneHs atpodii cnn3oBoi 060M0oHKK

dyHAanbHoI 3ano3u.

MeHwe 70 Hr/mn (ng/mL) ans piBHa PG | Ta meHwe 3,0 ans cniesigHoweHHst PG I/l ik rpaHUYHMX 3HaYeHb AaBany HaWBULLMIA PiBEHb BUSIBIIEHHS 3aXBOPOBaHb 3

aTpodieto cnmu3oBoi 060MOHKN hyHAANBHOT 3ano3n LWNAXoM TecTyBaHHA B Kutai 552 kniHiyHO 3a0poBux oci6 i 156 nauieHTiB 3 aTpodieto cnn3oBoi 060MOHKM

yHAanbHOI 3an03n 1 ypaXKeHHsIM CNM30BOi 06OMOHKN LUMYHKA.

MoxnuBi po36ixXHOCTI B pesynbTaTax pisHux nabopaTtopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKNaAi nonynsiuii Ta metogunkax AoCniaxeHHs. PekomeHaoBaHO B

KOXHilt nabopaTopii BU3Ha4MTN BnacHuii pedepeHTHUiA iHTepBar.

ll OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTt B KOHTEKCTI iCTOPii XBOPO6U, AaHMX KNiHIYHOrO 06CTEeXEHHSs NauieHTa i iHWWX gaHuX.

e Ao pesynbTaTh aHanidy Ha PG | He BignoBigaTb KNiHIYHUM AaHUM, ANs X NiATBEPAXEHHA HEOOXIAHO BUKOHATU [OAATKOBE TECTYBAHHSI.

e 3pasku, OTpUMaHi Bif NauieHTiB, ski NpyiMany npenapat MULWAa4Ynx MOHOKIOHAmNbHMX aHTUTIN i3 METOK AiarHOCTUKM YK NiKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTUMuwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takux 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAYi MOHOKIOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMBHO NiaBULLEHI a60 3HWXEHI pedynbTaTtn’-8. [INs BU3HAYEHHSs AiarHo3y Moxe 3Hagobutucs goaaTkosa iHgopmadis.

e [eTepodinbHi aHTUTINa B CMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNAMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTylTb i3 TBapuHamu abo npoayKkTamu cMpoBaTKW KPOBI TBAPUH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNocTepiraTucsi aHomMarsbHi NokasHukm.

® BakTepianbHe 3apaxeHHs abo Tennosa iHaKTUBaLisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTu AOCNIOKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. PedynbTaTi, OTpUMaHi pisHumu nabopartopisiMu, MOXyTb Bigpi3HATUCS.

TouHicTb

TouyHiCTb BM3Ha4anacs 3a A4ONOMOrol TecTy, npenapaTiB i KOHTPONbHUX 3pa3kiB 3a npoTokonom (EP05-A3) IHCTUTYTY KniHiYHMX | nabopaTopHMX CTaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y ABOX okpemux napanenbHux BUNPOOYBaHHAX LWOAHS NPOTSAroM 5 OHIB Yy TPbOX Pi3HUX LeHTpax 3

BMKOPUCTaHHAM TPbOX MapTi Habopis peareHTis (n = 180). Byno oTpumaHo 3a3HayeHi HUx4e pesynbTaTu.

CepeaHe, Y mexax Bunpo6yBaHHA Mixx BUnpo6yBaHHAMM BiaTBoploBaHicTb
3pasok Hr/mn (ng/mL CraHg. Bigx., CraHg. Bigx., CraHa. Bigx.,

(n =(130) ) Hr/mn (ng/mL) % Koed. Bap. Hr/mn (ng/mL) % Koedp. Bap. Hr/mn (ng/mL) % Koedp. Bap.
Myn i3 cuposaTtkoto 1 70,774 1,907 2,69 1,043 1,47 2,845 4,02
Myn i3 cuposatkoto 2 148,199 3,890 2,62 1,536 1,04 6,392 4,31
IMyn i3 cuposaTkoto 3 300,973 4,212 1,40 3,605 1,20 7,255 2,41
Myn i3 nnasmoto 1 70,417 2,034 2,89 1,190 1,69 2,930 4,16
Myn i3 nnasmoto 2 148,853 3,937 2,64 1,430 0,96 5,052 3,39
Myn i3 nnasmoto 3 300,024 4,257 1,42 2,154 0,72 6,450 2,15
KoHTponb 1 49,311 1,616 3,28 0,247 0,50 2,474 5,02
KoHTponb 2 147,579 3,718 2,52 2,332 1,58 5,655 3,83

Liana3oH niHinHocTi

1,00-500 Hr/mn (ng/mL) (BM3HaYaeTbCs 3a MeXeto KinbKiCHOT OLHKM Ta MakCuMyMoM pedepeHCHOI KpUBOI).

IHTepBan peecTpauii

0,500-2500 Hr/mn (ng/mL) (BU3HA4YaeTbCsi 3a MEXEel BUSBMEHHS Ta MaKCMMyMOM pedepeHCHOi KpMBOI, MOMHOXEHWM Ha PeKkoMeHZOBaHy MponopLil
PO3BEAEHHS).
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IHCTpYKLif i3 3acTOCcyBaHHSA

AHaniTnyHa yyTnmBicTb

Mexa xonocTtoi npobu = 0,100 Hr/mn (ng/mL).

Mexa BusBneHHs = 0,500 Hr/mn (ng/mL).

Mexa kinbkicHoi ouiHku = 1,00 Hr/mn (ng/mL).

AHaniTn4yHa cneuudivHicTb

IHTepdepeHLin

IHTepdepeHLis BU3Havanacs 3a JOMOMOro TeCTy; 40 TPbOX 3paskiB i3 Pi3HO0 KOHLEHTPAaL|ielo aHanisaoBaHOro KOMMNOHEHTa 40A4aBanvcst Pe4oBMHK, MOTEHLIHO 3AaTHI
CNpUYUHUTIL eHaoreHHy abo ek3oreHHy iHTepdpepeHLito, 3a npotokonom (EP7-A2) IHcTUTyTy KkniHiYHMX | nabopatopHux craHgapTis (Clinical and Laboratory Standards

Institute, CLSI). Moxubka BUMIpiB AnNst peHOBMH, 3AaTHWUX CNPUYMHUTY iHTepdbepeHLito, He nepesuLye +10 %. Byno oTpymaHo 3a3HayeHi HKYe pesynbTaTu.
IHTepdepeHUin Makc. piBeHb BigCyTHOCTi BNNUBY IHTepdepeHLin Makc. piBeHb BigCyTHOCTi BNNUBY
emorno6iH 550 mr/an (mg/dL) 3aranbHuit 6inok 13,2 r/gn (g/dL)

IHTpaninig 3300 mr/gn (mg/dL) EOTA-K2 22,75 mkmonb/mn (pmol/mL)
Binipy6iH 25 mr/gn (mg/dL) "'enapuHy HaTpieBa cinb 80 MO/mn (IU/mL)

Tlroackki aHTumuwadi antutina (HAMA) 40 Hr/mn (ng/mL) enapuHy nitieBa cinb 80 MO/mn (IU/mL)

AAA 398 AO/mn (AU/mL) )

PeBmatoigHuin akTop 1500 MO/mn (1U/mL) BioTuH 0.5 mran (mgfdL)

MepexpecHa peakTUBHIiCTb

MNepexpecHa peaKkTUBHICTb BU3HaYanacs 3a AOMOMOrol TECTY; A0 TPbOX 3pas3kiB i3 Pi3HOK KOHLIEHTpaLieo aHanizaoBaHOro KOMMNOHEHTa A0AaBaBCs NOTEHLUiNHWIA

nepexpecHuUin peareHT 3a npoTtokonom (EP7-A2) IHCTUTYTY kniHiyHMX | nabopaTtopHux ctanaapTis (Clinical and Laboratory Standards Institute, CLSI). Moxubka

BUMIpiB ANst PEYOBWH, 3AATHUX CMIPULMHUTY iHTepdepeHLitlo, He nepesuLlye 10 %. Byno oTpuMaHo 3asHayeHi Hux4e pesynbTaTy.

MepexpecHuit peareHT Makc. piBeHb BigCyTHOCTi BNNUBY

PG Il 500 Hr/mn (ng/mL)

MoHapno30BuUIA «XyK»-eheKT y BUNagKy BUCOKUX KOHLIEHTpaLin

B ananizax Ha PG | He cnocTepiraBcsi NOHaA0030BUIA «XyK»-eheKT Y BUNaaKy koHueHTpauin go 5000 Hr/mn (ng/mL).

MopiBHAHHA MeTOOUK

MopiBHSAHHS aHani3y Ha NencuHoreH | 3 iHWWM iMyHONOriYHMM aHani3aoM cepiiHoro BUpobHMLTBA NPOAEMOHCTPYBAaro Taky kopensuito (y Hr/mn (ng/mL)):

KinbkicTb npoTecToBaHmx 3paskis: 148

MopiBHsAHHS meTogom [MaciHra — Babnoka: 5’=1,0013x+0,0629, 1=0,973.

KoHueHTpauis B kniHivHMX 3pa3kax ctaHoBuna Big 1,17 go 494,95 vr/mn (ng/mL).
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l 3HAYEHHA cuMBONIB

EE_] [vB. IHCTPYKLO 3 BUKOPUCTaHHS

e TemnepaTypHuiA giana3oH
200 (36epiraTv npu Temnepatypi 2—8 °C)

Bupo6Huk

KiHueBa gata TepmiHy npyaaTHOCTI

BwmicTy goctaTHbO Ans <n> TecTis BepexiTb Big NPAMUX COHAYHUX NPOMEHIB

YnoBHOBaXeHUii NpeacTaBHUK B €BPONENCHKOMY

Eﬁg-@-@mz

T T Linm 6okom goropwm
IVD

coHo3i
Megaununuin npunag Ana giarHocTUkK in vitro ENTS Cknag Habopy
Homep 3a kaTanorom Koga naprii

( ( MapkyBaHHsi CE 3Hak BiANOBIAHOCTI TEXHIYHUM pernameHTam

MAGLUMI® Ta Biolumi® € ToproBMmu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiAnoBigAHUM BRacHMKam.
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LeHbwkeHb Hbto IHAacTpic Biomeaikan IhxuHipudr Ko., Jlta.,
Ne23 [xiHkciy Eact Poapg, Minrwan dictpikt, 518122, WWeHb4xeHb, Kutalicbka HapoaHa Pecny6bnika
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 npeacTaBHUK B YKpaiHi:

TOB «Kpartisi MeaTexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. KuiB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTtHo MOXYTb TenedoHyBaTh aboHeHTH ikcoBaHOro Ta MobinbHOro TenedoHHOro 38’s13Ky 3 Byab-AKoi
TOYKM YKpaiHu).

EnektpoHHa nowrTa: uarep@cratia.ua

[aTa ocTaHHbLOro nepernsagy IHCTPYKLIT i3 3acTocyBaHHS: KBiTeHb 2022 poky
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