[HCTpyKLUis i3 3acTOCYBaHHSA

Snibe

Diagnostic

MAGLUMI® IL-6 (IXJTA)

REF| 130616504M: 50 Tecris y Ha6opi
130716504M: 30 TecTiB y Habopi

C € 130216504M: 100 TecTiB y Habopi

H NPU3HAYEHHSA

Habip pae 3mory BUKOHYBaTW iMyHOXEMINIOMIHECLEHTHUIA aHani3 in vitro Ans BM3HaYeHHs KinbkicHOro BMIicTy IL-6 y cupoBaTui Ta nnasmi KpoBi nogvHKM 3a
[OMOMOrOI0 MOBHICTIO @aBTOMATMYHOTO XeMintoMiHeCLIeHTHOro iMyHoaHanisatopa cepii MAGLUMI n iHTerpoBaHoi cuctemu cepii Biolumi; Takox Tect
BMKOPUCTOBYETLCA SIK AOMOMDKHWUIA 3acCi6 Y NiKyBaHHI XBOPUX Y KPUTUYHOMY CTaHi A5 paHHBLOrO BUSIBIIEHHS FOCTPOro 3ananeHHs.

i cTucnui onuc

IHTepneikiH-6 (IL-6) € unToKiHOM i3 NNeoTPONHUMYK DYHKUISIMU, SIKMIA Bidirpae LeHTparbHy posfb B iMyHHOMY 3axXWUCTi HOCisl. Y XoA4i nonepeaHix AocnigxeHb Ans
onucy Ll MOMeKynu BUKOPUCTOBYBANMCA PidHi BU3HAYeHHs, Hanpuknag daktop 2 ctumynsauii B-knitun (BSF-2), iHTepdepoH B-2 (IFN-B2), daktop pocty
ripugommn (HGF) um renatoumnt-ctumynioBanbHuin daktop (HSF). IL-6 mMoxe BMKOHYyBaTWM (OYHKLUIT CTUMYNAUT pOCTY, YNOBINbHEHHSI POCTY Ta AvdepeHuiauii
3anexHo Big KNiTWH-miweHen" 2, IL-6 CUHTE3yeTbCA €OMHWM TEHOM, SIKUM KOAye MOCMIAOBHICTb i3 212 aMiHOKMCIIOT, 30Kpema CurHambHUiA nentug i3
28 aMiHOKWCMNOT Ta nentug 3i 184 aMiHOKUCNOT MOMeKynsapHol macol 22-27 ka3 4. Y 1989 poui 6yno nosigoMreHo npo BUSIBMIEHHS B BiOMOriYHUX pignHax
naujieHTIB i3 rocTpUMm BakTepianbHUMK iHEKLISIMU iMyHOPeaKTUBHUX KOMIMIEKCIB MoneKynsipHot Macoto 60—70 ka®.

LintokiHn Tuny IL-6 (iHTepneinkiH 6) BMpobnsioTbLCS y BiANOBIAb Ha YLWKOMKEHHS TKaHWH abo 3ananbHU CTUMYI i AiloTb NOKANbHO W CUCTEMHO, CMPUYMHSAIOYN
pi3HOMaHITHI dpisionoriyHi peakuii. BupobneHHs IL-6 cTpiMko 3pocTae B pasi rocTpoi 3ananbHoi peakLiii BHacMigok NOLWKOAKeHb, TPaBM, CTpecy, iH(iKyBaHHs,
CMepTi rofloBHOTO MO3Ky, Heomnnasii Ta iHWuX cuTyauin®. BenuuuHa nigBuweHHs pieHsa IL-6 kopentoe 3 06CAroM ypaKeHHsi TKaHWHU abo TSKKICTIO Tpasmm®.
MocninoBHe BU3HayeHHs piBHiB IL-6 y cupoBaTLi abo nnasmi KpoBi NaLieHTiB BiaaineHb iHTEHCMBHOI Tepanii BUSBUNOCS epeKTUBHUM CMIOCOGOM OLLIHKM TSKKOCTI
CUHAPOMY CUCTEMHOI 3anarbHoOi BifnoBigi, CEncucy i CenTUYHOTO LUOKY, @ TaKoX MPOrHO3yBaHHS PO3BUTKY 3aXBOPIOBAHHA B Takux nauieHTis®8. IL-6 Takox
Biflirpae NeBHy porb Y XPOHIYHUX 3ananbHUX NpoLecax, Hanpuknag pesmaToigHomy apTpuTi® 10,

0 NPUHUMN Oli TECTY

IMyHOXEMINtoMiHECLLEHTHUI aHani3 3a TUNOM ceHABiva.

3pasok, 6ydepHuii po3ynH, MarHiTHi Mikpoccepu, BKpUTI MOHOKIMOHaNbHUMK aHTutinamm o IL-6, ta mitku ABEI 3 iHLWIXMW MOHOKNOHaNbHUMK aHTUTINamMm 8o
IL-6 peTenbHO nepemilytoTbCs, BiAOYBaeTbCA peakuisi Ansi YTBOPEHHS KOMMMEKCIB 3a TUMNOM ceHBiva, a nicns Hei — iHKyOyBaHHs. [licna ocamkeHHs B
MarHiTHOMYy noni 3NMBaeTbCA CynepHaTaHT i BUKOHYETLCA LMK BigMMBaHHS. [icns uboro AofatoTbea ctapTepu 1 2 ona 3anycky XxeMintoMiHECLIEHTHOI peakLii.
IHTEHCUBHICTb CBITNOBOro CUrHasny BUMIpIOETECA (HOTOENEKTPOHHUM NMOMHOXYBa4YeM Yy BiHOCHUX CBITNOBUX ognHuusx (BCO) i € nponopuinHoo A0 KOHUEeHTpaLii
IL-6 y 3pasky.

l PEATEHTU

Cknapg Habopy

100 TectiBy | 50 TecTiB Yy 30 TecTiB Y

KomnoHeHTH Onuc . < K
Habopi Habopi Habopi

MarHiTHi MarHiTHi Mikpocdepm, BKpUTi MOHOKINOHanNbHUMK aHTuTinamu go IL-6 (npubnusHo

mikpoccpepu 10,0 mkr/mn (ug/mL)), y HaTpin-cpocaTHomy BydepHomMy posumHi, NaN; (<0,1 %). 2,5 wn (mL) 2,0 mn (mL) 1,0 mn (mL)

Kani6paTtop - - .

HU3BKOro (A::)T:roe/H) IL-6 y HM3bKiN KOHLeHTpaLii B HaTpili-docaTHomy 6ydpepHomy po3sumHi, NaN3 2,0 mn (mL) 1,5 mn (mL) 1.5 mn (mL)

piBHA S

Kani6paTop - - .

BUCOKOFO f:g:lrue/H) IL-6 y BMCOKilA KOHLIeHTpaUii B HaTpin-occaTHomy BydepHomy po3umHi, NaN; 2,0 mn (mL) 1,5 mn (mL) 1,5 mn (mL)

piBHA e

Bydep HaTpin-cdocdatHuin 6ydepHuii posumH, NaN3 (<0,1 %). 8,5 mn (mL) 5,5 mn (mL) 3,0 mn (mL)

Mitka ABEI Mitka ABEI 3 MOHOKNOHanbH1m aHTuTinom Ao IL -6 (npubnusto 0,250 mkr/mn (ug/mL)) y 8,5 mn (mL) 5,5 mn (mL) 3,3 mn (mL)

HaTpin-ocdaTHomy BydepHomy po3umHi, NaN; (<0,1 %).

15,0 mn 10,0 mn
(mL) (mL)

2,0 mn (mL) 2,0 mn (mL) 2,0 mn (mL)

PospigxyBay 0,9 % NaCl. 5,0 mn (mL)

AHTUreH IL-6 y Hu3bkin koHueHTpauii (40,0 nr/mn (pg/mL)) y HaTpin-cdocdaTHoMy

6ydepHomy po3sumHi, NaN3 (<0,1 %).

AHTUreH IL-6 y Bucokin koHueHTpauii (250 nr/mn (pg/mL)) y HaTpii-dhocdaTHOMy

6ydepHomy posumHi, NaN; (<0,1 %).

Yci peareHT HagaTbCsA B FOTOBOMY 4O BUKOPUCTAHHSA CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

Jlnwe ans npodecinHOro BUKOPUCTaHHS.

BxwuBaiiTe 3BMYaiHUX 3aCTEpeXHNX 3axodiB, 060B’A3KOBUX Nig vYac poboTu 3 ycima nabopaTopHUMU peareHTamu.

Cnig yxvBaTu BignoBigHUX OCOBUCTUX 3aCTEPEXHUX 3ax0AiB AN YHUKHEHHS KOHTaKTy Oyab-sKMX YacTWH Tina 3i 3pa3kaMu, peareHTaMu Ta KOHTPOSIbHUMM

3paskamu 1 JOTpUMYBaTMCS MICLLEBMX BUMOT LLOA0 POBOTU Nif Yac TECTYBaHHS.

He BukopucToByiTe Habip nicnsi 3akiHYeHHs CTPOKY NPUMAATHOCTI, 3a3Ha4YeHOro Ha eTUKEeTL.

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

YHukalTe yTBOPEHHS MiHW B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPONbHMX 3paskax).

Yci Bigxoamn BionoriyHMx 3paskiB, HionoriyHnx peareHTiB i BUTpaATHUX MaTepianis, O BUKOPUCTOBYHOTLCS Af1si MPOBEAEHHS TeCTy, chif BBaXaTu NOTEHLUiNHO

iH(piKOBaHMMM Ta YTUMI3yBaTH iX BiANOBIAHO 4O BUMOT MICLEEBUX HOPM.

e Llei Bupi6 mMicTUTb a3ug HaTpito. A3ug HaTpilo MOXe BCTyNaTu B peakLito 3i CBUHLEM YM MigHUMU enemeHTaMu TpybonpoBogis, yTBOptoloun BUOyxoHebe3neuHi
asugm meTanis. Micna ytunisauii cnig npomuTy TpyBW BENUKOHO KinbKicTio Boan, abu 3anobirTi yTBOpeHHto BiaknazaeHb asunais. JoaaTkoy iHchopmaLiio MoxHa
3HaNTK B nacrnopTtax 6e3nekn NpoaykTy, siki HA4aTbCA Ha BUMOTY NPodECiNHUX KOPUCTYyBaYiB.

MpumiTtka. Mpo Gyab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NpUCTPoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

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

NMoBoaXeHHA 3 peareHTaMu

e [llo6 He ponycTuTW 3abpyAHEeHHs!, NOTPIGHO BAAraT! YUCTI pykaBuyku Nig Yac poboTun 3 Habopom peareHTis i 3paskamu. Mig yac pob6oTn 3 Habopom peareHTIB
cnig 3aMiHUTK pyKaBWYKK, SKi KOHTaKTyBanu 3 6ionoriyHMMM MaTepianamu nMioavHNU, Ha YUCTI, OCKINbKM NOTPanmsAHHS MaTepiany 3pa3ka MoXe Mpu3BecTn o
OTPUMaHHSA HEAOCTOBIPHMX pe3ynbTaTiB.

® He BukopucToBynTE AedekTHi Habopu, 3okpema Habopy 3 NOPYLLEHO rePMETUYHICTIO YLLiNbHIOBANbHOI NNiBKW, KanamyTHUMUW peareHTamu, HasiBHICTIO ocaay
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI NOKa3HUKK SKUX HEOAHOPAa30BO BUXOAMNM 3@ MeXi A0MYCTUMOro AianasoHy. AKLWO
Habip € gedekTHUM, 3BepHiTbCS A0 KoMnaHii Snibe abo ii odiuinHoro guctpub’iotopa.

e ABW YHWKHYTWM BUMApOBYBaHHS PiavHWU 3 BIAKPUTUX HabopiB peareHTiB Y XONOAUIIbHUKY, PEKOMEHAOBAHO 3aneyaTtaTty BiaKpuTi Habopu repmeTusyoyo
NniBKOI, IO MOCTa4YaeTbCA PasoM 3 YNakoBKOK. YLUiNbHIOBanbHa niiBka € O4HOPa30BO; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHmx
avcTpub’roTopis.

KoHTtponb 1

KoHTponb 2 2,0 mn (mL) 2,0 mn (mL) 2,0 mn (mL)
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[HCTpyKLUis i3 3acTOCYBaHHSA

® |3 yacom Ha NpoknaaLi MOXyTb HaKOMUYYBaTUCA BUCOXMi 3anuULKK piavH. 3a3Buyali BOHU SBNSOTb COOOK CONbOBWIA OCad i He BNAMBaKTb Ha pesynbTaTt
aHaniay.

e BukopucTtoByiiTe Bigkputuii 6ok peareHTiB B OQHOMY aHanisaTopi.

® |HCTPYKLUIi LLOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHo B pO3Aini Lboro Bknaaumwia, NpucBsYeHoMy NigroToBLi peareHTiB.

® [logaTkoBY iHpbOpMaLiito MPO NOBOMKEHHSA 3 peareHTamu nif Yac BUKOPUCTAHHS CUCTeMW HaBedeHO B IHCTPYKLIT 3 BUKOPUCTaHHA aHanizaTopa.

36epiraHHA Ta cTabinbHicTb

e He 3amopoxyiiTe 6110k peareHTiB.

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

® BepexiTb Big NPAMUX COHAYHNX NPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLUeHin ynakosui npu Temnepatypi 2-8 °C [0 KiHUS 3asBMEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY cTaHi npu Temnepatypi 2-8 °C 6 TWXHIB

YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kiB

Y HenopyLUeHin ynakosLi npu Temnepatypi 2-8 °C [0 KiHUS 3asiBMEHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMy cTaHi npu Temnepatypi 18-25 °C 6 roguH

Y BigkpuTOMy CTaHi npu Temnepatypi 2—8 °C 6 TXHIB

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

KinbKicTb LMKNIB 3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS He Ginblwe 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

Jlnwe 3a3HaveHi HUxKYe 3pasky NponLnm BUNpobyBaHHsS Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunwu 3paskiB MpoGipkn AnsA 36upaHHsA 3paskiB

Mpobipkn 6e3 goaaTkoBMx / AONOMIKHUX pevyoBUH abo Npobipku 3 akTMBaTOPOM 3ropTaHHsi abo

reriemM Ta aKkTuBaTopoM 3ropTaHHs

MNnasma K2-EDTA, K3-EDTA

e 3asHaueHi TnNu 3paskiB TecTyBanucs 3 npobipkamu Ansi 36MpaHHsa 3paskiB, siki Oyny AOCTYMNHI HA PUHKY HA MOMEHT TeCTyBaHHs, To6To Byno NpoTecToBaHO He
BCi 4OCTYNHI Npobipku Bif ycix BUPOBHWMKIB. CucteMun 36MpaHHs 3paskiB pisHUX BUPOBHUKIB MOXYTb MICTUTM Pi3Hi MaTepianu, ski B AKX BUNagKax MOXYTb
BNNMBaTK Ha pe3ynbTaTth TecTiB. Mig Yac BUKOpUCTaHHsSi Npobipok Ans 36upaHHs 3paskiB cnig HeyXubHO JOTPUMYBaTUCS BKa3iBOK BUPOOHWMKIB NPOBipok.

CTaH 3pa3kiB

® He BMKOPUCTOBYWTE NpenapaTy 3 TeMNn0OBOK iHAKTMBALiEW, HAAMIPHO reMoni3oBaHi 3paskuy, 3pasku 3 HaAMIpHOO rinepninigemieto Ta 3pasku, siki MatoTb ABHI
03HaKuN MikpoBHOro 3abpyaHEHHS.

e [lepL Hixk NOYMHATV LEHTPUAYryBaHHs, NepekoHanTecs, Lo nNpoLec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLunBCS. [esiki 3pasku cupoBaTku, 0cobnmMBo B3STI
B MaUieHTiB, O MPUIAMAIOTL aHTVUKOArynsHT1 abo TpoMBoniTukM, MoxyTb noTpebyBaTtu Ginblue Yacy Ansa koarynsauii. AKWo noyatn LeHTpudyryBaHHs Ao
NMOBHOI Koarynsiuii, NpucyTHiCTb hiBpUHY B 3pasky cMpoBaTKyM MOXe NPU3BECTU 0 OTPUMaHHSA XMOHNX pesynbTaTiB.

e 3pasku He MatloTb MICTUTK IBPKH abo iHLWI TBEPAi AOMILLKN.

® BukopuctoByiiTe of4HOPa30Bi NineTkv abo KiHYMKM NINEeTOK, Wo6 YHUKHYTN NepexpecHoro 3abpyaHeHHs.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATU Ha HasBHICTb NiHW. MNepen noyaTkoM aHanisy niHy cnig BMAanuTK 3a AONOMOorolo nabopaTopHoi nanuyku. BukopuctoByiite
ANSA KOXHOrO 3pa3Ky HOBY Nanunyky, abu YHUKHYTU NepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHAM 3aMOPOXEHi 3pasku Crif NOBHICTIO PO3MOPO3UTU. PeTenbHO nepemillante po3mMOpOXeHi 3paskn y BUXPOBOMY 3MilllyBadi Ha HU3bKIl
LWBMAKOCTI abo wnsaxom o6epexHoro nepeBepTaHHsA. BukoHamTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSBNEHHS cTpaTudikauii Yv posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHW He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pa3ku He Byno nepemillaHo HanexXHUM YUHOM, OTPUMaHi pesynbTaTi MOXYTb
OyTn HeOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTK (DIGPUH, EPUTPOLIUTK 1 iHLLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAAKTb Ll yMOBI, 3aaTHi 3a6e3ne4nTn HaginHi pedynstaTtv; nepes
TECTyBaHHSM ix HeobxiaHo LueHTpudyrysatn. OuuLLeHnin 3pasok Crif NepeHecTn 4o BCTaBku Ans 3paskiB abo B AoNoMikHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUX 3paskiB i3 NinigHUM LLapoM NepeHoCcUTM cnif nuLle oYunLLeHnid 3pa3ok 6e3 ninemiyHoro martepiany.

e (O6’em 3paska, NOTPiIGHMIA 4151 OQHOPA30BOro BU3HAYEHHS B LibOMY TecTi, cTaHoBUTL 100 mkn (UL).

36epiraHHs 3paskiB

3pasku, ounLLeHi Big po3aintoBava, epuTpoumTiB i 3ryCTkiB, MOXyTb 36epiratuca oo 5 roguH npu Temnepatypi 18-25 °C, o 24 roguH npu Temnepatypi 2-8 °C

abo po 3 micsuiB y 3amopoxeHoMy cTaHi npu Temnepatypi —20 °C. 3amopoxeHi 3pa3ku npuaaTHi 4O BUKOPUCTAHHS, SKWO BOHM 3a3Hanu He Oinble 1 uukny

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHSI.

TpaHcnopTyBaHHA 3pa3kKiB

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

e [lepeBuLLyBaTh HaBeAEHI BULLE OOMeEXEHHS LWoao 36epiraHHa 3a6opoHeEHO.

Po3BeaeHHs 3pa3kiB

e 3pasku, y fKMX KOHUEHTpauis IL-6 BuxoauTb 3a Mexi AianasoHy aHaniTUYHOro BUMIPIHOBAHHS!, MOXHa PO3BECTU PO3YMHHMKOM, BUKOPUCTOBYHOUM MPOTOKOM
aBTOMaTUYHOro po3BefdeHHsA abo npouenypy pyyHoro possefeHHsi. PekomeHpgosaHa nponopuis po3sefeHHs ctaHoButb 1:10. KoHueHTpauis po3seaeHoro
npenapaty mae nepesuilysati 500 nr/mn (pg/mL).

e [InA po3BeAeHHS BPYYHY MOTPIOHO MOMHOXMUTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. KO po3BedeHHS BWKOHYETbCA aHanisaTopoM, nporpaMmHe
3abe3neyveHHs aHanisaTopa Bpaxye Le nig Yac BU3HAYEHHs KOHLEHTpaLii 3pa3ka.

H NPOLIEAYPA

HapaHi matepianun

TecT Ha IL-6 (IXJ1A), eTUKETKM 3i LUTPUX-KOJAMM KOHTPOMbHUX 3paskiB.

Heo6xigHi MaTepianu, Aki He BXOAATb A0 KOMMIIEKTY NOCTa4YaHHA

e 3aranbHe nabopatopHe obrnagHaHHs.

® [IOBHICTIO @aBTOMaTU4YHWI XEMiMOMIHECLIEHTHUIA iMyHOoaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, abo iHTerpoBaHa cuctema Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIOHI ANs 3a3HavYeHnX BULLE aHani3aTopiB, BKMOYaloTb peakuiiHnid Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITNOBY
npoby, HaKOHEYHUK i peakLiiiHy BCTaBKy. [Mepenik KOHKPETHMX akcecyapiB i XapakTepUCTUKWN akcecyapiB Ans KOXHOI MOAEni MOXHa 3HaWTu B iHCTPYKLUIi 3
BMKOPUCTaHHSA BiAMOBIAHOrO aHanisaTopa.

e [1na oTpMMaHHs AOCTOBIPHMX pe3ynbTaTiB TECTY BUKOPUCTOBYWTE akcecyapu, peKOMeH/A0BaHi komnaHieto Snibe.

Mpoueaypa aHanisy

MigrotoBka peareHTiB

® BuTArHite Habip peareHTiB i3 ynakoBKku 1 OrnsiHbTe BiACiKM BGrnoka peareHTiB i 3oKkpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He

BUAIBIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

CupoBaTtka
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[HCTpyKLUis i3 3acTOCYBaHHSA

e BigkpuiiTe aBepusTa 30HW peareHTiB; TpUManTe pyyky Habopy Takum uduHoMm, wob RFID-mitka Gyna nopyy i3 4ytnuBok 30HOK ckaHepa RFID-miTok
(npnbnusHo 2 c); cuctema nogacTb 3BYKOBWI CUrHAmM; OAMH 3BYKOBUIA CUTHaN O3HaYae, WO peareHT YCnillHO po3ni3HaHo.

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

e [lepesipTe, Yn NpaBunbHO BigobpaxaeTbes iHopMaLis Npo peareHT y NporpaMHOMy iHTepPdEeNnci; SKLWO Le He Tak, NOBTOPITb ABa 3a3HAYeHi BULLE KPOKW.

e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBIEHHS
cycneHsii nepen BUKOPUCTAHHSM.

Kani6pyBaHHs aHanisy

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

e BukoHaliTe NOBTOpHE KanibpyBaHHs 3 AOTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LiboMy BKNaauLui.

KoHTponb skocTi

e VY pasi BUKOpUCTaHHs HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSO SIKOCTI.

® BuKOHaNTe 34MTYBaHHS LUTPUX-KOZY KOHTPOMIO SIKOCTi, BUOEpiTh BiAMOBIAHI AaHi KOHTPOMIO SIKOCTi Ta BUKOHANTE TeCcTyBaHHs. [loknagHilly iHdopmaLiio npo
BMOPAAKYBaHHS KOHTPOMbHUX 3pa3kiB AUB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi po3Aini iHCTPYKLii 3 BUKOPUCTaHHS aHanisaTopa.

TecTyBaHHSA 3paskiB

e [licns ycnilHOro 3aBaHTaXKeHHs1 3pa3ka BMOEepiTb Lie 3pasok 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 Npenaparis po3aini iIHCTpyKLii 3
BUKOPWUCTaHHA aHanisatopa.

[Ins oTpUMaHHA MakcumanbHO epeKTUBHUX pesynbTaTiB MOTPIGHO TOYHO AOTPMMYBATUCL IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

Kani6pyBaHHs

BigctexeHHs: uew metoa 6yno cTaH4apTU30BaHO LUNSXOM MOPIBHSAHHS 3 MiXkHapodHum cTaHgapTom BOO3 89/548.

3acTocyBaHHs cneuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory ckopuryBaTtu pedepeHcHy KpuBy 3a JONOMOro 3adhikcoBaHMX 3HaYeHb BiAHOCHUX CBITIOBUX

oaunHuupe (BCO).

MoBTOpHE KanibpyBaHHs peKOMEeHA0BaHe:!

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

® KOXHi 7 OHiB;

® nicns cepsicHOro o6cnyroByBaHHs aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPOIbHMX 3pas3kiB BUXOASAThL 32 MeXi BCTAHOBIIEHOTO Aiana3oHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO SIKOCTI Af11 LIbOrO TECTY PEKOMEH0BAaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ansa nepesipku edheKTUBHOCTI TECTIB KOHTPOb

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

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

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

KOHTpOIto siKOCTi Bawwoi nabopatopii. KoHTponb SiKOCTi MOXHa 34iCHIOBaTH 3a AONOMOroto TecTy Ha IL-6:

® nicns KOXHOro kanibpyBaHHs Habopy;

ey pasi nepexoay Ha HOBY NapTito cTapTepiB 1+2 abo KOHLEHTPATY AN NPOMMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPUCTOBYHOTLCA MNULLE 3 BiAMNOBIAHUMW peareHTamu, Lo MatoTb Taki caMi No4aTKoBi

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

Mepen BUKOPUCTAHHAM iHLUMX KOHTPOMbHMX 3paskiB Cnig OUIHUTK iXHIO CYMICHICTb i3 UM 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 AianasoHy,

cnig BUKOHaTW NOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHSA KOHTPOMbHMX 3pa3KiB. FAKLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHIi Nicns ycrilHOro kaniopyBaHHs,

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

® MepeBipuTU, YY1 He CNNMB TePMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NnpoBeAeHO NraHoBe TeXHiYHE 06CMyroByBaHHS;

® yNeBHUTUCS, IO TECT 34iMICHIOBABCSA i3 AOTPUMAHHSIM IHCTPYKLIWA, HaBeAeHMX Ha BKNaauLLi yNakoBKu;

e 3a notpebu 3BepHyTUCS NO AoMOMOry Ao komnaHii Snibe abo i odiuiiHux gucTpub’roTopis.

SAKLLO KOHTPOSbHMX 3pas3kiB y Habopi He4oCTaTHBO Arst BUKOPUCTaHHS, 3aMoBnanTe AogaTkosi koHTponi IL-6 (IXNA) (REF: 160201424MT) y komnaHii Snibe abo

il ogpiLiiHMX AMcTpuG’toTOpIB.

H PE3YNbTATHU

Po3paxyHok

AHanizaTtop aBTOMaTU4YHO PO3PaxOBYE KOHLEHTpaLito IL-6 B KOXHOMY 3pa3ky Ha OCHOBI KanibpyBanbHOI KpuBOIi, fka OyayeTbcs 3a METOAOM [BOTOYKOBOIO

kanibpyBaHHa pedepeHcHoi kpuBoi. OpguHuuelo BuMiptoBaHHsS € nr/mn (pg/mL). OoknagHiwy iHdopmauilo MoxHa 3HaWTW B iHCTPYKUii 3 BMKOPWUCTaHHS

aHaniszaTopa.

IHTepnpeTauia pesynbTaris

Micna obcTexeHHs 275 kniHiYHO 300poBuX ocib y Kutai 6yno BusHayeHo onycTuMi HoOpMu Ans TecTiB Ha IL-6, 3HaYeHHS AKX HaBedeHO HuXYe:

<7 nr/mn (pg/mL) (95-1 nepueHTUNb).

MoxnuBi po3bixHOCTi B pedynbTaTtax pisHux nabopaTopii, Lo NOSICHIETLCSA BiAMIHHOCTAMW B Cknagi nonynsuii Ta MeToamkax gocnigxeHHs. PekomeHgoBaHo B

KOXHil nabopaTtopii BU3Ha4MTn BNacHuii pedepeHTHUIN iHTepBan.

l OBMEXEHHA

e PesynbTaTu TECTy cnig po3rnagaTt B KOHTEKCTI icTopii XBOPOOU, AaHMX KNiHIYHOrO 06CTEXEHHSs NauieHTa i iHWWX gaHuX.

e AkwWwo pesynbTaTh TeCTiB Ha IL-6 He BiANOBIAatThb KNiHIYHUM AaHuM, Ans iX NiaTBEpAXEeHHS HeoOXiAHO BUKOHATW 40AATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big nauieHTiB, siki npuiiMany npenapatn MyuwaYmx MOHOKIMOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YK fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMMuMwadi aitutina (HAMA). Y pasi TecTyBaHHSA Takux 3paskiB i3 BUKOPUCTaHHSIM HabopiB AN aHaniay, Wo MICTATb MULIaYi MOHOKIOHamMbHI aHTWTINa,
MO>XHa OTpUMaTH XMBHO NiaBuLLEHI a60 3HWKEHI pedynbTaTtn'2!3, [1ns BU3Ha4YeHHN AiarHo3y Moxe 3Hagobutucs gogaTkosa iHgopmadis.

e [eTepodinbHi aHTUTINa B cMpOBATLi KPOBi MIOAVHM MOXYTb BCTynaTu B peakLilo 3 iMyHornobyniHamu peareHTiB, BNMBaOYM Ha pesynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, Siki perynspHO KOHTaKTyloTb i3 TBapMHaMu abo npodykTaMu CMpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok Yoro
MOXYTb CriocTepiraTucs aHomarbHi Noka3Hukm'4.

e BakTepianbHe 3apaxeHHs1 abo TennoBa iHaKTUBaLisi 3pa3kiB MOXe CNOTBOPUTU pe3yrbTaTu OCNIOKEHHS.

H CNEUM®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y ubOMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCcTuKL. PesynbTati, oTpuMaHi pisHMMy nabopaTtopisMu, MOXyTb BiOpi3HATUCS.

TouHicTb

TouHicTb BM3HaYanacs 3a JONOMOroK TecTy, npenapaTiB i KOHTPONbHUX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTY KniHiYHUX i naGopaTopHux cTaHaapTiB

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

BMKOPUCTaHHAM TPbOX NapTi Habopie peareHTiB (n = 180). Byno oTprmaHo 3a3HayeHi Hk4e pesynbTaTu.
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[HCTpyKLUis i3 3acTOCYBaHHSA

CepeaHe, Y mexax BUNpobyBaHHS Mix BUnpo6yBaHHAMM BiaTBoproBaHicTb
3pasok (:;m?_) CraHa. Bigx., nr/mn % koedp. Bi;:?:f/.mn % koedp. CraHa. Bigx., nr/mn % Koedb. Bap.
(n = 180) (pg/mL) Bap. (pg/mL) Bap. (pg/mL)

IMyn i3 cuposaTkoto 1 7,369 0,238 3,23 0,193 2,62 0,346 4,70
Myn i3 cupoBaTKoto 2 206,287 5,027 2,44 3,290 1,59 9,389 4,55
IMyn i3 cuposaTkowo 3 1956,558 30,268 1,55 18,455 0,94 47,865 2,45
Myn i3 nnasmoto 1 7,835 0,263 3,36 0,228 2,91 0,410 5,23
Myn i3 nnasmoto 2 205,800 4,707 2,29 2,895 1,41 6,470 3,66
Myn i3 nnasmoto 3 1998,309 31,190 1,56 10,375 0,52 69,647 3,49
KoHtponb 1 40,249 1,374 3,41 0,378 0,94 1,827 4,54
KoHTponb 2 248,361 7,399 2,98 2,724 1,10 9,729 3,92

[iana3oH niHinHocTi

3,00-5000 nr/mn (pg/mL) (BM3HaYaETHCA 3a MEXEHO KiNlbKiCHOT OLiHKM Ta MakCuMyMoM pedepeHCHOI KpUBOI).

IHTepBan peecTtpauii

1,50-50 000 nr/mn (pg/mL) (BU3HaAYaeTbCA 3a MeXel BUSBIIEHHS Ta MaKCMMyMOM pedepeHCHOI KpPWUBOI, MOMHOXEHUM Ha pPeKOMeHAOBaHy npornopLil
po3BeAeHHS).

AHaniTMyHa yyTnUBICcTb

Mexa xonoctoi npo6u = 0,500 nr/mn (pg/mL).

Mexa BusBnenHs = 1,50 nr/mn (pg/mL).

Mexa kinbkicHoi ouiHkn = 3,00 nr/mn (pg/mL).

AHaniTn4yHa cneuudivHicTb

IHTepdepeHLin

IHTepdepeHLia BU3Havanacs 3a JOMNOMOrol TecTy; A0 TPbOX 3paskKiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa AoAaBanvuca pe4YoBUHN, NOTEHLINHO
30aTHi CNpUYMHWUTM eHJoreHHy abo ek3oreHHy iHTepdepeHuilo, 3a npoTtokonom (EP7-A2) IHcTuTyTy KniHiyHux i nabopatopHux craHaaptis (Clinical and
Laboratory Standards Institute, CLSI). MNoxnbka BUMIipiB AN peYOBUH, 30aTHUX CNPUYUHUTK iHTEepdepeHLito, He nepesuLlye £10 %. Byno oTpumaHo 3a3HauyeHi
HWXYe pesyrnbTaTu.

IHTepdhepeHuin Makc. piBeHb BiACYTHOCTi BNNUBY IHTepdepeHuisn Makc. piBeHb BiACYTHOCTi BNNUBY

Binipy6in 40 mr/an (mg/dL) ASIA 6 (curHan/ KpVI:I'VIl-IHe 3HAYeHHs),
BMCOKOMO3UTUBHUN

eMorno6iH 2000 mr/gn (mg/dL) BiotuH 50 mkr/mn (ug/mL)

IHTpaninig 1000 mr/an (mg/dL) AueTtamiHodeH 20 mr/pn (mg/dL)

?Hlopf:\;;'(; aHTMALEH! - aHTuTina 40 Hr/mn (ng/mL) Auetuncaniumnat 50 mr/an (mg/dL)

PeBmatoigHuin daktop 1500 MO/mn (1U/mL) 16ynpodbeH 40 mr/gn (mg/dL)

MepexpecHa peakTUBHICTb

[NepexpecHa peakTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLIEHTpaLieo aHanisaoBaHoro KOMMoHeHTa AoAasBanvcs NOTEHLUiNHI
nepexpecHi peareHTn 3a npotokonom (EP7-A2) IHCTUTYTY kniHiyHuxX i nabopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI). MNMoxubka
BMMIPIB AN PEYOBUH, 34aTHUX CNPUYUHUTY iHTepdepeHLito, He nepeBuLlye £10 %. Byno oTpMmaHo 3a3HayeHi Hxk4e pesynbTaTu.

MepexpecHui peareHT

Makc. piBeHb BiACyTHOCTi BNNUBY

MepexpecHuit peareHT

Makc. piBeHb BiACyTHOCTi BNNUBY

IHTepnenikin-1 anbda

50 Hr/mn (ng/mL)

IHTepnenkin-4

50 Hr/mn (ng/mL)

IHTepnenkiH-1 6eTa

50 Hr/mn (ng/mL)

IHTEepnenkiH-8

50 Hr/mn (ng/mL

IHTepnenkiH-2 50 Hr/mn (ng/mL)
IHTEepnenkiH-3 50 Hr/mn (ng/mL)
NMoHapno30BuM «xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpauin
Y TecTax Ha IL-6 noHapa030BuMIA «Xyk»-eeKT y BUNaaKy BUCOKMX KOHLKeHTpaLii (o 200 000 nr/mn (pg/mL)) He cnocTepirascs.
MopiBHAHHA MeTOAMK

MopiBHAHHSA TecTy Ha IL-6 3 iHLWoto iMyHOMOoriYHO NPoboto cepiltHOro BMPOGHMLITBa NPOAEMOHCTPYBarno Taky kopensuito (y nr/mn (pg/mL)):
KinbkicTb npoTectoBaHux 3paskis: 93

MopiBHsIHHA MeTogoMm [MaciHra — Babnoka: y = 0,9894x-0,1147, 1 = 0,964.

KoHueHTpauis B KniHiYHMX 3pa3kax ctaHoBuna Big 2,99 go 4988 nr/mn (pg/mL).
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[HCTpyKLUis i3 3acTOCYBaHHSA
H 3HAYEHHS CUMBONIB

EE_:I [uB. IHCTPYKLIO 3 BUKOPUCTaHHS u B1poBHUK

8°C TemnepaTypHuiA giana3oH
(36epiraTn npu Temnepatypi 2-8 °C)

KiHueBa aaTta TepMiHy npuaaTHOCTI

)
BmicTy goctaTHbO Ans <n> TecTiB //'|i" BepexiTb Big NpAMUX COHAYHMX NPOMEHIB

YNOBHOBaXeHWI NpeAcTaBHMK B €BPONeicbKoMy

T T Lium 6okom goropu EC | REP COI03i
IVD

Meaunynuii npunag ans AiarHOCTWKWM in vitro Cknag Habopy

Howmep 3a katanorom Kop, naprii

( E MapkyBaHHsi CE 3Hak BiANOBIAHOCTI TEXHIYHUM pernameHTam

LeHbwkeHb Hbtlo IHpacTpic Biomeaikan IHxuHipuHr Ko., Ilta.,
Ne23 [OxiHkciy Eact Poag, Minrwan dictpikt, 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

YnoBHOBaxeHU npeacTaBHUK B YKpaiHi:

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

Ten.: 0 800 21-52-32 (6esonnatHo MOXyTb TenedoHyBaT aboHeHTU ikcoBaHOro Ta Mob6inNbHOro TenedoHHOro 3B'A3Ky 3 6yAb-AKOi
TOYKM YKpaiHu).

EnekTtpoHHa nowTa: uarep@cratia.ua

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