[HCTpyKLUis i3 3acTOCYBaHHSA

Snibe

Diagnostic

MAGLUMI® IHcyniH (IXJ1A)

130255002M: 100 TecTiB y Habopi
130655002M: 50 TecTiB y Habopi
130755002M: 30 TecTiB y Habopi

REF

C€

H NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTW iMyHOXEMINOMIHECLIEHTHWUIA aHani3 in vitro Ana BU3HAYeHHSs KinbKiCHOro BMICTY iHCYmiHy B cMpoBaTLi Ta nna3mi KpoBi NoavHN 3a
[OMOMOrOI0 MOBHICTIO aBTOMaTUYHOIO XeMintoMiHEeCLEHTHOro iMyHoaHanizatopa cepii MAGLUMI 1 iHTerposaHoi cuctemun cepii Biolumi; Takox uen aHanis
BUKOPUCTOBYETbLCS SIK AONOMiXKHWUIA 3acib AiarHOCTWKM 1 NiKyBaHHS PidHUX po3nafiB ByrneBogHoro o6miHy peqyoBuH, 3okpema LlyKpoBOro aiabeTy Ta rinornikemi.
i cTucnu onuc

IHCYniH € nenT1aHMM rOpMOHOM 3 MOMeEKynsipHOI Macoto 5807 [la, Skuii cknagaeTbest 3 ABOX NaHuoriB, A (21 amiHokmcnota) Ta B (30 amiHOkncnoT), siki 3’egHaHi
MiX coboto ABoma gucynbdigHummn mictkamu. Micna 3aBeplueHHst GiocuHTe3y iHCyniH 36epiraeTbCa pa3oM 3 eKBIMONSPHOW KinbkicTio C-nentuay B 3pinux
rpaHynax B-knitvH Jo 1oro cekpeduii B kpoBoTik'. Micnsa cekpedii iHCyNiH eKCNOPTYyeTbCS B NEYiHKy Yepesa nopTanbHy cuctemy kpoBoobiry. [ig yac uiei nepiuof
umpkynsuii noHag 50 % iHCyniHy pyMHyeTbCsi renatoumMTamu neviHkvi. PewwTa iHCyniHy 3anuwae neviHky 4epes BOPITHY MEYiHKOBY BEHY Ta 3 BEHO3HWUM
KPOBOOGIroM noTpannsie Ao cepus. IHcyniH noTpannsie B iHWi YacTUHK opraHiamy Yepe3 apTepianbHuii KpoBooGir?. Ha aiaber 2-ro Tuny npunagae npubnusHo
95 % Bunapakis giabety. [liabeT € NOLWMPEHOO NPUYNHOIO CRIMOTK, HUPKOBOT HEAOCTATHOCTI, CepLEeBMX HanaaiB, iHCYNbTIB Ta aMmnyTaLii HWKHIX KIHLIBOK i nocinae
cbomMe MicLe cepep npudmH cmepTi B CLUA 11 ycbomy cBiTiS. MpuunHO eHaoreHHoI rinepiHcyniHeMiYHOI rinornikeMii MoXxyTb GyTU iHCyniHOMa, nocTGapiaTpuyHa
rinornikeMist Y1 HeiHCyniHOMHWUIA NaHKpeaTOreHHWM FiNornikeMiYHUA CMHAPOM. ABTOIMYHHWUIA FiNOrMNiKeMiYHUA CUHAPOM 3a KNiHIYHUMK Ta GioXiMiYHUMK O3HaKamwm
CXOXUI Ha iHCYNiHOMY, ane XxapakTepusyeTbCst BUCOKVM PiBHEM aHTUTIN A0 iHCYNiHY 1 iHCYMiHY B nna3mi Kposi.

0 NPUHUMN Qi TECTY

IMyHOXeMiNtoMiHECLLIEHTHUI aHani3 3a TUNOM CeHABiva.

3pa3sok, MarHiTHI Mikpocdepu, BKpUTi aHTUTInamu Ao iHcyniHy, mMiTkn ABEI 3 iHWKWMK aHTUTINaMu o iHcyniHy Ta 6ydepHuii po3ynH peTenbHO NepemillyoTbest
iHKyOyloTbCA ANst YTBOPEHHS IMYHOKOMMIEKCIB 3a TUMOWMM CeHAaBiva. [licns ocamKeHHs B MarHiTHOMY MOni 3MMBAaETbCS CYMEpHATaHT i BUKOHYETHCA LIMKI
BigMmBaHHs. [licna uboro AopatoTbea cTaptepu 1 i 2 Ana 3anycky XemintoMiHecUeHTHOI peakuii. |HTEHCUBHICTb CBITNOBOro curHanmy BUMIPIOETHCS
(OTOENEeKTPOHHUM MOMHOXYBa4YeM Yy BiAHOCHWX CBITNOBUX oanHuLsAx (BCO) i € nponopLiiHOIo A0 KOHUEeHTpaUIT iHCyniHy B 3pasky.

0 PEATEHTU

Cknap Habopy

KoMRoHeHTH Onuc 100 TeCTI.B y 50 Tecm.s y 30 TECTI? y
Habopi Ha6opi Habopi

MarHiTHi MarHiTHi Mikpocdepm, BKpUTI aHTUTINaMu o iHcyniHy (npubnusHo 3,43 mkr/mn

mikpocdepu (ug/mL)), y HaTpin-cdocdaTHOMy BydepHomMy posumHi, NaN; (<0,1 %). 2,5 mn (mL) 1.5 mn (ml) 1.0 mn (ml)

Kan|6pa'rop. AHTI/IreI.-i iHCYniHY B HU3bKill KOHLIeHTpaLii B HaTpil-pocdaTHoMy bydepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

HU3bKOrO PiBHA po3uunHi, NaN; (<0,1 %).

Kanlﬁpa'rop. AHTVII'eII—| iHCyniHY y BUCOKI KOHLEHTpaUii B HaTpin-cpoccaTHomy GydepHomy 1,0 n (mL) 1,0 mn (mL) 1,0 mn (mL)

BUCOKOIO PiBHSA po3uumHi, NaN; (<0,1 %).

Bydep Bydepruin posunn Tpic-HCI, NaN3 (<0,1 %). 9,5 mn (mL) 5,5 mn (mL) 3,9 mn (mL)

. Mitka ABEI 3 aHTuTinOM 8o iHcyniHy (npnbnusto 0,167 mkr/mn (ug/mL)) y

Mitka ABEI 6ychepHoMy poaumti Tpic-HCI, NaNs (<0,1 %). 10,5 mn (mL) 6,0 mn (mL) 4,2 mn (mL)
AHTWreH iHCyniHy B HM3bKil KOHUeHTpaLii (25,0 MkMO/mn (ulU/mL)) y

KowTpon. 1 HaTpin-poccatHomy 6ycdepHomy po3unHi, NaN3 (<0,1 %). 1,0 mn (ml) 1.0 mn (ml) 1.0 mn (ml)
AHTWreH iHCyniHy y BUCOKiN koHueHTpaii (80,0 MkMO/mn (ulU/mL)) y

KowTpone. 2 HaTpiit-chocchaTHoMy BycpepHomy poaumki, NaN; (<0,1 %). 1.0mn(mb) | 1.0ma(mb) | 1,0 mn (mL)

Yci peareHTn HagalTbCs B FOTOBOMY 4O BUKOPUCTAHHS CTaHi.

MonepeaxeHHsA i 3acTepexxeHHA

® [IpusHayeHO Ans AiarHOCTUKK in vitro.

e Jlywe ons NpodpecinHOro BUKOPUCTaHHS.

e BxwuBaiTe 3BMYaNHUX 3aCTEPEXHMX 3ax0aiB, 0GOB’A3KOBKX Mif Yac po6oTu 3 ycima nabopaTopHUMU peareHTaMu.

e Cnig yxuBaTy BiAMOBIAHNX OCOBUCTUX 3aCTEPEXHUX 3aXOAIB ANsl YHUKHEHHS KOHTaKTy Oyab-sikMX YacTuH Tina 3i 3pa3kamu, peareHTamu Ta KOHTPONbHUMU

3paskamMu 1 JOTPUMYBaTMCS MiCLLeBMX BUMOT LLOA0 pOo6GOTU Nif Yac TECTYBaHHSI.

3anopykoto OTpMMaHHA OOCTOBIpHMX pes3ynbTaTiB € [OCKOHane BOMOAIHHSA TEXHIKOKW aHamisy # 4iTke AOTPUMAaHHS iHCTPYKLiA, HaBedeHWX Ha BKnaguii

yNaKoBKW.

He BuKkopucToByITE HaGIp Nicnsi 3akiHYeHHs CTPOKY NPWMAATHOCTI, 3a3Ha4YeHOro Ha eTUKeTL|.

He BMKOPWCTOBYINTE KOMMOHEHTM 3 Pi3HMX NapTi abo BiA pPi3HWX peareHTiB 04HOYaCHO.

YHuKaiiTe yTBOPEHHS NiHU B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOMNbHMX 3pa3kax).

Yci Bigxoam GionoriyHmx 3paskie, 6ionorivyHnx peareHTiB i BUTPATHUX MaTepianis, O BUKOPUCTOBYIOTLCS Afsi MPOBEAEHHS TeCTy, Chif BBaXaTu NOTEHUiNHO

iHbikoBaHUMM 11 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLEBUX HOPM.

e |lei BUpiG MicTUTb a3ug HaTpito. A3na HaTPito MOXe BCTYNaTu B peakLito 3i CBMHLEM YM MigHMMU enlemeHTaMu TpybonpoBogis, yTBoptoloun BUOyxoHebe3neyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyGW BENKKOHO KinbKicTio Boaw, abu 3anobirtv yTBOpeHHto BiaknafaeHsb asuais. ogaTkoy iHchopmaLiio MoxHa
3HaNTW B nacnopTtax 6e3nekn NpoaykTy, siki HAAATLCA Ha BUMOTY NpodeCinHUX KOPUCTYBaYiB.

MpumiTka. Mpo Byab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NPUCTPoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

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

NMoBoaXeHHA 3 peareHTaMu

e |llo6 He gonycTUTK 3abpyaHEHHs, NOTPIBHO BASraTV YUCTi pykaBUYKM Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac poboTn 3 HAbopoMm peareHTiB
Cnif, 3aMiHWUTW PyKaBUYKK, SIKi KOHTAKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPannsHHS MaTepiany 3paska MoXxe Npu3BecT! 40 OTPUMAHHSI HEOCTOBIPHUX
pesynbTartiB.

e He BukopucTtoByiiTe aedekTHi Habopu, 30kpeMa Habopwu 3 NOPYLLEHOK FrEPMETUYHICTIO YLLiNbHIOBANbHOI NNIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTO ocaay
B peareHTax (3a BUHSITKOM MarHiTHUx mikpocdep) abo Habopu, KOHTPOMbHI NOKA3HWKN SIKUX HEOAHOPA30BO BUXOAUIM 3@ MEXi AONYCTMMOrO Aiana3oHy. AKLLo
Habip € gedeKkTHUM, 3BepHITLCA A0 KOMMaHii Snibe abo i odiuitHoro gucTpmb’oTopa.

e AOW YHUKHYTM BMNApOBYBaHHSA PiAVHWU 3 BiOKPUTMX HabOpIB peareHTiB y XONOAMIbHUKY, PEKOMEHAOBaHO 3anevyataTv BiakpuTi Habopu repmMeTusyryo
NNiBKOM, WO MOCTAYaETbCH PasoM 3 YNakoBKOW. YLinbHIOBanNbHa MniBka € OA4HOPa30BOH; [03aMOBWUTK ii MOXHa B komnaHii Snibe abo ii odilinHux
anctpub’oTopis.

® |3 yacom Ha npoknagui MoXyTb HaKOMMYYBaTUCA BMUCOXIIi 3anuLLKU piguH. 3a3Buyaii BOHW SIBNsIOTb COBGOI0 CONbOBUIA OCaf i He BNAWBalOTb Ha pesynbTaTt
aHaniasy.

® BuKOpUCTOBYWTE BIAKPUTUI BNOK peareHTiB B 04HOMY aHaniaTtopi.

® |HCTpPYKUi LLOAO NepemillyBaHHS MarHiTHUX Mikpocdep HaBedeHOo B pO3Aini Lboro Bknaauiia, npucBsAYeHOMY MiaroToBLi peareHTiB.

e [lopaTkoBy iHpbOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLIT 3 BUKOPUCTaHHA aHanisaTopa.
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[HCTpyKLUis i3 3acTOCYBaHHSA

36epiraHHsa Ta cTabinbHiCTb
e He 3amopoxywTe 6ok peareHTiB.

e 36epiraiTe Habip peareHTiB y BepTVKanbHOMY MOMOXeHHI, 106 3a6e3neynTi NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSMUX COHSAYHUX NMPOMEHIB.

CTabinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C

[0 KiHUS 3asiBNEHOro TepMiHy NpuaaTHOCTI

Y BigkpuTOMY cTaHi npu Temnepatypi 2-8 °C

6 TWXHIB

YcepeauHi cuctemmn

4 TVKHI

CTabinbHiCTb KOHTPONbLHUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C

[0 KiHUS 3asBNEeHOro TepMiHy NpuaaTHOCTI

Y BigkpuTOMY cTaHi npu Temnepatypi 10-30 °C 6 roguH
Y BigKkpuUTOMY CTaHi npu Temnepatypi 2-8 °C 6 TxXHIB
Y 3aMmopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micsaui

KinbKicTb LMKNIB 3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS

He Ginblwe 3 pasiB

l 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3skis

JInwe 3a3HayeHi Hx4Ye 3pasku NPonLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK ANs aHaniasy.

Twunu 3paskiB Mpo6ipku ans 36upaHHsa 3pas3kis

Mpobipkn 6e3 goaaTkoBMX / AONOMiIXKHUX pevoBuH abo Npobipku 3 akTMBAaTOPOM 3ropTaHHst abo

Mnasma EOTA-K2

e 3asHauyeHi TUNK 3paskiB TecTyBanucs 3 NnpobipkaMmu Ans 36upaHHs 3paskis, siki Oynu 4OCTYMNHI HA PUHKY HA MOMEHT TECTyBaHHs, T06To 6yno NpoTecToBaHoO He
BCi 4OCTYNHi Npobipku BiA ycix BUpoBHUKIB. CucTeMun 36mnpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, ski B AesKMX BUNagkax MOXyTb
BNNMBaTW Ha pe3ynbTatu TecTiB. ig Yac BUKkopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeYXUIbHO AOTPUMYBATUCS BKa3iBOK BUPOOHUKIB NpoGipok.

CraH 3pa3kiB

® He BMKOPWCTOBYITE HAAMIPHO remMoni3oBaHi 3pasku, 3pasku 3 HaAMIpHOIO rinepniniaemicto Ta 3pasku, ki MaloTb ABHi 03HaKVN MiKpOGHOrO 3abpyaHEHHS.

e [lepL Hixk NOYMHATV LEHTPUAYryBaHHs, NepekoHanTecs, Lo npoLuec koarynsuii B cMpoBaTLi NOBHICTIO 3aBepLUMBCS. [esiki 3pa3ku cupoBaTku, 0cobnmMBo B3STI
B MaLUi€HTiB, O MPUIAMAIOTL aHTUKOArynsHTK abo TpoMBoniTukM, MoxyTb noTpebysBaTtu Ginblue Yyacy Ansa koarynsuii. AKWo noyatn LeHTpudyryBaHHs [0
NOBHOI Koarynsauii, NPUCYTHICTb hibpuHY B 3pa3ky CMPOBAaTKM MOXe NPU3BECTU A0 OTPMMAHHSA XMBHWNX pe3ynbTaTis.

e 3pasku He MatloTb MICTUTK IBPUH abo iHLI TBEpAi AOMILLKN.

® BukopuctoByiiTe ofHOPa30Bi NineTkv abo KiHYMKM NINEeTOK, Wo6 YHUKHYTN NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepesipATU Ha HasBHICTb NiHW. MNepen noyaTkoM aHanisy NiHy cnig BMAAnWTK 3a 4oNoMorolo nabopaTopHoi nanuyku. BukopuctoByiite
ANsi KOXXHOTO 3pa3ky HOBY Nanuuky, abu yHUKHYTW NepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXeEHi 3pa3ku chif, MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3amMOpoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
LWBMAKOCTI abo wnsaxom o6epexHOro nepeBepTaHHsA. BukoHanTe BidyanbHWIA KOHTPOMb 3paskiB. Y pasi BUSABNEHHS cTpaTudikauii 4Yv posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHW He CTaHyTb BidyarlbHO OAHOPIAHMMU. AKLO 3pas3ku He Byno nepemillaHo HanexXHUM YMHOM, OTPUMaHi pesynbTaTh MOXYTb
OyTn HeOCTOBIPHUMM.

e 3pasku He NOBUHHI MICTUTK (DIBPUH, epUTPOLIMTI 1 iHLWLI TBEPAi AOMILLKM. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3neunTn HaginHi pedynstaTtu; nepes
TEeCTyBaHHSAM iX HeobXigHO LeHTpudyryBaTi. OunileHnin 3pasok Crig NnepeHecTy A0 BCTaBKM ANs 3pa3kiB abo B 4OMNOMiKHY NPOBipKy Ansa TecTyBaHHS. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUxX 3paskiB i3 NinigHMM LLapoM NepeHocuTH chif nuile oYunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e O06’eM 3paska, NOTPIOHMI ANS O4HOPA30BOrO BU3HAYEHHS B LibOMY TECTi, CTaHOBUTb 40 MKkn (UL).

36epiraHHs 3paskiB

3pasku, ounLleHi Big po3ainioBaya, epuTpoumnTiB i 3ryCTKiB, MOXYTb 36epiratucsa oo 8 roamH npu temnepatypi 10-30 °C, go 1 gHa npu Temnepatypi 2-8 °C abo

0o 6 MicauiB y 3amopoxxeHoMmy cTaHi npu TemnepaTtypi —20°C. 3amMopoXeHi 3pas3ku npuaaTtHi 40 BUKOPUCTAHHSA, SIKWO BOHW 3asHanu He 6Ginblue 1 umkny

3aMOPOXYBaHHSA 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

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

e [lepeBuLlyBaTh HaBeaeHi BULLEe 0OMEXEHHS Loao 36epiraHHs 3abopoHeHo.

Po3BeaeHHs 3pa3kiB

e 3paskuy, Y SKMX KOHLEHTpauisi iHCyniHy BUXOOWUTb 3a MeXi Aianas3oHy aHanmiTU4HOro BUMIPIOBAHHS, MOXHa PO3BECTU, BMKOPUCTOBYIOUM MpoLueaypy pyyYHOro
po3sefeHHs. PekomenaoBaHa nponopuis po3sefeHHs ctaHosuTb 1:10. KoHueHTpauis po3sefeHoro npenapaty mae nepesuilysaTtu 30,0 MkMO/mn (plU/mL).

e [InA po3BefeHHst BPYYHY NOTPIGHO MOMHOXUTU pesynbTaT Ha KoediLieHT po3BeAeHHS.

® BukopuCTOBYWTE BiAMNOBIAHI po3pimkyBayi abo 3BepHiTLCA A0 KOMMNaHii Snibe 3a koHCyNbTaLjieo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

H NPOLIEQYPA

HapaHi maTtepianu

AHanis Ha iHcyniH (IXJTA), eTUKeTKM 3i LUTPUX-KOAAMU KOHTPOIbHMX 3paskiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® [TOBHICTIO @aBTOMAaTUYHWIN XEMIMOMIHECLIEHTHUIA iMyHOaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiOHI ANs 3a3HaYeHMX BULLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIOBY
npoby, HaKOHEeYHWK i peakLiliHy BCTaBky. [lepenik KOHKPETHUX akcecyapiB i XapaKTepuCTVKN akcecyapiB AN KOXHOI MoAeni MOXHa 3HalTu B iHCTPYKLii 3
BMKOPWUCTaHHS BigMnoBigHOro aHanisatopa.

e [Ina oTpUMaHHsA JOCTOBIPHUX Pe3yrbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, peKOMeHA0BaHI komnaHieto Snibe.

Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTArHite Habip peareHTIB i3 ynakoBKku i OrnsiHbTe BiAcCiku 6roka peareHTiB i 3okpema yLinbHIoBanbHy niBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBNIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBAMbHY MiBKY.

e BigkpuiiTe ABepusATa 30HW peareHTiB; TpUManTe pyyky Habopy Takum uduHoMm, wob RFID-mitka 6yna nopyy i3 4ytnueolo 30HOK ckaHepa RFID-miTok
(NpnbnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHAN; OAMH 3BYKOBUIA CUrHaM O3Havae, Lo peareHT yCrilHO po3ni3HaHo.

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

® [lepesipTe, Yu NpaBunbHO BigobpaxaeTbecs iHOpMaLis NMpo peareHT y NporpaMHOMy iHTepPAEeNnci; SKLWO Lie He Tak, NOBTOPITb ABa 3a3HayYeHi BULLE KPOKW.

e PecycneH3yBaHHSA MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Ynum 3abe3nevyeTbCst NOBHE PiIBHOMIPHE BiAHOBMEHHS
cycneHsii nepes BUKOPUCTAHHSAM.

CupoBaTtka
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[HCTpyKLUis i3 3acTOCYBaHHSA

KanibpysaHHsi aHanisy

e BubepiTb TecT ans kanibpyBaHHs Ta BMKOHaNTe onepauito KanibpyBaHHs Ha ekpaHi 30HW peareHTiB. [JoknagHiwy iHpopmauito Npo BRopsiaKyBaHHS AaHMX
KanibpyBaHHS AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLiT 3 BUKOPUCTaHHSA aHanisaTtopa.

e BukoHaliTe NOBTOPHe KanibpyBaHHs 3 JOTPUMaHHSM iHTEpBary, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb sKoCTi

® Y pasi BUKOpPUCTaHHS HOBOi NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSIIO AKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUOEpITh BiAMNOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHA. [loknagHiwy iHbopmauito npo
BMOPSAKYBaHHSA 3pas3kiB AN KOHTPOIIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO AKOCTi PO3AiNi iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHA 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs 3pa3ka BMOepiTb Liel 3pasok Ha ekpaHi, 3MiHiTb nmapameTpu aHanidy Ana 3paska, skui Tpeba TecTyBaTu, i BUKOHaWTe
TecTyBaHHS. [loknagHilly iHopMaLito Npo BNOpsAKyBaHHSA B3ATUX Y NaLieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSAKYBaHHIO Npenaparis po3aini iHCTpyKuii 3
BMKOPUCTaHHA aHanisaTopa.

[Ins oTpUMaHHs MakcumarnbHO eheKkTUBHUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.

Kani6pyBaHHs

BigocTexeHHs:: ueir meTop Oyno cTaHAApPTM30BaHO LUMSXOM MOPIBHSIHHA 3 eTanoHHow pevoBuHod BOOJ (Homep HauioHanbHOro iHCTUTYTY GiomoriyHux

ctaHgapTiB i koHTponto (NIBSC): 83/500).

3acTocyBaHHs creuianbHO NpusHaveHux kanibpaTopiB Aae 3Mory ckopuryBaTtu pedepeHCHy KpuBy 3a JONOMOro 3adikcoBaHMX 3Ha4YeHb BiJHOCHUX CBIiTIIOBUX

oaunHuupe (BCO).

MoBTOpHE KanibpyBaHHsi peKOMEHAOBaHeE:!

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

® KOXHi 28 OHiB;

® nicns cepBicHOro o6CnyroByBaHHs aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPOMbHMX 3pa3kiB BUXOASAThL 32 MeXi BCTAHOBIIEHOTO Jiana3ony.

KoHTponb sikocTi

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

cnif NpoBOAMTM 3 OOHWMM MOBTOPEHHSIM. 3aranbHi pekoMeHgauii WoAO0 KOHTPOMK SIKOCTi MOXHa 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiSX, Hanpwvknag y

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

KoHTponb SKOCTi pekoMeHA0BaHO 34iiCHIOBaTK pa3 Ha AeHb BUKOPUCTaHHs abo 3rigHO 3 BUMOramu MiCLEBUX HOPM, BUMOrammu cepTudikalii Ta npouenypamu

KOHTPOIO SIKOCTi BaLoi nabopatopii. KOHTponb SIKOCTi MOXHa 34iiCHIOBaTM 3@ OMNOMOrOK TECTY Ha iHCYIiH:

® Micns KOXHoro kaniopysaHHsi Habopy;

® y pasi nepexoay Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTpaTy Ansi NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPUCTOBYHOTLCS NULLE 3 BiANOBIAHUMW peareHTamu, WO MatoTb Taki caMi No4aTKoBi

cim uncpp Homepa MAPTII. KoxeH LinboBuWii NOKasHWK | AianasoH HaBeaeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHSAM iHLUMX KOHTPOMbHMX 3paskiB Cnig OLIHUTK iXHIO CYMICHICTb i3 UM TecToM. Cnig yCTaHOBUTU BIiAMNOBiAHI Aiana3oHy 3HayeHb Anst BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOIO AKOCTi.

KoHTponbHi nokasHuku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLWO OAMH i3 KOHTPOMbHUX MOKa3HWKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

cnig BUKOHaTV NOBTOPHE kanibpyBaHHSA Ta NOBTOPHE TECTYBaHHA KOHTPOMbHMX 3pas3kiB. AKLLO KOHTPOMbHI NOKa3HWKKW, OTPMMaHIi Nicns ycnilHOro kaniopyBaHHs,

cTabinbHO BUXOASATH 3@ MEXi BU3HAYEHMX Adiana3oHiB, pesynbTaTi TECTYBaHHS NaLiEHTIB He Cnif AOKYMEHTYBaTK; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNMB TEPMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, Lo 6yno NnpoBeAeHO NraHoBe TeXHiYHE 06CnyroByBaHHS;

® yNEeBHUTUCS, LLO TECT 34iMICHIOBABCS i3 AOTPUMAHHSIM IHCTPYKLUIA, HaBeAeHMX Ha BKNaauLLi yNnakoBKuy;

® 3a noTpebu 3BepHYTUCS MO AonomMory Ao komnaHii Snibe abo ii odiliiHux ancTpn6’loTopis.

SAKLLO KOHTPONbHUX 3paskiB y HAbopi HeJOCTaTHBO AN BUKOPUCTaHHS, 3aMOBNsiNTe foaaTtkosi koHTponi iHcyniny (IXIA) (REF: 160201264MT) y komnaHii Snibe

abo i odiLitHUX AUCTPME’oTOPIB.

H PE3YINIbTATHU

Po3paxyHok

® AHanisaTop aBTOMaTU4YHO PO3PaxoBYye KOHLEHTPALit0 IHCYNiHY B KOXXHOMY 3pa3Ky Ha OCHOBI kanibpyBanbHOI KpuBOIi, Ska ByayeTbCA 3a METOAOM 2-TOYKOBOTO
KaniopyBaHHsA pedepeHcHoi kpuBoi. OanHuueto BumiptoBaHHS € MKMO/mn (ulU/mL). JoknagHiwy iHdopmaLilo MOXHa 3HanTW B iHCTPYKUiT 3 BUKOPUCTAHHS
aHanisatopa.

IHTepnpeTauis pesynbTaTiB

Micnsa obcTexeHHa 282 kniHivHO 300poBux ocib y Kutai HaTwwecepue 6yno BU3Ha4eHo JOMyCTUMI HOPMU AJ1S1 TECTIB Ha iHCYMiH, 3HAYEHHS KX HAaBEAEHO HUXYE:

KinbkicTb CepepHe, MKMO/mn (pIU/mL) 2,5-h nepueHTunb, MKMO/mn (MIU/mL) 97,5-1 nepueHTUNb, MKMO/mn (pIU/mL)

282 9,251 2,7 24,8
MoxnuBi po36ixXHOCTI B pe3ynbTartax pisHux nabopaTopii, Lo NOSICHIETLCA BiAMIHHOCTSIMU B CKnagi nonynsuii Ta MeToamkax AOoCniAxXeHHs. PekomeHaoBaHo B
KOXHin nabopaTopii BU3HaYUTN BNacHuii pedepeHTHUI iHTepBan.

l OBMEXEHHSA

e PesynbTaTy TeCcTy cnifg po3rnagaTi B KOHTEKCTI icTopii XBOpo6u, AaHUX KriHiYHOrO OBCTEXEHHS NauieHTa ! iHLWNX AaHuX.

® Akuwo pe3ynbTaTu TECTIB Ha iHCYNIH He BigNOBIAaOTb KNIHIYHUM AaHWUM, ANs iX NiATBEpAXEeHHS HeobXiAHO BUKOHATW AOAATKOBE TECTYBAHHS.

e 3pasku, OTpUMaHi Bi NauieHTiB, ski NpyiMany npenapaT MULWA4YnMX MOHOKIOHAMNbHMX aHTUTIN i3 METOK AiarHOCTUKM YK NiKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTumMuwavi aHtutina (HAMA). Y pasi TecTyBaHHS Takumx 3paskiB i3 BUKOPUCTaAHHAM HabopiB Ans aHanisy, Wo MICTATb MULLAYi MOHOKMOHanbHI aHTuTIna,
MOXHa OTpUMaTH XMOBHO MiaBULLEHI ab0 3HWXeEHI pedynbTaTtné’. [Ins BU3HAYEHHS AiarHo3y Moxe 3HagobuTucs AoaaTkoBa iHgopmaLis.

e [eTepodpinbHi aHTMTINA B CMPOBATLi KPOBi MOAUHM MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaKO4YM Ha pesynbTaTt iMyHOoaHanisis
in vitro. Y nauieHTiB, SKi perynsipHo KOHTaKTyTb i3 TBapuHaMu abo npogyKkTamu CMpoBaTKW KPOBI TBAPWH, iCHYE PU3WK Takoi iHTepdepeHLii, BHacnigok 4oro
MOXYTb CNocTepiraTucst aHomMarsbHi Nokas3HUKmS.

e bBakTepianbHe 3apaXkeHHsi 3pa3kiB MOXe BMNMBaTW Ha pe3ynbTaTh JOCNIAKEHHS.

e 3pasky nauieHTiB, siki OTPUMYIOTb BUYauniA, CBUHAYMIA UM NIOACHKUIA IHCYNIH, MOXYTb MICTUTW aHTUTINA A0 iHCYNiHY, siKi MOXYTb BMMIMHYTU Ha pe3ynbTaTu
TECTYBaHHS.

e [‘emMoni3 3paskiB KpoBi, NONpW BiACYTHICTb 3HAYHOro BNNMBY reMornobiHy Ha pe3ynbTaTu aHanidy, Moxe cBiguMTu npo Ti HenpaBunbHe 306upaHHa abo
306epiraHHsi, @ oTke iHTEpPNpeTyBaTV OTPMMaHI AaHi crig 3 06epexHicTHo.

0 CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3aini HaBeAEeHi penpes3eHTaTUBHI XapakTepUCTUkK. PesynbTaT, oTpuMaHi pisHnMu nabopatopismMu, MOXyYTb Biapi3HATUCS.

TouHicTb

TouHicTb BM3HaYanacs 3a AONOMOrow TecTy, npenapartiB i KOHTPOmNbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTY KniHiYHUX | nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aABox okpemux napanenbHux BUNPOOYBaHHSAX LUOAHS MPOTAroM 5 AHIB Y TPbOX Pi3HWUX LEHTpax 3

BMKOPWCTaHHSAM TPbOX NapTivi Habopis peareHTis (n = 180). Byno oTpuMaHo 3a3HayeHi HUxX4e peaynbTaTy.

CepeaHe, MKMO/mn Y mexax BUNpobyBaHHs Mix Bunpo6yBaHHAMM BiaTBoploBaHicTb
3pasok (pIU/mL) CraHg. Bigx., % koedp. CraHg. Bigx., % koedp. CTtaHa. Bigx., % koed.
(n =180) MKMO/mn (pIU/mL) Bap. MKMO/mn (plU/mL) Bap. MKMO/mn (plU/mL) Bap.
Myn i3 cuposaTkotO 1 2,991 0,126 4,21 0,066 2,21 0,187 6,25
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Myn i3 cuposaTkotO 2 24,988 0,857 3,43 0,542 2,17 1,405 5,62
Myn i3 cuposaTkoto 3 79,171 2,555 3,23 1,145 1,45 3,184 4,02
Myn i3 nnaamoto 1 3,020 0,113 3,74 0,045 1,49 0,164 5,43
Myn i3 nnasmoto 2 24,659 0,782 3,17 0,547 2,22 1,199 4,86
Myn i3 nna3moto 3 78,682 2,488 3,16 1,680 2,14 3,683 4,68
KoHTponsb 1 25,205 0,912 3,62 0,609 2,42 1,255 4,98
KoHTponb 2 80,169 3,147 3,93 0,944 1,18 3,709 4,63

Liana3oH niHinHocTi

0,500—-300 MkMO/mn (uIU/mL) (Bu3HavaeTbCs 3a MEXEHD KiNlbKICHOT OLiHKM Ta MakCMMyMOM pechepeHCHOI KpUBOT).

IHTepBan peecTpauii

0,200-3000 MkMO/mn (pIU/mL) (BM3HauaeTbCa 3a MeXel BUSIBMEHHSI Ta MaKCMMyMOM pedepeHCHOI KPMBOi, MOMHOXEHUM Ha pekoMeHAOBaHy MponopLiio
po3BeAeHHS).

AxaniTnyHa vyTnMBICTL

Mexa xonoctoi npobu = 0,050 MkMO/mn (ulU/mL).

Mexa BussnenHs = 0,200 MkMO/mn (ulU/mL).

Mexa kinbkicHoi ouiHkn = 0,500 MkMO/mn (ulU/mL).

AnaniTnyHa cneundivHicTb

InTepdepeHuin

IHTepdepeHLia BU3Havanacs 3a 4OMOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMNOHEHTa AoAaBanvcs pe4YoBMHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuio, 3a npotokonom (EP7-A2) IHCTMTYTY kniHiyHMX i nabopatopHux ctaHpaptie (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BuMipiB ANs pe4oBWH, 30aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi
HMXYe pesynbTaTu.

IHTepcbepeHLin Makc. piBeHb BiAcyTHOCTI BNNUBY IHTepdbepeHuin Makc. piBeHb BiacyTHOCTi BNnNuBy
Binipy6iH 90 mr/gn (mg/dL) PeBmartoigHuii dhaktop 2500 MO/mn (IU/mL)

F'emorno6in 1000 mr/gn (mg/dL) AAA 398 AO/mn (AU/mL)

IHTpaninig 3000 mr/gn (mg/dL) BioTuH 0,5 mr/an (mg/dL)

TMopcbki aHTUMMWwadi aHtutina (HAMA) 40 Hr/mn (ng/mL) Caniuunosa kucnota 65 mr/gn (mg/dL)

I6ynpocpen 50 wriAn (mg/dL) KpeatuHin 600 mr/an (mg/dL)

AueToH 6 mr/gn (mg/dL)

MepexpecHa peakTUBHICTb

MepexpecHa peakTMBHICTb BU3Ha4Yanacs 3a JOMOMOrol TeCTy; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaLlielo aHanisaoBaHOro KOMMNoHeHTa AgogaBanvcs NoTEHUinHI
nepexpecHi peareHTn 3a npotokoniom (EP7-A2) IHCTUTYyTy KniHiYHMX i nabopatopHux ctaHgaptiB (Clinical and Laboratory Standards Institute, CLSI). Byno
OTPUMAHO 3a3HAYEHI HUXKYE pe3ynbTaTu.

Nepexpectui Makc. piBeHb BnnuBy l'Iepexpec.Ha Mepexpecuuit Makc. piBeHb BNnMBYy ﬂepexpec_Ha
peareHT peakTMBHICTb peareHT peakTMBHICTb
Buyaumii iHcynix 17 360 nmonk/n (pmol/L) [72,9 %, 89,1 %] C-nentug 200 Hr/mn (ng/mL) 10,0 %
CBUHAYNI iHCYIiH 8334 nmonb/n (pmol/L) [51,3 %, 62,7 %] T rokaroH 200 Hr/mn (ng/mL) 10,0 %
TNioacbkunit NpoiHcyniH 1000 Hr/mn (ng/mL) 10,0 %

S ComatocTatuH 100 nr/mn (pg/mL) +10,0 %
IOP- 1 200 Hr/mn (ng/mL) +10,0 %

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIeHTpaLUin

B ananizax Ha iHCyniH NOHaaA030BUIN «XyK»-eheKT Y BUNaAKY BUCOKMX KOHLeHTpauin (4o 20 000 mkMO/mn (ulU/mL)) He crocTepirascs.

MopiBHAHHA MeTOAMK

MopiBHSAHHA aHanidy Ha iHCYMiH 3 iHLWMM IMYHOMOTriYHUM aHarni3oM CepiiitHoro BUpOBHULTBa NPOAEMOHCTPYBaro Taky kopensuito (y MkMO/mn (ulU/mL)):

KinbkicTb NnpoTecToBaHux 3paskis: 115.

MopiBHsAAHHA MeTogoMm [MaciHra — Babnoka: y = 1,0073x+0,0050, T = 0,986.

KoHueHTpauis B kniHivHMX 3pa3kax ctaHoBuna Big 0,604 go 301,1 mkMO/mn (pIU/mL).
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l 3HAYEHHA CUMBONIB

I::E_:I [B. IHCTPYKLIIO 3 BUKOPUCTAHHSA
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IVD MeauyHnin npunag ansa giarHocTvkm in vitro CONTENTS Cknag Habopy
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Howmep 3a katanorom

( € MapkysaHHa CE

Koga naprii

3HakK BiANOBIAHOCTiI TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € ToproBMmu mapkamm komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapkn HanexaTb BiANoBiAHUM BRacHMKam.

LeHbwkeHb Hblo IHAacTpic Biomepikan IHxuHipudr Ko., Jlta.,
Ne23 [xiHkciy Eact Poapg, Minrwan dictpikt, 518122, WWeHb4xeHb, Kutalicbka HapogHa Pecny6bnika
Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

Shanghai International Holding Corp. GmbH (Europe)
EC |} REP Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49 40 251 31 75 dakc: +49 40 25 57 26

YnoBHOBaxeHU npeAcTaBHUK B YKpaiHi:

TOB «Kpartis MeaTexHika», Byn. barrosyTiBcbka, 17-21, 04107, M. Kuis, YkpaiHa.

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

EnekTpoHHa nowrTa: uarep@cratia.ua

[aTta octaHHbOro nepernsiay iHCTPYKLUii i3 3acTocyBaHHs: KBiTeHb 2022 poky
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