IMYHOINOBYNIH E 3ATAJIbHUN PRESTIGE 24i

PRESTIGE 24i TOTAL IgE

Kam. Ne: 4-265 Jlama sunycky iHcmpykuii: 04-2021
OCHOB0I0 _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuir
aHenilicbkol Moo, 8kadeHol 8 Habip. Homep i 0ama gepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

NEPEABAYYBAHE BUKOPUCTAHHA

[liarHocTyHWMiA  Habip AnNA BM3HaueHHA piBHIB IgE, npu3HaueHwn ans
BMKOPWCTaHHA B aBTOMAaTUYHKX aHanizatopax Prestige 24i, Biolis 24i, Prestige
24i Premium, Biolis 24i Premium Ta Biolis 30i.

PeareHT nNOBWHHI BUKOPWUCTOBYBATUCA NuWe ANA AiarHOCTUKN in  Vitro
KBanidikoBaHNM NaboOPaTOPHMM MEPCOHANOM, NULWE 3a NPU3HaYeHHAM, 3a
BiNOBIAHMX N1abOPATOPHUX YMOB.

BCTYN

IgE € imyHornobyniHom 3 monekynspHoto Mmacoto npubnusHo 190 k[ (kD),
3a3BMYall MPUCYTHI Y KPOBi B HeBeNMKilN KinbkocTi. MocTiiHe BUPOOHMLTBO
IgE aHTWTIN y BIANOBIAb Ha 3BMYaNHI NPUPOAHI anepreHn Yacto NPU3BOAUTbL
[0 MNiABULEHHA PIBHA CUPOBATKM KPOBi Ta [0 PO3BUTKY TakuX KAIHIYHO
BaX/IMBMX anepriyHnx peakuiil, AK acTMma, CiHHa NMXOMaHKa, fepMaTuT Ta
xapuosa anepria. ligsuweHHa piBHA IgE TakoX cnocTepiraoTbca npu
napasutapHux (reflbMiHTO3HUX) 3axBOPIoBaHHAX, IgE mienomii Ta renatutax.
Taknum YnHoMm, BUMiptoBaHHA IgE B cmpoBaTLi TI0ANHN BBaXAETbCA KOPUCHUM Y
fiarHocTuui,  nikyBaHHi, OLiHUi NporpecyBaHHs 3axBOPIOBaHHA abo
NPOrHo3yBaHHi nicnaonepauinHyx CTaHiB.

MPUHLUUN METOAY

Mpn peakuii aHTUreH-aHTUTINO MK IgE B 3pa3ky i aHTW-IgE aHTUTINg,
CeHCMBINI30BaHOroO Ha NATEKCHMX YacTUHKax, BifbyBaeTbcA arnoTuHauia. Lia
arnoTVHaLia BUABNAETbCA AK 3MiHa abcopbuii (572 HM (nm)), nNpu Lbomy
BeNMUYMHA 3MiHW € nponopuiiHoo KinbkocTi IgE y 3pasky. (DakTuuHa
KOHLIEHTpaLifA BK3HAYaeTbCcA MO iHTeprionAuii 3 KanibpyBanbHOi KpuBOi,
no6yaoBaHoi No KanibpaTopax 3 BifOMOIO KOHLIEHTpaLi€lo.

PEATEHTU
Cknap Ha6opy
Kar. N2 4-265 Kar. N2 4-484
(24 no3nwuii) (36 no3uwyiin)
1-PeareHT 1 x 38 mn (ml) 2x23 mn (ml)
2-PeareHt 1 x 20 ma (ml) 2x12.5mn (ml)

PeareHtu npu Temnepatypi 2-10 °C (°C) 36epiraioTb CTabinbHICTb NPOTArom
yCbOro TepMiHy MpuAaTHOCTI, 3a3HauyeHOro Ha ynakoBui. CTabinbHicTb Ha
60pTy aHanizatopa npw 2-10 °C (°C) cknapae 5 TKHIB.

KoHueHTpauii B TecTi

CyCMeH3is TaTeKCHMX YaCTMHOK CeHCMbini3oBaHmx
MuULWaYrmm aHTuTinamm go Igk (pH 7.3)

pPO3unH rniymHoBoro 6ydepy (pH 8.3)
KOHCepBaHT

0.125 w/v %

MonepepKeHHA i NPUMITKIN

. 3axumLaTi Big NpAMUX COHAYHMX NMPOMEHIB Ta YHUKATW 3a6pyaHeHHs!

. Micna 3akiHYeHHA BMMipIOBaHb NAALWKM 3 peareHTamu Ciif 3akpuBaTtu i
36epiratu npu 2-10 °C (°C). MoBuUHHI 6yTWM BXMTi 3axoau, WO6 He
nepenyTaTyi KPULLKN MIALLOK.

. PeareHTu 3 pi3HKX cepilt He cif 3amiHOBaTK ab0 3MilLyBaTL.

. Bynb nacka, 3BepHiTbcA o MSDS ans oTpuMaHHs geTanbHol iHpopmauii
oo 6e3neyHoro 36epiraHHsA Ta BUKOPUCTaHHA BUPOOY.

BIOJNIOTIYHUIA MATEPIAJ

Cuposatka abo nnasma (Na-EATA, K-EOTA, Na-renapuH, Li-renapwuH, untpar).
AKLWO TecT He MoXe byTV BUKOHaHWI HeranHo, 3pa3ok Moxe 3b6epiratnca npu
Temnepatypi -20 °C (°C). Cnif yHWKaTM MOBTOPHMX 3aMOPOXYBaHHA i
PO3MOPOXKYBaHHS.

MNpote pekomeHAYyeTbCA
6ionoriyHomy matepiani!

NPoOBOAUTM  OOCNIOXEHHA Ha  CBiXKOB3ATOMY
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NPOLIEAYPA BU3SHAYEHHA

1-PeareHT Ta 2-PeareHT rotoBi 0 BUKOPUCTaHHSA.

MomicTutn 1-PeareHT B OCHOBHY NO3ULIiI0 B TPIMaYi peareHTiB.
2-PeareHT NOMICTWUTW B CTapTOBY NO3WLil0 B TPMMaYi peareHTiB.
[na 6naHk-peareHTa pekomeHgyetbca 0.9% NaCl.

PE®EPEHCHI BEJINMUHIN

cMpoBaTKa/nniasma | < 358 MO/mn (IU/ml)

KoxHin nabopatopii peKomMeHAyeTbCA PO3pobUTM CBOI BRAcHi  HOpMU,
XapaKTepHi ANiA 06CTeXyBaHOro KOHTMHreHTy. [liarHo3 cnipg ctaButw nuvwe
nicnAa aHanisy KniHiYHMX CMMNTOMIB Ta pe3ynbTaTiB iHLINX TeCTiB.

KOHTPOJIb AKOCTI

[nA BHYTPIWHbLOrO KOHTPOMIO AKOCTI PEKOMEHAYETbCA BUKOPUCTOBYBATU
CORMAY IMMUNO-CONTROL Il (KaT. N2 4-290) ana KOXHOI cepii BUMiptoBaHb.
[nAa kanibpyBaHHA aBTOMAaTUYHMX aHani3aToOpiB pPeKoMeHAyeTbcA Habip
CORMAY IgE CALIBRATORS (Kar. N2 4-280).

Kani6pyBanbHy KpuvBy cfiig, OyfyBaTu KOXHi 5 TVKHIB MPU KOXHIl 3MiHi noTa
peareHTy abo npu HeoOXiZHOCTI, HAaNPWKMaZ, AKIWO Pe3ynbTaTéi KOHTPOSO
AKOCTi He MOTPanATb B pedepeHTHNIA Aiana3oH.

POBOYI XAPAKTEPUCTUKUN

Lii meTpornoriuHi XapakTepuctuku Oynnm OTpUMaHi MpU  BUKOPUCTaHHI
aBTOMaTMyHOro aHanizatopa Biolis 30i. Pe3ynbTaTv, oTpuMaHi Ha iHLWMX
aHanisatopax, MoOXyTb Bifpi3HATMCA.

= LoB (Mexa 6naHky): 4.5 MO/mn (IU/ml)

- LoD (Mexa BusiBneHHs): 9.0 MO/mn (IU/ml)

= LoQ (KinbkicHa mexa BuaBneHHs): 25 MO/mn (IU/ml)

. JNinHiAHicTb: o 1000 MO/mn (IU/ml)

3a BuLWOI KoHUeHTpaLii IgE po3basTe 3pasok 0.9% NaCl i noBTopiTb aHanis.
lMoMHOXTe pe3ynbTaT Ha KoediLieHT po3BeeHHSA.

. CneuundivHicTb/IHTeppepeHuina
lemorno6iH pgo 0.5 r/gn (g/dl), 6inipy6iH go 30 mr/gn (mg/dl),
Tpurniuepugn go 1500 mr/pn (mg/dl), PO go 500 MO/mn (IU/ml) He
BM/IVBAIOTb Ha Pe3yNbTaTv BU3HAYEHb.

= TouHicTb

MoBTOpIOBaHICTDL CepepHe SD cv
(mix cepismn) n = 20 [MO/mn (IU/ml)] [MO/mn (IU/ml)] [%]
PiBeHb 1 71.8 2.70 3.76
PiBeHb 2 393.8 4.56 1.16
BiaTBOploBaHicTb CepepHe SD cv
(Mix cepiamm) n = 80 [MO/mn (IU/ml)] [MO/mn (IU/ml)] [%]
PiseHb 1 72.0 4.81 6.7
PiBeHb 2 406.1 9.76 2.4

. MopiBHAHHA MeToAiIB

MopiBHAHHA piBHiB IgE, BU3HauyeHnx Ha Biolis 30i (y) Ta Ha BS-800 (x) 3
BMKOPUCTaHHAM 60 3pa3KiB CMPOBATKY, Aa0 HACTYMHi pe3ynbTaTu:

y =0.98 x + 5.2362 MO/mn (IU/ml);

R=0.997 (R - koediuieHT Kopensuii)

YTUNI3ALIA BIAXOAIB
BinnoBigHO A0 NoKanbHMX BUMOT.
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Tabnuyi dus. 8 opuziHani iHCMpyKuii.
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