IMYHOIJTIOBYNIH G PRESTIGE 24i

PRESTIGE 24i lgG

Kam. N2: 4-331 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

[iarHocTuHmin  Habip  AnA  BM3HayeHHA  KOHUeHTpauii  IgG, wo
BMKOPWCTOBYETbCA B aBTOMaTWUHMX 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

IMyHorno6yniHu (Ig) € iHCTpyMeHTanbHUMU 6GinkaMu iMyHiTeTy. IMyHiTeT €
BNacTuBicTio NiMdOoigHOI cncTemun, AKa CKNAJA€eTbCA 3 OpraHiB (cenesiHku,
TUMyCa, KICTKOBOTO MO3Ky) Ta KIiTuH  (nimpouutis).  Linpkysniotoui
iMyHOrno6yniHN ceKpeTytoTbcA Yy KpoBi NiMmpounTamm B, i TM camum BOHM
eKcnopTyloTb Aaneko cneuymdiyHi 6ionoriuHi GyHKLUIT rymopanbHOro imyHiTteTy.
IMyHornobyniH G (IgG) - [OMiHYyOUMI CMPOBATKOBMIA iMyHOrnobyniH (75% Big,
iMyHOrno6yniHiB) - Mae ocobnuBe 3HauYeHHA ANA JOBrOTPUBANIOrO 3aXUCTY
opraHismy Big iHdpekuii; AediumnT IgG acouiloeTbca 3 peumanByOUMA Ta iHOAI
BaXKUMUW THiNHUMK iHdeKuiamu. PiBHi IgG B cupoBaTui nigBuLyoTbca y

BiNOBiAb HAa XPOHiUHi abo peumpmsyilodi iHPekuii abo ayToiMyHHi
3aXBOPIOBAHHA.

APMHUUN METOAY

IgG npucyTHin y 3pasky, popmye 3i cneyndiuHM aHTUTINOM IMyHONOTIYHWIA
KOMMNAeKc. 36inblieHHA MyTHOCTI  MicnA  AOAaBaHHA  aHTWUCMPOBATKM

NPonopLifiHO KOHLeHTpaLii IgG y 3pa3Ky.

PEATEHTU
Cknap Ha6opy
Kar. N2 4-272 Kar. N2 4-331
(24 no3nwuii) (36 no3uwyiin)
1-PeareHT 1 x40 ma (ml) 2x23 mn (ml)
2-PeareHt 1x16.5 mn (ml) 2x9.5mn (ml)

Bydep (1-PeareHT), wo 36epiraetbca npu Temnepatypi 2-25 °C (°C), i
aHTUcMpoBaTKa (2-PeareHT), wo 36epiraetbca npu 2-8 °C (°C), cTabinbHi go
3aKiHYeHHA TepMiHY NPUAATHOCTI, 3a3HAaUYEHOro Ha YNaKkoBLi.

KoHueHTpaLii B aHanisi

1-PeareHT: TpuumHoBM Bydep, nonimep, HEOpraHiuHa Cinb, KOHCEPBAHT.
2-PeareHT: AHTUCMpoOBaTKa aHTU-IgG nioanHy, Gydep, HeopraHiyHa cinb,
KOHCepBaHT.

MonepepKeHHA i NPUMITKMN

. 3axuwaTy Big CBiTNA Ta yHMKaTLK 3a6pyaHeHHs!

L] 36epiraTy 3aKpUTUMN.

. He 3amopoxyiiTe peakTusu.

. PeareHTV Ha OCHOBI HaHOYACTMHOK MOXYTb OcCifaTy 3 Yacom. MoXxnmBo,
[oBefeTbCA AenikaTHO NepemillaTii, MOBTOPIOYM NePeEBEPTAHHS.

. MpoayKT! NIOACBKOTO MOXOAMEHHA OGynu MpoTecToBaHi Ha HaABHICTb
HBsAg Ta aHnTtutin go BUT 1, BUT 2, BI'C i BUABUAK, WO BOHW He pearyioTb.
OpHak 3 UMM MmaTepianom cnif MNOBOAUTMCA AK 3 MNOTeHUiNHO
iHdeKUinHMM.

. Byab nacka, 3BepHiTbca o MSDS ana oTpyMaHHA AeTanbHoi iHpopmaLii
LoAo 6e3neyHoro 36epiraHHsA Ta BUKOPUCTaHHA BUPOOY.

BIONIOTYHU MATEPIAJ

CupoBatka. PekoMmeHAYy€eTbCA HEreMosnizoBaHa, HenineMiuHa, CBixa cmpoBaTka.
3pa3ok MoxHa 36epiratn go 3 AHiB npu Temnepatypi 2-8 °C (°C) abo go 6
micauis npm -20 °C (°C).
Mpote pekomeHAyeTbCA
6ionoriyHomy matepiani!

NPOBOAUTW  JOCAIAKEHHA  Ha CBi)KOB3ﬂTOMy

Mepexknaday TemaHa 3eneHcbKa

NPOLIEAYPA BU3SHAYEHHA

1-PeareHT Ta 2-PeareHT rotoBi 0 BUKOPUCTaHHA.

MomicTutn 1-PeareHT B OCHOBHY NO3ULIiI0 B TPIMaYi peareHTiB.
2-PeareHT NOMICTVTV B CTapTOBY NO3WLil0 B TPMMaYi peareHTiB.
[nsa 6naHk-peareHTy pekomeHayeTbcs 0.9% NaCl.

PEQ®EPEHCHI BEJINMUHIN

Hopocni 5.65-17.65r/n (g/l)

[itn (> 6 pokiB) 6.50 - 16.00 r/n (g/1)

[it (1 micaub - 6 pokiB) 2.00-12.40r/n (g/1)

KoxHiii nabopaTopii peKkoMeHAYETbCA BCTAaHOBWUTW CBOI BRacHi Hopmu,
XapaKTepHi AN1A 06CTEXYBAHOrO KOHTUHIEHTY.

KOHTPOJ1b AKOCTI

[nAa BHYTPIWHbLOrO KOHTPOJIO AKOCTI PEKOMEHAYETbCA BMKOPWUCTOBYBATH
CORMAY IMMUNO-CONTROL I (KaT. N2 4-291) ana KOXHoi cepii BUMiptoBaHb.
[nAa KanibpyBaHHA aBTOMATUYHMX aHasi3aToOpPiB pPeKOMeHAy€eTbCA Habip
CORMAY IMMUNO-MULTICAL (KaT. N° 4-287).

Kani6pyBanbHy KpuBy cnig 6yayBaTtil pu KOXHil 3MiHi IoTa peareHTy abo npu
HeoOXiAHOCTI, HanpuKnag, AKWO pe3ynbTaT KOHTPONIO SAKOCTi  He
noTpannsATb B pedepeHTHWI diana3oH.

POBOUI XAPAKTEPUCTUKN

Li meTpornoriyHi XapakTepuctuky Oynnm OTPUMaHi MpU  BUMKOPUCTaHHI
aBTOMaTMUHKX aHanizaTopis Hitachi abo Biolis 30i. Pe3ynbTaT, oTpMMaHi Ha
iHWKX aHanizaTopax, MOXyTb BifpPi3HATUCA.

. [LianasoH BumiptoBaHHs: Big 0.125 r/n (g/l) o 35 r/n (g/1).

. CneuundivHicTb/IHTepdpepeHLina
lemorno6iH go 0.32 r/gn (g/dl), 6inipy6iH go 22 mr/gn (mg/dl),
Tpurniuepuan go 940 mr/an (mg/dl), renapun go 0.5 r/n (g/l), dTopug
HaTpito fo 4 r/n (g/l), EOTA po 5 r/n (g/l), umtpat HaTpito go 5 r/n (g/l) He
BM/IVBAOTb Ha Pe3yNbTaTi BU3HAYEHb.

. TouHicTb

MoBToOploBaHicTb CepepgHe SD cv

(Mix cepiamn) n = 30 [r/n (g/1)] [r/n (g/1)] [%]
PiseHb 1 6.83 0.01 143
PiBeHb 2 14.03 0.16 1.12
PiBeHb 3 19.86 0.36 1.80
BigTBOpIOBaHicTb CepepHe SD v

(Mixx gHSMUN) N = 66 [r/n (g/1)] [r/n (g/1)] [%]

PiseHb 1 6.57 0.29 446
PiBeHb 2 13.66 043 3.15
PiBeHb 3 18.87 0.56 2.95

. MopiBHAHHA meTOAIB

MopiBHAHHA 3HaueHb IgG, BU3HayeHnx Ha Biolis 30i (y) Ta ADVIA SIEMENS
1800 (x) 3 BUKOPUCTaHHAM 63 3pa3KiB CPOBATKM Jany HAaCTYMHi pe3ynbTaTu:

y =0.9221 x + 0.7106 r/n (g/1);
R=0.986 (R - KoediuieHT kKopenauii)
YTUNI3ALIA BIAXOAIB

BinnoBigHO A0 NoKanbHUX BUMOT.
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Tabnuyi dus. 8 opuziHani iHCMpPyKUii.
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