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KAITMBPATOP NMWUKOINEMOINMOBUWHA HbA1c (HbA1c Multicalibrator) 43095

Ona kanubpoBku onpeaeneHua rnukoremornodbuHa (HbA1c).

IVD (gns agnarHoCTuKK in vitro) XpaHutb npu 2-8°C.
Koa: 43095 6 cpbnakoHoB

HbA1c Level 1 1x8Mn

HbA1c Level 2 1x2mMn

HbA1c Level 3 1x2mMn

HbA1c Level 4 1x2mMn

HbA1c Level 5 1x2mMn

HbA1c Level 6 1x2mMn

XAPAKTEPUCTUKN NPOOYKTA

HbA1c Multicalibrator — 310 MynbTUKaNMOpPaTOpP YENOBEYECKOr0 MPOUCXOXAEHUA, COAEPKALLUMA pasnuyHble
KOHLEHTpaLMKN rMUMKO3UNMPOBAHHOIO remornobuHa HbA1c, npeaHasHavyeH Ana KanubpoBKKU Mpu onpeaeneHun
HbA1¢c TypbugumeTpuyeckmm metoaom. JomkeH ObiTb UCMOMNb30BAH B COOTBETCTBUMU C MHCTPYKLUMAMU K METO-
aam.

PEATEHTDbI

HbA1c¢ Calibrator Level 1 Pactsop weno4yn, NaOH 0,4%
HbA1c¢ Calibrator Level 2
HbA1c¢ Calibrator Level 3
HbA1c¢ Calibrator Level 4
HbA1c¢ Calibrator Level 5
HbA1c¢ Calibrator Level 6

NPEAYNPEXAOEHNA

Calibrator Level 1: Pazgpaxatollee BelecTso. CoaepxuT ruapokcua HaTpusa U MOXKeT ObITb NPUYUHON XUMUYeE-
ckoro oxora. Mcnonb3oBaTb nepyatku. [NpyU HECHACTHBIX Cy4adx MPOMbIBATb MOPAXKEHHbIE Yy4ACTKU OOMbLUMM
KOMMYECTBOM BOAbI U HEMEANEHHO 0OPaTUTLCS 3@ MEAULIMHCKON MOMOLLIbIO.

Calibrator Level 2-6: B npousBoacTee aTUX MaTepuanoB MCMNONb30BaHa CbIBOPOTKA Yenoseka. Kaxablii JOHOP-
CKMA MaTepuan TeCTUPOBaH C UCMNOSIb30BaHUEM pekoMeHAoBaHHbIX FDA peareHTOB, UMeeT oTpuuaTenbHbIN
pesynbtat Ha HBsSAQ 1 He gaeT peakuuun Ha aHTuTena Kk BUY. OgHako He cyllecTByeT MeToA0B, KOTOpPbIE MO-
ryT MNONHOCTLIO UCKNIOUUTL Hanuune supyca Clrfa, renatuta B unu apyrux MHPEKLMOHHLIX areHToB, NO3TOMY
pekoMeHayeTCs, YTObbl C 9TUMKU NPoAYKTamMKu 00paLLannch ¢ TaKUMKU Xe NPegoCTOPOXKHOCTAMM, Kak U ¢ npoba-
MM NaLMEHTOB.

KAINMMBPOBKA

3HauveHua kanubpatopoB ObinM CcrTaHaapTuioBaHbl NpoTMB MexayHapoaHoro PedepeHcHoro Matepuana
HbA1c (International Reference Material HbA1c) ¢ ucnonssosaHunem metoga HPLC (xkmakocTHaa xpomarorpa-
dusa BbicOKOro aaeneHus) ana HbA1c n metoga OpabkuHa ana obuwero remornobuHa.

noAroToOBKA

KanubpaTtopbl roTOBbI K UCMOSb30BaHMIO.

Ecnn HeobGxoaumo, kanubpatop MOXHO PasnUTb HA MOpPUMM W 3amMOpo3nUTb Npu Temnepartype -20°C. lNMocne
pasMopaxkuBaHWa TWATENbLHO NepemeLlaTs. MOBTOPHOE 3aMOopaXXMBaHMe HE AOMNyCKaeTcs.

XPAHEHWVE N CTABUJIbHOCTb

Bce koMnoHeHThl Habopa CTabunbHbl B TEYEHME CPOKA, YKA3AaHHOTO HA 3TUKETKE, Npu TemnepaType XpaHeHus
2-8°C B NNOTHO 3aKpbITbIX (pnakoHax, ¢ COOMAEHNEM Mep, NPENATCTBYIOLMX KOHTAMUHALUMK MPU UCNOMb30-
BaHMU. He UCnonb30BaTh NOCMNE OKOHYAHUA CpOKa XPaHeHus!.

NMPOLUEAQYPA

KanuGpaTopbl HE TPEBYIOT NOATOTOBKMU.

O6Lwuit remornoOuH: 3TOT TECT BbINONHAETCA ¢ kanubpatopom HbA1c Calibrator Level 1.

HbA1c: aTOT TecT BbinonHaeTca ¢ kanubparopamu HbA1c Calibrator Level 1 — 6.

ATTECTOBAHHbBIE 3HAYEHUNA

3Ha4YeHMSA KOMNOHEHTOB CMOTPUTE B UHCTPYKLMAX, NpUnaraeMblxX K KaXKA0W YNakOBKE U Ha STUKETKE (DNaKOHOB.

Yenoseyeckuii HbA1c. Cogepxut KOHcepBaHTbl. KoHueHTpauua B r/an
0003Ha4YeHa B NPUMNOXEHUN K YNAKOBKE.

Level (ypoBeHb) HbA1c O6wwmit remorno6un (r/an)
(r/an) (r/n) (r/an) (r/n)
1 0* 0 18 180

2 0,47 4,70 - -

3 0,78 7,80 - -

4 0,99 9,90 - -

5 1,54 15,40 - -

6 2,06 20,60 - -

*) Lot: CA-62  Exp. date: 09-2005.
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