TruLab HbAlc liquid Level 1

KOHTpOﬂb rMUKO3nmpoBaHHOro reMorno6uHa ypOBeHb 1

NUHdopmauuma ansa 3akasa

Kam. Ne ®acoseka
5979099 10 074 1x0,25 Mmn  YpoBeHb 1
OnucaHue
KoHTponb rIIMKO3UNMPOBaHHOIO remorrnobuHa

npeacTaBnsaeT cobon Xuakui KOHTPOIbHbIA MaTepuan
Ha OCHOBE YenoBeYeCcKMX aputTpoumnToB. KoHueHTpauus
rMUKO3UNMpPOBaHHoro remornobuHa B TruLab HbAlc
liquid ypoBeHb 1 COOTBETCTBYET (PMU3MONOrMHYECKUM
3HAYEHNAM.

XpaHeHue

®nakoHbl C KOHTPONbHOM CbiBOpOTKOM TruLab, HbAlc
liquid kak BCKpbITble, Tak M HEBCKPbITble, cnegyet
xpaHutb npu 2 — 8 C. bepeys oT cBeTa 1 Tennal

CtabunbHoCTb

Bckpbimbie u He8CKpbimble (riakoOHbI:

Makcumym 15 mecsaueB € yka3aHHOrO Cpoka rogHoCTu
npu OTCYTCTBUWM 3arpsi3HEHWn U UCNapeHus nocne
OTKpbITUSA chrakoHa.

Ctporo cobnogaTe npaBuUiibHbIE YCNOBUSA XpaHEHWs
peaktmBoB K paboTbl ¢ Humn! PnakoHbl AepxaTb
NNOTHO 3aKpbITbIMK!

Mepbl NpeaoCcTOpPOXHOCTHU

1.Kaxpgasa oTtgenbHas nopuvs OOHOPCKOW  KpPOBMW,
MCMNonb30BaHHas Mpu M3roToBreHnn koHTponsa TrulLab
HbAlc liquid ypoBeHb 1, Bbina Hagnexawum obpasom
npoTecTMpoBaHa Ha OTCYTCTBME MOBEPXHOCTHOMO
aHTureHa Bupyca renatuta B (HBsAg), aHTuten «
BWY 1+2 n aHTMTEn Kk aHTUreHam Bupyca renatuta C
(anti-HCV). Tem He meHee, npu paboTe C AaHHbIMU
kannbpaTtopamm HeobxoouMo cobnopaTtb Te Xe Mepbl
NpeaocTOpoOXHOCTU, YTO M npu pabote ¢ obpasuamu
NauMeHTOoB.

2. CobnioganTe mepbl NPegoCTOPOXKHOCTH,
HeobxoauMble Npu paboTe ¢ kanubpaTopamu n
KOHTPONsiMU.

3. Tonbko ans npodeccrMoHanbHoro ncnosib3oBaHms!

MoarotoBka

TruLab HbAlc nocTtaBnsaTCs B XXNMOKOM BUAE U FOTOBbI
K MCMonb30BaHMi0. KOHTPOmMbHbIE ChHIBOPOTKM OOIDKHbI
OblITb MOAroToBneHbl K paboTe Tak e Kak obpasubl
naumveHToB. [loxanyicrta npoyvTUTEe WHCTPYKLUMIO MO
MCNONb30BaHMIO peareHTa.

3HauyeHun

YKa3aHHble 3Ha4YeHns onpeferneHbl ¢ UCNOoNb30BaHNEM
peareHTOB DiaSys ans onpegeneHus
rMUKO3MnMpoBaHHoro remornobuHa (oneHbAlc FS wu
one HbAlc IS cooTBeTCTBEHHO), OTKannMbpoBaHHbIE C
NOMOLLbIO kannbpartopa rMUKO3MNMPOBAHHOIO
remornobuHa DiaSys (TruCal HbA1c liquid). Yka3aHHble
3HaveHus MoryT HEeMHOro oTnmyaTbcs npu
ucronb3oBaHMn  Opyrmx peareHToB. KoHTposnbHble
3HayeHusa cornacHo DCCT/NGSP u cornacHo IFCC
ObInM nony4yeHbl M3 3HaveHun no IFCC pacyétom[l —

4]. YkasaHHble BO Bknagplllax K Habopam,
cneundunyHbl TOSBKO ans OaHHbIX Ne notoB
KOHTPOJIbHbIX CbIBOPOTOK.

Mpoueaypa

Mpoueaypa nNpUMEHEHWs KOHTPOSIbHOW  CbIBOPOTKM
N3noXxeHa B MHCTPYKUMK k Habopy HbAlc FS komnaHum
DiaSys.
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OGe3BpexunBaHue oTXoa0B
B cooTBETCTBMM C MECTHbLIMW NMpaBunamu.
MpounsBogutensb

DiaSys Diagnostic Systems GmbH & Co. KG
Alte Strasse 9, 65558 Holzheim, Germany



3HauyeHus kanubpaTopa Ne FopeH 3naueHus [Manaso
cornacHo IFCC ( mmol/mol) | nora [o:
o 3-komnoHeHTHas cuctema | 43,4 Mmonb/Monb | 34,7 — 52,1 MMorb/Monb
TruLab HbAlc liquid
1 21808 | 2017-01 | 2- komroHeHTHas cuctema | 45,2 MMonb/Monb | 36,2 — 54,2 MMOSb/MOSb
YpOBEH® InnovaStar 37,5 mmonb/monb | 30,0 — 45,0 mmonb/Monb
3HaueHus kanu6patopa| Ne lopeH 3naueHus [Manaso
cornacHo DCCT/NGSP (%) nora Ao:
TruLab HbALc liauid 3-KoMMNoHeHTHast Cuctema 6,12 % 5,33-6,92 %
ruLal c liqui
oBEHb 1 g 21808 | 2017-01 | 2- komnoHeHTHas cucTema 6,29 % 546-7,11%
yp InnovaStar 5,58 % 4,90-6,27%




