TruLab HbAlc liquid Level 1

KOHTpOﬂb rMUKO3nrinpoBaHHOro reMorno6uHa ypOBeHb 1

NHcopmauumsa ansa 3akasa

Kam. Ne Q@acoska
5979099 10 074 1x0,25 Mn  YpoBeHb 1
OnucaHune
KoHTponb rMUKO3UMPOBAHHOIO remornobuHa

npeactaBnsieT cOOON XUOKUA KOHTPOMbHbBIN MaTtepuan
Ha OCHOBE YenoBeYeCcKMX aputTpoumnToB. KoHueHTpauus
rMUKO3UNMpoBaHHoro remornobuHa B TruLab HbAlc
liquid ypoBeHb 1 cooTBeTCTBYeT (U3MONOrMYECKUM
3HaYeHuAM.

XpaHeHue

®dnakoHbl C KOHTpONbHOWM cbiBOpoTKkon TruLab, HbAlc
liquid kak BCKpbITble, Tak W HEBCKpbITble, cneayeT
XpaHutb nNpu 2 — 8 C. Bepeyb oT cBeTa 1 Tennal

CtabunbHoOCTb

Bckpbimbie u HegcKpbimble (hriakoHbl: A0 KOHUA Cpoka
rogHOCTU MpU OTCYTCTBUM 3arps3HEHUn M ncnapeHus
nocne OTKpbITUSA hrakoHa.

Ctporo cobniogate npaBuiibHble YCMOBUS XpaHeHWs
peaktuBoB ¥ paboTbl ¢ Humu! @PrakoHbl AepXkaTb
NNOTHO 3aKpbITbIMK!

Mepbl NpeaoCcTOpPOXHOCTHU

1.Kaxpgas orgenbHas nopuus  OOHOPCKOM  KPOBM,
ncrnonb3oBaHHas Mpu M3roToeneHun KoHTpons TrulLab
HbA1c liquid ypoBeHb 1, Oblna Hagnexawmm obpasom
npoTecTMpoBaHa Ha OTCYTCTBME MOBEPXHOCTHOIO
aHTureHa Bupyca renatuta B (HBsAg), aHTuTen «
BWY 1+2 n aHTuTEn Kk aHTureHam Bupyca renaturta C
(anti-HCV). Tem He MeHee, npu paboTe C OaHHbIMU
kannbpaTtopamyn HeobxoouMo cobnogaTtb Te Xe Mepbl
NpeaocTOpoOXHOCTU, Y4TO M npu pabote ¢ obpasuamu
NauMeHTOoB.

2. Moxanyncra, obpatntecb K NUCTy ©e30nacHOCTM U
npuMuTe BCe HeOBXOoAMMble Mepbl NPEAOCTOPOXKHOCTU
Npv MCNOMNb30BaHUW KannbpaTopoB N KOHTPONEN.

3. Tonbko ans npodeccmoHanbHOro ncnosib3oBaHus!

MopgrotoBkKa

KoHTponn TruLab HbAlc noctaBnstoTca B XKuakom
BMOE W TOTOBbl K WUCNOMb30BaHUO. KOHTpOmMbHbIE
CbIBOPOTKM AOMKHbI ObITb MOArOTOBMEHLI K paboTe Tak
Xe kak obpasubl nauueHToB. [loxanyihcra, npodtute
WHCTPYKLMIO MO MCMOMb30BaHWIO peareHTa.

3HauyeHus

YKasaHHble 3Ha4YeHns onpeaerneHbl C UCNONb30BaHNEM
peareHTOB DiaSys ans onpegeneHus
rMUKO3MNMpoBaHHOro remornobuHa (oneHbAlc FS wu
one HbAlc IS cooTBeTCTBEHHO), OTKannMbpoBaHHbIE C
NMOMOLLIbIO Kanmbpartopa rMUKO3MIMPOBAHHOIO
remornobuHa DiaSys (TruCal HbA1lc liquid). Yka3aHHble
3Ha4veHus MOrYyT  HEMHOro  OTnM4aTbCs npu
ucronb3oBaHMn  Opyrmx peareHToB. KoHTposnbHble
3HayeHus cornacHo DCCT/NGSP u cornacHo |IFCC
BNy nonyyeHbl M3 3HadveHun no IFCC pacuyétom [1 —
4]. YKasaHHble 3HayYeHWst BO BKMadblllax K Habopawm,

cneundunyHbl  TOMbKO AN AaHHbIX Ne noTtoB
KOHTPOJIbHbIX CbIBOPOTOK.
Mpoueaypa

Mpoueaypa nNPUMEHEHUS KOHTPOSIbHOM  CbIBOPOTKM
N3MnoxeHa B MHCTPYKUMKM K Habopy HbAlc FS komnaHum
DiaSys.

Nntepatypa

1. The Diabetes Control and Complications Trial Research
Group. The effect of intensive treatment of diabetes in the
development and progression of long-term complications in
insulin-dependent  diabetes  mellitus. N Engl J
Med.1993;329:977-86.

2. Little RR, Rohlfing CL, Wiedmeyer HM, Myers GL et al. The
National Glycohemoglobin Standardization Program: A Five-
Years Progress Report. Clin Chem 2001;47:1985-92.

3. Jeppsson JO, Kobold U, Barr J, Finke A et al. Approved
IFCC reference method for the measurement of HbAlc in
human blood. Clin Chem Lab Med 2002;40:78-89.

4. Hoelzel W, Weykamp C et al. IFCC Reference System for
Measurement of Hemoglobin Alc in Human Blood and the
National Standardization Schemes in the United States,
Japan, and Sweden: A Method-Comparison Study. Clin Chem
2004; 50:1:166-74.

5. Réhle G, Siekmann L. Quality assurance of quantitative
determination. In: Thomas L, editor. Clinical laboratory
diagnostics. 1st ed. Frankfurt: TH-Books Verlagsgesellschaft;
1998. p. 1393- 1401.

6. Biosafety in Microbiological and Biomedical Laboratories.
U.S. Department of Health and Human Services, Washington
1993 (HHS Publication No. [CDC] 93-8395).

O6Ge3BpexuBaHMe oTX040B
B cooTtBeTcTBUMK C MECTHBIMU npasunamn.
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3HauyeHus kanubpartopa Ne FopeH 3Havenms [anasoH
cornacHo IFCC (mmol/mol) | norta po:
o 3-KOMMoHeHTHas cuctema | 43,8 MMonb/Monb | 35,0 — 52,6 MMOSTb/MOSb
TruLab HbAlc liquid
1 22430 2017-06 2- KOMMOHEHTHas cuctema | 46,2 MMonb/Monb | 37,0 — 55,4 MMOSb/MOSb
OBEHb
yp InnovaStar 38,5 MMonb/Monb | 30,8 — 46,2 MMOJIb/MOJTb
3HaueHus kanu6patopa| Ne FoneH 3Havenns [nanasox
cornacHo DCCT/NGSP (%) oTa Ao:
TruLab HbALc liquid 3-koMnoHeHTHas Cuctema 6,16 % 5.35-6.96 %
ruLal c liqui
oBeHb 1 d 22430 2017-06 2- KOMMOHEHTHas cucTema 6.38 % 554 -7.22%
e InnovaStar 5.67 % 4,97-6.38 %




