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OCHOBOW iy [IPOBEAEHHI aHa/BY € OpUriHaa [HCTPYKUI

I AHIVIIVICbKOKO MOBOI, BK/IAAEHOI B Habip. Homep i fgara Bepcii
o OPUrHANY Ta NepekIagy IHCTRYKUII MOBUHHI CrIiBNaAAaTH.
NMPU3HAYEHHA

[liarHocTyHUIA Habip ANA BU3HaUEHHA KOHLEHTpaLii remornobiHy Alc,
npu3HayeHnin ANA BUKOPUCTAHHA B aBTOMATUYHKX aHanisaTopax: Biolis 24i
Premium Ta Biolis 30i.

PeareHTn NOBMHHI BUKOPUCTOBYBATWUCA NULLE ANA JiarHOCTUKW /in Vitro
KBanipikoBaHMM N1abopaTOPHNUM NEPCOHANIOM, NINLLE 33 MPU3HAYEHHSAM, 3a
BiAMOBIgHMX N1abOPaTOPHKX YMOB.

BCTYN

Bu3sHaueHHs HbA1c HaltuacTiwe NpoBoANTLCA ANst OLiHKM KOHTPOSIO riKeMmil
npw LyKpoBomy AiabeTi. MokasHnkn HbA1c fgatoTb ysaBNEeHHA Npo piBeHb
r0KO3U 3a nonepeaHi 4-8 TVXHIB.

MpoTsArom ycboro nepiogy *1TTs epuTpoLmTa B CMCTEMi KPOBOOOiIry,
remorno6iH A1c NOCTINHO YTBOPIOETbCA WAAXOM afaayKLii rioko3m go N-
KiHLeBoro 6eTa-naHutora remornobiHy. Lleii npouiec € HepepmMeHTaTUBHUM i
Bifobpaxae cepepHio B3aeEMogii reMornobiHy 3 rioKo3010 3a TpUBanuii nepiog.
Y knacuuHomy focnigxenHi Trivelli Ta iH. [1] nokasaHo, wo remorno6iH Aicy
niabeTyKiB NiABMLLEHNI B 2-3 pa3u B MOPIBHAHHI 3 piBHEM Y 3[0POBUX JIIOAEN.
[eAki focniAHNKN peKoOMeHAYI0Tb BUKOPUCTOBYBaTU reMoriobiH Aic, AK
NoKasHUK perynauii 0bmiHy npu Lykpoomy fiabeTi, OCKinbKu piBeHb
remornobiHy Aic y fiiabeTnKiB HabnMXKa€eTbCA 4O HOPMASTbHVIX BEIUYMH NpK
nposeAeHHi perynauii obminy [2,3,4].

lemorno6iH Aic 6yB BU3HaUYeHW AK «LuBMAKa GpaKLis» remornobinis (HbA1a,
HbA1b, HbA1c), aKa 3amilLy€eTbcs nepLuoio NPy KONIOHKOBI XpomMaTorpadii 3
KaTioHOOBMIHHOI CMOJ010. Herniko3unboBaHUin reMornobiH, 3 AKoro
CKIafa€ETbCsi OCHOBHUI reMornobiH, no3HavaeTbca HbAo.

NPUHUMN METOAY

MeTop BU3HauYeHHs remornobiHy Aic Bignosifa€e cTaHAapTM30BaHOMY METOAY,
cepTmdikoBaHomy HauioHanbHoto lNporpamoio CTaHAapTM3aLii AoCnigXeHHA
rnikoremorno6iHy (NGSP).

[laHnn meTon BUKOPWCTOBYE B3AEMOAII0 aHTUreHy i aHTWTINAG AnA NPAMOro
BU3HauyeHHs KoHUeHTpaLii HbA:c B LinbHil KpoBi.

3aranbHuin remorno6iH i HbAic maloTb ofiHakoBi HecneuundiuHi WBUAKOCTI
abcopbuii Ha naTekcHMX YacTUHKax. Konv aopaloTbca Muyladi aHTU-MIOACHKI
HbAic MOHOKNOHanbHi aHTUTING, YTBOPIOETbCA KoMMnekc naTekc-HbA:c-
Muwadi  aHTu-moacbki  HbAic  aHTuTina. Konm Ko3s4i  aHTM  muwaui
noniknoHanbHi IgG aHTMTING B3aEMOAIOTb 3 MOHOK/IOHANbHUMUN aHTUTINaMM,
BifOyBaeTbca arnoTuHauifa. KinbkicHO arnoTvHauisa nponopuiiHa KinbKocTi
HbA1c, Wwo abcopbyBaBcA Ha MOBEPXHi TATEKCHNX YaCTUHOK.

KinbKicHO arntoTuHauia BUMIpOETbCA AK abcopbuin.

BenununHa HbA1c BU3HauaeTbea 3 KanibpyBanbHOI KPUBOI.

PEATEHTU
Cknap Ha6opy
Kart. N2 4-300 KaT. N2 4-301
(24 no3wuwii) (36 no3uwiin)
PEATEHT 1 1x26 mn (ml) 2x 16 mn (ml)
PEATEHT 2 1x 10 mn (ml) 2x6.3mn (ml)
TEMONNI3YIOYUW PEATEHT 2x 34 mn (ml) 2x42 mn (ml)

PeareHnTn (PEATEHT 1, PEATEHT 2), wo 36epiratotbca npu 2-8 °C (°C) Ta
FTEMOJI3YIOUYUIA PEATEHT, wo 36epiraetbca npu 2-25 °C (°C), cTabinbHi fo
3aKiHYEHHA TepMiHy NPMAATHOCTI, BKa3aHOro Ha ynakosui. CTabinbHicTb Ha
60pTy aHanizatopa npu 2-10 °C (°C): Biolis 24i Premium - 12 TUXKHIB.

KoHueHTpauii B aHanisi

natekc 0.13 %
MULaYi aHTU-NIOACbKI MOHOKJIOHaNbHI aHTUTINA

HbA1C 0.05 mr/mn (mg/ml)
KO3A4i aHTU-MULWaYi noniknoHanbHi IgG aHTHTING 0.08 mr/pn (mg/dl)

cTabinizatopu
bydep
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3acTepe)eHHs i NpUMITKn

. 3axvLaTy Bif NPAMMX COHAYHKX MPOMEHIB Ta 3abpyAHeHb!

. Pe3ynbTtaTii MOXYTb OyTY CynepeunnBmimMm y NaLieHTIB NPy TaKUX yMOBaX:
NpUiOM oniaTiB, OTPYEHHA CBMHLIEM, a/IKOTOMi3M, MPUIIOM BENVKUX 403
acnipvry [6, 7, 8, 91.

. NipsnweHi pisHi HbF MoxyTb Npn3BoanTy A0 HeROoOLIHKK piBHA HbAc
i ypemin He BNANBaE Ha iMyHonoriuHe Bu3HadeHHa HbAqc [10].

. Lle pocnigXeHHA He NOBMHHO BMKOPWUCTOBYBATUCA ANA AiarHOCTUKM
LyKpoBoro fiabeTy, a TifIbKN ANA MOHITOPVHIY MaUi€HTIB 3 LyKPOBUM

niabetom.
L] Mpu BuKOpUCTaHHI remornobiHy Aic ANA MOHITOPWHrY nali€eHTiB 3
LyKpoBUM  AiabeToM  pe3ynbTaT  MOBWHHI  iHTepnpeTyBaTUCA

iHAMBIAyanbHo.

L] Pearent TEMONIBYIOUMA PEATEHT (Kat. N° 4-398)
3aMOBJIEHUI OKPEMO.

. Byab-AKun  KNiHIYHUIA  BUNAJOK i3 CKOPOYEHVM  BUXKUBAHHAM
epuTpoUMTIB (HaNprKnag, reMosliTMyHa aHeMis, KPOBOBTpPaTa, BariTHICTb)
MO>Ke CNPUYNHUTU 3HMKEHHA 3HaveHb HbA1c.

MoXe OyTun

BIOJIOTIYHU MATEPIAN

BeHo3Ha Kpos, 3i6paHa 3 EATA.

lemorno6iH Alcy LinbHi Kposi, 3i6pa Hii 3 EATA, ctabinbHuin npoTarom 7
aHis npwu 2-8 °C (°C).

MpoTe pekomeHAY€ETbCA MPOBOANTY aHani3 3i CBiXK03ibpaHMu 3paskamu!

MonepepHna 06po6ka 3pasKiB:

1. Ninetysatm 500 mkn (upl) TEMOJI3YIOYOTO PEATEHTY B npobipku,
nomiveHi: KoHtpone, MNauieHTn, i 1. A.

2. Momictitb 10 MKn pobpe nepemiwaHoi UinbHOI KPOBi Yy BifNOBiAHY
MapKoBaHy npobipky 3 nisylounm peareHTom. [lobpe nepemiwante i
fanTe NOCTOATU MIHIMyM 5 XBUAUH [0 MNOBHOro nisucy. [loTim
nepemilwanTe 3pa3oK NPOTArOM 5 XBUAVH.

3. O6pobneHi 3pa3km MOXyTb 3b6epiratmca go 10 gi6 npu 2-8 °C (°C).
3milariTe 3pa3ok LWe pa3 NpoTAroM 5 XBUAVH nepes BUMipOBaHHAM.

4.  MNpwumitka: Kanibpatopu i KOHTPONI TaKoX NMOBUHHI GyTY reMoni3oBaHi B
TaKoMy > MOPAAKY AK 3pa3Ku.

NPOLEAYPA BU3HAYEHHA

PEATEHT 1 ta PEATEHT 2 roToBi 4O BUKOPUCTAHHA.

PEATEHT 1 nocTtaBTe B OCHOBHE MOSIOXEHHSA B JIOTKY [/17 peareHTiB.
PEATEHT 2 nocTaBTe B noYaTKOBE MOMOXEHHA B JIOTKY ANA peareHTiB.
B sakocTi 6naHk-peareHTy pekomeHgyeTbca 0.9% NaCl.

ApanTauisa anAa aHanizatopa Prestige 24i Haga€eTbcA 3a 3aNUTOM.
MNepepn TecTyBaHHAM 3pa3KiB Naui€eHTa KOPWUCTYBay MOBMHEH MepeBipuTh Ta
3aTBepAnTY aganTadito.

Pe3ynbTaT TeCcTy 3UMTYyETbCA aBTOMATUYHO, i 3HaYeHHA NOBiZOMNAETbCA Y %
oAvHULi remorniobiHy BifnosifHo fo cTaHaapTu3auii NGSP.

[inA Toro, Wwob nepeTBOPUTY OTPUMAHUIA pe3ynbTaT y % remornobiHy (NGSP) y
3HAUYeHHs, BKasaHe B oauHuUuax S| mmonb/monb (mmol/mol) BignosigHo go
ctanpapTum3sauii IFCC, cnig BUKOpMCTOBYBATWN HAaCTYMHE OCHOBHE PIBHAHHA:

HbA:c [Mmonb/monb (mmol/mol) IFCC] = (HbAic [% NGSP] - 2.15) x 10.929

PEQEPEHCHI BETMYUHN™

He piabetuku < 6%

MauieHTn 3 UyKpoBKM AiabeTom, KOHTPOIb rRikemii < 7%

KoHill nabopaTopii peKoMeHAY€ETbCA PO3pPOOUTU BIACHI HOPMW, XapaKTepHi
[N 06CTEXKYBAHOTO KOHTUHTEHTY.

KOHTPOJIb AKOCTI

[nAa BHYTPIWHbOrO KOHTPONIO AKOCTI PEeKOMEHAYETbCA BUKOPWUCTOBYBATW
KOHTPONI CORMAY HbAic DIRECT (KaT. N° 4-328) pna KoxHoi cepil
BUMIpIOBaHb.

Ona KanibpyBaHHA  aBTOMAaTUYHWX  aHanisaTopis
KANIBPATOPY CORMAY HbA1C DIRECT (KaT. N° 4-308).
KoHTporni i KanibpaTopy noBuHHi 06pobnsaTuca peareHtom FEMOJTI3YIOUMI
PEATEHT.

Kani6pyBanbHy KpuBy cnifi 6ynyBaTi 3aHOBO KOXHi 4 TvikHi (Biolis 30i) abo
KOXHi 12 TvkHiB (Biolis 24i Premium), npy KOXHil 3miHi napTii peareHTy abo
AKWO pe3ynbTaTh KOHTPOJIO AKOCTI He noTpannAalTb y pedepeHCHWUi
nianasoH.

PeKoOMeHOYEeTbCA

POBOYI XAPAKTEPUCTUKU

Lii meTponoriuHi XxapakTepuctuku Oynu OTpUMaHi 3 BUKOPUCTAHHAM
aBTOMaTUYHKX aHani3aTopiB Hitachi 717 Ta Biolis 30i. [lnA pi3Hmx aHanizatopis
pe3ynbTaTi MOXYTb PO3Pi3HATUCA.



AHaniTMyHunM gianasoH: 2 - 16% (go 151 mmonb/monb (mmol/mol)).

CneundiuHictb/IHTepdepeHuii

Binipy6iH go 50 mr/gn (mg/dl), Tpurniuepugn go 2000 mr/an (mg/dl),
ackop6at go 50 mr/pn (mg/dl), kapbaminboBaHuin remornobiH go 7.5
mmonb/n (mmol/l), auetTunboBaHui remorno6in 4o 5.0 mmonb/n (mmol/l)
He BMAUBAIOTb HA PE3YNbTaTu BU3HAYEHD.

TouHicTb

MoBTOplOBaHiCTb CepepHe SD v

(Mix cepiamm) n = 20 [%] [%] [%]
PiBeHb 1 5.56 0.04 0.8
PiBeHb 2 12.21 0.17 1.04
BigTrBoploBaHicTb CepenHe SD v

(mi>k gHAMM) n = 80 [%)] [%)] [%]

PiBeHb 1 6.48 0.09 1.3
PiBeHb 2 12.42 0.25 2.0

MopiBHAHHA meTOAIB

MopiBHAHHA MiX 3HaueHHAMU HbA1c, Bu3HaueHnmu Ha Biolis 30i (y) Ta
Bio-Rad Variant Il Turbo (x) 3 BukopucTaHHam 89 3pa3kKiB LinbHOI KPOBI
[ano HacTyrnHi pe3ynbTaTtu:

y =0.9081 x + 0.532%

R=0.982 (R - KoediuieHT kKopenauii)

YTUNI3ALIA BIAXOAIB
BianoeiaHo oo micueBux BUMor.
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