rMMIKO3U/IbOBAHUN TEMOTJIOBIH HbA1c
nPAMUA

HbA1c Direct

Kam. Ne: YA1004 Jama sunycky iHcmpykuyii: 2022-05-25

Bepcia 18

OcHOB0I Npu Npo8edeHHi aHanizy € opueiHan iHcmpykuil
' aHeniticbkolo M0o8olo, 8kaadeHoi 8 Habip. Homep i 0ama sepcii
€

opuziHany i nepeknady iHCmpykyii noguHHi 36izamucs.

Kar. Ne Cknapg:

Y04602 4% 22.5 mn (mL) R1 + 1x 30 mn (mL) R2
Y04606 4x 7.5 mn (mL) R1+ 1x 10 mn (mL) R2
Y04601 4x 45 mn (mL) R1+ 1x 60 mn (mL) R2
YA1004 1x 30 mn (mL) RT1+ 1x 10 mn (mL) R2
YT1204 1x 30 mn (mL) RT1+ 1x 10 mn (mL) R2
Y06911 1x 30 mn (mL) RT1+ 1x 10 mn (mL) R2
Y06917 1x 30 mn (mL) RT1+ 1x 10 mn (mL) R2
YE1804 2x 30 mn (mL) RT1+ 1x 20 mn (mL) R2
AB20420 1x 60 mn (mL) RT + 1x 20 mn (mL) R2
AB20409 4x 60 mn (mL) R1 + 4x 20 mn (mL) R2

Tinbku gna npodeciiiHoro BUKOPUCTaHHA B AiarHocTuLi in vitro.

NMPU3HAYEHHA

InikosnnboBaHUn remornobiH HbA1c npsmuin - Le AiarHOCTUYHUIA peareHT
OnA KinbkicHoro in vitro Bu3HaueHHa HbA1c y KpoBi noanHM 3a AONOMOroio
TypbignmeTpuyHoro aHanisy. Bu3HaueHHs HbAl1c Hanbinbw  yvacto
BUKOHYETHCA 1A OLIHKM FiKEMIYHOFO KOHTPOJI MPU LyKpOoBOMY AiaberTi.

OIATHOCTUYHE 3HAYEHHA

MpoTtsarom Bcboro nepiogy LMpKynioBaHHA eputpoumnTis, HbA1c 6esnepepsHo
YTBOPIOETLCA LWAAXOM apayKLii rokosn Ao N-TepmiHanbHoro 6eta-naHuiora
remornobiHy. MNpouec, Aknin € HedbepmeHTaTUBHUM, Bifobpakae cepepHii
BB reMorno6iHy Ha roKO3y NPOTAroM TPUBANoro nepiogy. Y KnacmuHomy
pocnigxeHHi Trivelli et al, nokasann HbAl1c y cy6'ektiB piabeTkiB NOBUHHI
6yTV MiaBuWLEHi B 2-3 pa3u BULLe PIBHSA, HiXX Y HOpManbHUX nogen. feski
OOCNIAHMKN BBaxaloTb, WO HbATC cnyXuTb MOKa3HMKOM MeTaboniyHoro
KOHTpONIo AiabeTnka, ocKinbKku piBHi HbATc HabnuxaloTbca 4O HOPManbHUX
3HaueHb AnA fiabeTnkis y metaboniyHomy KoHTponi. HbA1c 6yB BU3HaueHui
Ha npakTuiyi Ak remornobiHn «weuakoi ¢pakuii» (HbAla, Alb, Alc), ski
efioIoTbCA  MepwmMMy  Nig 4Yac  KOJMOHKOBOI  xpomatorpadii 3
KaTiOHOOOMIHHUMM  cMonamu.  Herniko3unboBaHWn  reMorniobiH,  AKUN
CKNaJAETbCA 3 OCHOBHOI Macu remoriobiHy, oTpmmas Ha3sy HbAo.

MPUHLAN TECTY

Llen meTon BUKOPUCTOBYE B3aEMOZII0 aHTUreHY Ta aHTUTINA ANA BU3HAYEHHA
HbA1c y uinbHin kposi EOTA. HbATc y gocnifyBaHux 3pa3kax noriMHaeTbcs
Ha NOBEPXHi YaCTUHOK NaTeKcy, AKi pearytoTb 3 aHTU-HbA1c (peakuin aHTUreH-
aHTUTINO) i Aa€ arnoTrHalilo. KinbKicTb arnioTuHaUii BUMIpIOeTbCA (3pocTatoya
peakuis) AK nornvHaHHA npu 660 HM (nm). 3HauyeHHA HbATC oTpumytoTb i3
Kani6pyBanbHOI KpUBOI.

CKNAA PEATEHTIB
PeareHT 1
JlaTekc
A3ng HaTpito 0.95r/n (g/L)
PeareHT 2
Mwuwwayi MoHOKNOHanbHi aHTuTiNa go HbA1c niognHn
Bic-Tpuc bydep
Crab6inizatopu, a3ug HaTpito <0.1%
HEOBXIAHI MATEPIANIU, AKI HE MOCTAYAIOTbCA B HABOPI
. [ncTtunboBaHa Bofa ANA NPUroTyBaHHA reMonisaTy 3i 3paskKis, Hanp.:
Kar. N2: HasBa Cknapg Bmict
Y04605 H-peareHT OuuleHa Boaa, 5x 100 mn (mL)
<0.1% a3wnpy HaTpito

. Kani6paTop, Hanp.:
Kar. N2: HasBa
Y04603 KanibpaTtopu rnikosnnboBaHoOro
remornobiHy npamoro HbA1c (5 piBHiB)

Bmict
5x 1 mn(mL)

. KoHTponi, Hanp.:

Kar. N2:
Y04604

Bmicr
4x 1 mn (mL)

Hassa
KoHTponi rniko3nnboBaHoro
remornobiny HbA1c

. AHanizaTop nabopaTtopHoi ximii abo poTomeTp
e  3aranbHe nabopaTopHe obnagHaHHA

*TemonizaTy 3 ynakoBaHUX epuUTPOLMTIB NtoanHN niodinisoBaHi Ta cTabinizoBaHi.
NMIArOTOBKA PEATEHTIB
PeareHTn 1 i 2 roToBi Ao BMKOpWCTaHHA. ObepexHO nepemillanTe KOXHY

6aHquy nepen BUKOPUCTaHHAM.

3BEPITAHHA | CTABUIbHICTb

YmoBu: 3axuwatn  Big ceitna. HeranHo 3akpuTu nicna
BUKOPUCTaHHA.
36epiraHHa: npn2-8°C(°C)

CTabinbHicTb: [0 3aKiHYeHHA TepMiHy NPUAATHOCTI, WOHaNMeHwe 24

MmicAui 3 gaTn BUPoOHMUTBA.

CrabinbHictb
nicna BigKpuTTA:

R1 i R2 cTabinbHi npotarom 1 micaua nicna BigkputTa 3a
YyMOBW 36epiraHHsA LWifIbHO 3aKPUTUMK NPU Temnepatypi
2-8°C(°Q).

HE 3AMOPOXYWTE PEATEHTU TA YHUKANTE BYAib-IKOrO KOHTAKTY
3 TEMMEPATYPAMU 3AMOPOXKYBAHHA! HE BUKOPUCTOBYWTE ANA
TPAHCMOPTYBAHHA MILWLKWU 3 1bOAOM!

MOMNEPEAKEHHA | 3BACTEPEXKEHHA

1. TinbKn gna giarHoCTUKM in vitro.

2. Uen aHani3 He nNOBWHEH BWKOPUCTOBYBATUCA ANA AiarHOCTUKMN
LlyKpOBOTO Aiaberty.

3. TemnepaTypu 3amep3aHHA CNPUYMHAIOTb arnoTuHauilo peareHTy R1:
CTporo yHukaviTe 6yAb-AKOro KOHTaKTy 3 TeMnepaTypamu 3amep3aHHs,
BK/IOYaOUM KOHTAKT 3i CTIHKOIO BaLLIOi XONOAUNBHOI CUCTEMM.

4. McyBaHHA peareHTy: 3MiHM Yy 30BHIilWIHbOMY BUMARI (Hanpwknag,
arnoTyHaLia) peareHTiB abo 3HAUEHHA KOHTPONMbHMX MaTepianis
(Hampuknag, pesynbTaT 3a MeXamu  [JOMyCTUMOro  AianasoHy
BMPOOHMKA) MOXYTb BKasyBaTM Ha HecTabinbHicTb peareHTy. He
BMKOPUWCTOBYITE peareHT 3 03HaKaMu ncyBaHHsA!

5. BuKoOpWCTOBYITE KOHTPONi AKOCTI Mifi 4aCc KOXHOro 3anycky TecTy Ta
KOXHOFO pasy, KOMW iCHYe PW3NK MOXIMBOTO MOripLIEHHA, LWo6
nepeBipuTM npaBufibHe  QYHKLIOHYBaHHA BalIOrO peareHTy Ta
BVMIipPIOBaNbHOI CUCTEMM.

6.  PeareHT 2 micTUTb TBapUHHWI mMaTepian. [loBofbTeca 3 NPOAYKTOM fK 3
NoTeHUiNHO iHpeKUiHMM BiANOBIAHO [O YHiBepcanbHUX 3anobiKHMX
3axofiB i HANEXHOT KNiHIYHOI NabopaTOPHOI MPAKTUKN.

7. byno BuABNeHO, WO  KOXHa [AOHOPCbKa  OAUHMLA,  AKa
BMKOPWCTOBYBanacb ANA MPUroTyBaHHA KanibpaTopiB Ta KOHTPONIB,
6yna HeraTMBHOIO Ha HaABHiCTb aHTWTIN Ao BIJ11 Ta BIJ12, a Takox Ha
noBepxHeBMN aHTWreH renatuty B Ta aWTtuTina po renatuty C,
BMKOPUCTOBYIOUN MeTof, 3aTBepakeHunin FDA.

8. PeareHTu MicTaTb a3ua Hatpito (0.95 r/n (g/L)) B AKoCTi KOHCcepBaHTy. He
koBTaTu! YHMKaTV NOTPannAaHHA Ha WKipy Ta civ3oBi obonoxku! Bigomo,
WO a3uf HaTpilo yTBOPKE asnf cBMHUIO abo Mmigi B BoAonpoBofi
nabopartopii, AKUA Moxe BUOYXHYTM npu nepkycii. Micna yTunisauii
PiavH, WO MICTATb a3nA HaTPIlo, peTenbHO NPOMUINTE ApPeHaxKi BOAOIO.

9. byab nacka, 3BepHiTbcA [0 nacrnopTiB 6e3nekn Ta AoTpuMyiTecA
HeobXigHMX 3axofiB 6e3nekn Mpu BUKOPWUCTaHHI NabopaToOpHYX
peareHTiB.

10. nAa piarHOCTUYHWX Winen pe3ynbTaTu 3aBXAW CNif OuUiHIOBaTV pa3oMm 3
icTopieto XxBOpoOM nNaui€HTa, KNiHIYHUMU OOCTEXEHHAMM Ta iHWKMU
JaHuMun.

11. Y pasi iHUMAEHTY, NOB'A3aHOrO 3 NPUCTPOEM, MOBIJOMTE MNpPO Le
BMPOOGHMKa Ta KOMMNETEHTHUIA OpraH, AKLLO Lie HeobXiAHO.

3ABIP TA NIATOTOBKA 3PA3KIB

Bukopucrosysatu csixy E[ITA LinbHY KpoB.

Ina BusHaueHHA HbA1c HeobxigHO nigroTyBat remonisaT AnA KOXHOIO

3paskKa:

1. BHectn B KoXHy npobipky 2 mn (mL) anctunboBaHoi Boau y TecT-
npobipky.

2. Jopatny npobipky 20 mkn (UL) fobpe nepemiwanoi EATA winbHOI KpoBi
i nepemiwarun.

3. 3annwuty Ha 5 XBUAKH abo A0 CrocTepeXXeHHA MOBHOTO Ni3ucy.

CrabinbHicTb remonisaty:  npwu TemnepaTypi +2 - +8 °C (°C)
YTunisyBatu 3a6pyaHeHi 3pasku.
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NMPOLEAYPA TECTY

Po3unHuTK KanibpaTtopu i KOHTpoONi, He ni3yBaTty ix. MpoBecTn Ni3ucC TinbKu
onAa  3paskiB.  BukopwuctoByinte  Kani6patopu  rnikosunboBaHoro
remorno6iHy npamoro HbA1c (5 piBHiB) ana nobynoBu KanibpyBanbHOI
KpuBoi. Temnepatypa aHanisy: 37°C (°C)

3aranbHa npoueaypa, iHAMBIOyanbHi
BMKOPWCTOBYBAHOI CUCTEMMU:

HanawTyBaHHA  3anexaTb Big

MineTyBaTu B TECT-NPOGIpKU: Kanibpatopu: 3pa3ku/KoHTponi
PeareHt 1 HbA1C 180 mkn (uL) 180 mkn (ulL)
Kani6paTtopu/KoHTponi/3pa3ku 5 MKn (uL) 5 mMKn (ul)

3miwaTu. IHKy6yBaTV NPOTArom 2 XB. Npu TeMnepaTypi aHanisy. MNoTim gopaTu:

PeareHT 2 HbA1c | 60 mKn (uL) | 60 MKn (YL)

3miwaTty i 3untat A1 KanibpaTtopis i 3paskiB/KoOHTpoRiB Npu 660 HM (Nm).
IHKyOyBaTW NPOTArOM 5 XBWAWH, a NoTiM 3unTati A2 npu 660 HM (nm).
O6uuncnutn: AA = (A2 - A1)

ABTOMATU3ALIA
[opaTtkn AnA aBTOMaTM30BaHNX CUCTEM AOCTYMHI 3@ 3aNNUTOM.

IHTEPMPETALIA PE3YJIbTATIB

OBUYUCJIEHHA
Pesynbtat HbATc BignosigHo Ao NGSP pana 3paskiB i KoHTponis
BU3HaYaloTbCA 3a JOMOMOroI0 NiAroTOBEHOI KanibpyBanbHOI KPUBOT.

Ana obuucneHHa pesynbTaTiB BignoeigHo po IFCC, BuKopucTOBYITE
3HaueHHA Kanibpatopa IFCC (guB. iHCTpyKUilo AnAa Kkanibpatopa) abo
BUKOPUCTOBYITE HACTYMHE PiBHAHHA:

IFCC (Mmmone/mones)(mmol/mol) = (HbATcy % NGSP - 2.15) /0.0915
KOHTPOJIb AKOCTI TA KAJIIBPYBAHHA

KOHTPOJ1b AKOCTI

Mig yac TecTyBaHHA 3pa3KiB NaLieHTIB Cif 3aBXAN KOHTPONIOBATU HaAINHICTb
pe3ynbTatiB. [OTPiOHO BMKOPUCTOBYBATM MaTepiann KOHTPOMIO AKOCTI Ta
Kanibpatopu. MoxHa BUKOPUCTOBYBaTWM BeCb KOHTPOSIbHWUIA MaTepian i3
3HaYeHHAMW, BU3HAYeHUMMU UMM MeToaoM. My pekomeHayemo KoHTponi
rnikosunboBaHoro remorno6iHy npamoro HbA1c Big DIALAB. Y Bunagky,
AKWO KOHTPONb OAHOrO TECTOBOrO LMKAY MOKasyBaTUMe MaToNoriyHi
pe3ynbTaTu, pe3ynbTaTh NaLli€HTIB He MOBMHHI OLiHIOBATMCA.

KAJIBPYBAHHA

AHani3 BMMarae BUKOpUCTaHHA Kanibpatopa HbAlc. PekomeHpyemo Habip
KanibpatopiB AnA BU3HaAYeHHA T[NiKO3WIbOBAHOTO remMorno6iHy
npamoro HbA1c (5 piBHiB) Big Dialab.

POBOYI XAPAKTEPUCTUKU

JIUHIAHICTb
[iana3oH aHanisy lemorno6iHy A1c ctaHoBUTb 0% -15% (NGSP).

TOYHICTb [% KB]

Husbkun CepepgHii Bucokui
B aHanisi 1.14 0.72 1.22
Mix aHanisamu 1.85 2.05 2.97

AOCTOBIPHICTb [%]

KonTponb MpusHayeHe 3HaUYEHHA BumipsHe 3HaueHHsA
DIALAB L1 5.8(4.9-6.7) 5.9
DIALAB L2 10.0 (8.5 -11.5) 9.9
BIORAD L1 5.48 (4.39 - 6.58) 5.58
BIORAD L2 9.42(7.54-11.3) 8.35

NMOPIBHAHHA METOAIB
JocnifxeHHA NopiBHAHHA Wiei npoueaypu l'emornobiH Alc i peareHty ROCHE
[ano HacTynHi pesynbTati:y = 0.9286x + 0.26 / r = 0.9656.

AHANITUYHA YYTNUBICTb

3MiHYy OAWHWLbL  OMNTUYHOI  LWINBHOCTI HAa OAMHUUI  KOHLUeEeHTpauii
po3paxoByBanu AnA 3POCTaloyOoi YaCTUHWU HeniHINHOI KpuBOi. BumipaHui
pe3ynbTart: 0.0458744 A6copbuii / OpnHML KOHLEHTpaLil.

TecTyBaHHA NpoBoannunca Ha npunagdi Pentra 400.
BIACTEXYBAHICTb

PeareHT rniko3unboBaHuii remornobiH npamuit HbA1c Big DIALAB npwu
BUKOPWCTaHHI 3 Kani6paTopom riko3uaboBaHOro remorno6iHy npsmoro

HbA1c (5 piBHiB) Big Dialab MoxHa npoctexuTyn BignoBigHO ndoO
ceptudikauii NGSP Ta BignoBigHO A0 BMNPOOYBaHHA LWOAO KOHTPOMO Ta
ycKnagHeHb piabety (DCCT).

OYIKYBAHI 3HAYEHHA
BionosigHo no NGSP: <6% AnA He giabeTukis

<7% LnA rNikeMiYHOro KOHTPOSIo y fiabeTunkis
<4.2 mmonb/monb (mmol/mol) Hb pgna He
niabeTtukis

< 53.0 mmonb/monb (mmolL/molL) Hb pgns

rnikemMiyHOro KOHTPOJIo Yy AiabeTukis

BignosigHo go IFCC:

Llen pianasoH npusHaueHwui nuwe pnA opieHTauii. KoxHa nabopatopis
BCTAHOBJIIOE CBiMl BNACHWI Aiana3oH HopM. MMpu BUKOPUCTaHHI remornobiHy
Alc pns MOHITOPUHTY XBOPUX Ha UYKpOBWI fiabeT pe3ynbTatun cnig
iHTepnpeTyBaTy iHAMBIgYaNbHO (MaLi€eHTa MOBUHEH KOHTPOSIOBATH cam cebe).

OBMEMEHHA

Hemae iHTepdepeHuii 3:

Bucokmmu ninigamu: 3000 oguHMLb KanamyTHocTi DopmasiHy
Binipy6iHom BinbHVM: 30 mr/an (mg/dL)

KoH'torosaHuii 6inipy6iH: 30 mr/an (mg/dL)

PeareHT He Mmoxe BuaAutM HbF, Tomy nigBuweHi piBHi HbF mMoXyTb
npr3BecTy Jo HepoouiHKu pe3ynbTaTiB HbA1c. MauieHTw, AKi cTpaxkgatoTb Big
Tanacemii, MOXyTb MOKa3yBaTl HKYi pe3ynbTaTh Yepes KOPOTKY TpMBanicTb
xntta HbA1c B 3pa3kax. Yepes BigHOLEHHS [0 >KUTTA €pUTPOLMTIB, Yy
nauieHTiB, AKi CTpaXkaaloTb Ha aHeMmilo i3 AediuMTOM 3ani3a, MOXYTb BUSBUTI
danbcndikoBaHi pesynbratn.>®

3pa3ky nauieHTiB, fAKi OTpuMyBanM pAancoH (diamiHogudeHincynbdoH),
npr3BOAATb A0 XMOHO HM3bKMX 3HaueHb HbAlc. Y Takomy Bunagky
PEKOMEHAYIOTbCA iHIWi METOAW KOHTPOSTIO FiKeMil, Taki AK GpyKTO3amiH 7.

NMOBOAXEHHA 3 BIAXOAAMU
BionoBsigHO A0 MicLieBUX 3aKOHOAABYNX BUMOT.

o]

BUPOBHUK

Jiana6 Tmé6x
BupobHuUymaeo ma npodax ximiko-mexHi4Hoi
npodykyii ma nabopamopHux npusadis 8 I3
HOE-3100, XoH0awmpacce, 060xekm M55, 2351
BiHep-Hotidopgh
Ten.: +43 (0) 2236 660910-0,
Oakc: +43 (0) 2236 660910-30,
e-mail: office@dialab.at

oIAMEB

YMNOBHOBAMEHUW NPEACTABHUK

TOB «[JIAMEB TPE”,H»
8yn. CumoHa lMemniopu, 25
M. lsaHo-®paHkiscok, 76014
men.: +38(0342) 775 122
¢hakc: +38 (0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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