rMMIKO3U/IbOBAHUN TEMOTJIOBIH HbA1c¢
nPAMUNA

HbA1c Direct

Kam. N¢: Y04602 Jlama sunycky iHcmpykuii: 2022-05-25

Bepcin 18

OCHOB0IO Npu NpoB8eOeHHi aHanizy € opueiHan iHcmpykuil
' aHeniticekolo M0o8olo, 8kaadeHoi 8 Habip. Homep i dama sepcii
€

opuziHany i nepeknady iHCmpykyii NnoguHHi 36izamucs.

Kar. Ne Cknapg:

Y04602 4% 22.5 mn (mL) R1T + 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) R1+ 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 AiarHoOCTULi in vitro.

NMPU3HAYEHHA

[nikosnnboBaHuin remornobiH HbA1c npsamuin - Ue AIarHOCTUYHMIA peareHT
OnA KinbKicHOro in vitro Bu3HaueHHa HbA1c y KpoBi noanHy 3a AONOMOroio
TypbignmeTpuyHoro aHanisy. BusHaueHHs HbA1c Hanbinbw  yvacto
BUKOHYETHCA 1A OLiIHKM FAiKEMIYHOFO KOHTPOJIIO NMPU LyKpoBOMY AiaberTi.

DIATHOCTUYHE 3HAYEHHA

MpoTtsarom Bcboro nepiogy LMpKynioBaHHA eputpoumnTis, HbA1c 6esnepepsHo
YTBOPIOETbCA WAAXOM apfyKLii rnokosn go N-tepmiHanbHoro 6eta-naHuiora
remornobiHy. lNpouec, Aknin € HedbepmeHTaTUBHUM, Bifobpakae cepepHii
BM/IMB reMOorno6iHy Ha rloKO3y NPOTAroM TPUBANOro nepiogy. Y KnacuyHomy
pocnigxkeHHi Trivelli et al, nokasanu HbA1c y cy6’ekTiB fiabeTuKiB MOBUHHI
6yTV MiABuvLEHi B 2-3 pa3u BULLe PIBHSA, HiXXK Y HOpManbHUX nogen. feski
OOCNIAHMKN BBaxaloTb, WO HbATC cnyXuTb MOKa3HMKOM MeTaboniyHoro
KOHTPONIO AiabeTnKa, ockinbku piBHi HbATc HabnmxaloTbCa 4O HOPManbHUX
3HaueHb AnA fiabeTnkis y metaboniyHomy KoHTponi. HbA1c 6yB BU3HaueHui
Ha nNpakTuui Ak remornobiHn «weuakoi ¢pakuii» (HbAla, Alb, Alc), aki
efioIoTbCA  MepwmMMy  Nig 4Yac  KOMOHKOBOI  xpomatorpadii 3
KaTiOHOOOMIHHUMM  cMonamu.  Herniko3unboBaHWn  reMorfiobiH,  AKUN
CKNafia€TbCA 3 OCHOBHOI Macy reMornobiHy, oTprmas Ha3By HbAo.

MPUHLUN TECTY

Llen meTon BUKOPUCTOBYE B3aEMOZiI0 aHTUrEHY Ta aHTUTINA ANA BU3HAYEHHA
HbA1c y uinbHiin kposi EATA. HbATc y gocnifxyBaHux 3pa3kax norimHaeTbcs
Ha NMoBepXHi YaCTUHOK naTtekcy, Aki pearytoTb 3 aHTU-HbA1c (peakuia aHTUreH-
aHTUTINO) i Aa€ arnoTMHaUilo. KinbKicTb arnioTuUHaUii BUMiploeTbea (3pocTatoya
peakuif) AK NOrfMHaHHA npu 660 HM (Nm). 3HaueHHA HbATc oTpumyioTb i3
Kani6pyBanbHOI KpMBOI.

CKNAA PEATEHTIB
PeareHnT 1
Jlatekc
A3ng HaTpito 0.95r/n (g/L)
PeareHT 2
Mwuwayi MoHOKNOHanbHi aHTuTiNa go HbA1c nioguHmn
Bic-Tpuc bydep
Crab6inizatopw, a3ug HaTpito <0.1%
HEOBXIAHI MATEPIANU, AKI HE MOCTAYAIOTbCA B HABOPI
. AuncTtunboBaHa Bofa ANA NPUroTyBaHHA reMonisaTy 3i 3paskis, Hanp.:
Kar. Ne: HasBa Cknap Bmicr
Y04605 H-peareHT OuwulleHa Boaa, 5x 100 mn (mL)
<0.1% a3wnpy HaTpito

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

Bmict
5x 1 mn(mL)

. KoHTponi, Hanp.:

Kar. N2:
Y04604

Bmicr
4 x 1 mn (mL)

Hassa
KoHTponi rniko3nnboBaHoro
remorno6iny HbA1c

. AHanizaTop nabopaTtopHoi ximii abo poTomeTp
e  3aranbHe nabopaTopHe obnagHaHHsA

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

6aHquy nepen BUKOPUCTaHHAM.

3BEPITAHHA | CTABUIbHICTb

YmoBu: 3axuwatn  Big ceitna. HeramHo 3akpuTu  nicna
BUKOPUCTAHHA.
36epiraHHa: npu2-8°C(°C)

CTabinbHicTb: [0 3aKiHYeHHA TepMiHy NPWAATHOCTI, WOHaNMeHwe 24

MmicAui 3 gaTn BUPobHMUTBA.

CrabinbHictb
nicna BigKpuTTA:

R1 i R2 cTabinbHi npotarom 1 micAuAa nicna BigkputTa 3a
YMOBW 36epiraHHs LWifIbHO 3aKPUTUMK NPU TemnepaTypi
2-8°C(°Q).

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

MOMNEPEAKEHHA | 3BACTEPEXKEHHA

1. TinbKn gna giarHOCTUKM in vitro.

2.  Uen aHani3 He nOBWHEH BWKOPUCTOBYBATUCA ANA  AiarHOCTUKMN
LlyKpOBOToO Aiaberty.

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

4. McyBaHHA peareHTy: 3MiHM Yy 30BHilWUHbOMY BUMARI (Hanpwknag,
arnioTyHaLiAa) peareHTiB abo 3HAUEHHA KOHTPONbHMX MaTepianis
(Hanpuknag, pesynbTaT 3a MeXamu  [JOMyCTUMOro  AianasoHy
BMPOOHMKA) MOXYTb BKasyBaTM Ha HecTabinbHicTb peareHTy. He
BMKOPWCTOBYITE peareHT 3 03HaKaMm ncyBaHHs!

5. BuKopunCTOBYINTE KOHTPONi AKOCTI Mifi 4aCc KOXHOro 3anycky TecTy Ta
KOXHOFO pasy, KOMu iCHYe PW3NK MOXIMBOFO MOTripLIEHHA, LWo6
nepeBipuTM npaBuiibHe QYHKLIOHYBaHHA BalIOrO peareHTy Ta
BMMIipPIOBaNbHOI CUCTEMM.

6.  PeareHT 2 micTUTb TBapuHHUI maTepian. [loBofbTeca 3 NPOAYKTOM fAK 3
NoTeHUiNHO iHpeKUiHMM BiANOBIAHO [0 YHiBepcanbHUX 3amnobiXKHMX
3ax0fiB i HANEXHOT KNiHIYHOI NabopPaTOPHOI NPAKTUKN.

7. byno BuABNeHOo, WO  KOXHa  [AOHOPCbKa  OAMHMUA,  AKa
BMKOPWCTOBYBanacb ANA MPUroTyBaHHA KanibpaTopiB Ta KOHTPONIB,
6yna HeraTMBHOI Ha HaABHiCTb aHTWTIN Ao BIJ11 Ta BI12, a Takox Ha
noBepxHeBUN aHTUreH renatuty B Ta aWTuTina po renatuty C,
BMKOPUCTOBYIOUN MeTof, 3aTBepaKeHunin FDA.

8.  PeareHTu MicTaTb a3ua Hatpito (0.95 r/n (g/L)) B AKoCTi KOHcepBaHTy. He
koBTaTu! YHMKaTV NOTPannaHHA Ha WKipy Ta cnv3oBi obonoxku! Bigomo,
WO a3uf HaTpilo yTBOPKE asnf cBMHUIO abo Mmigi B BoAonpoBofi
nabopartopii, AKUA Moxe BUOYXHYTW npu nepkycii. Micna yTunisauii
pPiavH, WO MICTATb a3nA HaTPIlo, peTenbHO NPOMUINTE ApPeHaxi BOAOIO.

9. byab nacka, 3BepHiTbcA [0 nacrnopTiB 6e3nekn Ta AoOTpuMyiTecA
HeobXigHMX 3axofiB 6e3nekn npu BUKOPWUCTAHHI NabopaToOpHYX
peareHTiB.

10. nAa piarHOCTUYHWX Winen pesynbTaTy 3aBXAMW CNif OuiHIOBaTK PasoMm 3
icTopieto XxBOpoOM nNauieHTa, KNiHIYHUMU OOCTEXEHHAMM Ta iHWMMM
JaHuMn.

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

3ABIP TA NIATOTOBKA 3PA3KIB

Bukopucrosysatu csixy E[ITA LinbHY KposB.

Ona BusHaueHHA HbA1c HeobXxigHO nigroTyBat remonisaT AnA KOXHOIO

3paskKa:

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

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

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

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

72 roguHn



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

& C€ [vo

#c
?c



