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OCHOBOW _1Ipy_IPOBEAEHHI _aHai3y € OpuriHan [HCTRYKUI
' AHIJIIVICbKOK MOBOI, BK/IAAEHOI B Habip. Homep i gara Bepcii
A OPUIIHANTY Ta NEPEKNAAY IHCTPYKLII MTOBUHHI CIIBNAAATY.

o

1. HA3BA MPOAYKTY

3aranbHa Ha3Ba: TecT-Habip AnA BU3HauyeHHs [Miko3unbosaHoro emornobiHy
(HbA1c) (ImyHodnyopecueHuis).

Toprosa Ha3Ba: HbA1c.

2.CKNAQ HABOPY
Cneumndikauin 1: 25 TecTiB/Habip
Cneumndikauin 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuinHo):

Kar. N2: 52026008
Kart. N2: 52027008

Cneundikauis: PiBeHb 1: 0.5mn (mL)x 1 Kart. N2: 52105023
PiBeHb 2: 0.5mn (mL) x 1 Kart. N2: 52105024
PieHb 3: 0.5mn (mL) x 1 Kat. N2: 52105025

3.MPU3HAYEHHA TA MOKA3AHHA

Ona in vitro KinbKiCHOro BM3HauYeHHA PIBHA rNiKo3unboBaHoro Femornobiny B
LinbHIN  KpoBi ntoAWHN. KniHIYHO BUKOPWUCTOBYETbCA [ANA NPOrHO3yBaHHA,
CKPWHIHTY Ta AK AOMOMOra Yy fliarHOCTyBaHHi LlyKpoBOTro fAiabeTy.

Tinbkn ansa Nnpo¢eciiHoro BUKOPUCTAHHS.

4. NPUHUNN TECTY

Konn TecTtoBuin 3pa3ok ApofaloTb Yy MOPT 3pa3ka Ha TecToBi KapTi,
rnikosunboBaHuii  Femorno6iH i remornobiH y 3pasky MOEQHYOTbCA 3
MOHOKNOHANbHUMWN aHTUTINAMW MWW A0 TAiko3unboBaHoro lemorno6GiHy i
remMornobiHy noAuHKN, fKi 3'€fHYIOTbCA 3 GNyopecLeHTHUMY YacTUHKaMK,
YTBOPIOIOUN  KOMMNIEKCU  GNyopecLieHTHI  YaCTUHKM-aHTUTINO-aHTureH. Llen
iMyHHUI KomnneKkc pocArae TectoBoi 30HWM (T) Y3A0BX HiTpoLEentonosHol
MeMOpaHM Ta MOEAHYETbCA 3 MOMEPeAHbO HAHECEHWM MOHOKIOHANbHUM
AHTWTINOM MWW A0 TNiKO3UIbOBaHOrO emMornobiHy NIOAWHK; IHTEHCUMBHICTD
¢dnyopecueHLii NpAMO NpornopuiiHa PiBHIO MMiKO3WIboBaHOro [emornobiHy y
3pasKy. Pelita 4aCcTMHOK $plyOpeCcLIeHTHOrO aHTWTINa AOCATalOTb 30HV KOHTPOJIO
aAkocTi (C) i NoegHYIOTbCA 3 NonepefHbO HAHECEHVM KO3AYMM MOHOKIIOHANIbHUM
AQHTUTINOM [0 remornobiHy NIOAVHY, 3 YTBOPEHHAM MiHii KOHTPOMIO AKOCTI.
CniBBigHOWEHHA rMiKo3unboBaHOro lemorno6iHy no remorno6iny
po3paxoByBanu 3a iHTEHCUBHICTIO curHany dnyopecueHuii. AKIWO 3pa3ok He
MICTUTb rRiko3unboBaHoro lemornobiHy, y TecTtoBiit 30HiI (T) He BUHUKHe
dnyopecueHuis.

5. 0OCHOBHI KOMMOHEHTU TA AOOATKOBE HEOBXIAHE OBJIAAHAHHA
TecToBuin Habip CKNagaeTbCA 3 TECTOBOI KAaPTW, MarHiTHOI KapTu, PO3UYMHHUKA ANA
3pas3KiB, KOHTPOMIO AKOCTi (OMLiNHO) Ta IHCTPYKLUii.

1)  TecT-KapTa CKNafa€TbCcA 3 KOPNyCy KapTu Ta TeCT-CMYXKW. TecT-CMy»KKa
MICTWUTb MOWAAKY AN1A 3pa3ka, CKIOBOIOKHO, HITPOLIENON03HY MemMbpaHy,
abcopbyrounii nanip i nnactuny 3 MBX.

2)  MarHiTHa KapTa: MicTUTb iHpopMaLiito KpUBOT KanibpyBaHHA AnA Uiei napTii
peareHTiB.

3)  Po3umHHUMK fAna 3paskiB: OCHOBHUM iHrpefieHTOM € docpaTHO-CcoNbOBUI
6ydep (OCB). 06’eM po3uMHHMKa ANA 3pa3Ka BKa3aHMI Ha eTUKETL.

4)  KoHTponb AKocTi (onuinHo): JliodinisoBaHi nopowkn, NpUrotToBneHi
CaMOCTiliHO, B OCHOBHOMY CKMafaloTbCcA 3 PeKOMOIHAHTHOro aHTUreHa
MnikosunboBaHoro lemorno6iHy Ta OCB. Yci BOHM He MiCTATb PeyoBUH
TIOACBKOrO MOXOAXKEHHA | € crneundiyHumy ansa KoxHoi napril. Llinbosi
3HaYeHHA MOXHa 3HalTMN B CMICKY LjiNbOBYKX 3HaYeHb.

5)  O6napHaHHA: 3aCTOCOBYETLCA Ha aHasni3aTopax KinbKiCHOro iMyHOMOriYHOro
aHanizy FA20/FA30/FA50/FA120 Bnpo6HuuTea Genrui Biotech Inc.

MpumiTKa: KOMNOHEHTM HaboPIB i3 pi3HMX NapTili He € B3aEMO3aMiHHMU.

6. ObOB’A3KOBI AKCECYAPM, WO HE NOCTAYAIOTbCA 3 HABOPOM

lTepekxnagayq Argpivi Tpukiwa

1) [Jo3atopwu Ta HaKoHeYHUKN Ana Hux: 10 mkn (ul), 100 mkn (pl).
2) Talimep.

7.0COBJINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1) TectoBuin Habip cnip 36epiratn npu Temnepatypi 2-30 °C (°C), a TepMiH
NPVAATHOCTI TECTOBMX KapTOK i PO3YMHHMKA 3pa3kiB y 3aneyaTaHOMY
BUMMAQI CTaHOBUTb 24 micaui. [licnA BigKpWTTA TecToBOI KapTu Ta
PO3UMHHUKa ANA 3pa3KiB TepMiH 36epiraHHA cTaHOBUTL 1 roguHy npu 18-
30 °C (°C) i Bonorocti 40%-65%. Akwo Bonorictb >65%, Habip cnig
BMKOPUCTOBYBaTW Bifpasy nicna BigKpuTTA.

2) Heposkputuit KA cTabinbHuii npotarom 24 micauis (AVB. €TUKETKY LWOAO0
KOHKpeTHoI faTn) npu Temnepatypi Bif -25 °C (°C) go 8 °C (°C), BigHOBNEHWIA
KA cTabinbHuin npotarom 6 gHis npu -20 °C (°C) abo 6 aHiB npwu 2-8 °C (°C) y
TEeMHOMY MicLji Ta MOXe ByTU OAVH Pa3 3aMOPOXKEHNI/PO3MOPOXKEHNIA.

3)  TpaHcnopTyBaHHs: TecToBoro Habopy - mpu TemnepaTypi 2-30 °C (°C),
KOHTpONI0 AKOCTI - Npu -25~8 °C (°C).

8. BMMOrM A0 3PA3KA

1)  OntMmanbHi 3pa3kMm - Ue CBiKa HeremosnizoBaHa LifbHa KpoOB.
PekomeHayeTbCcA BMKOPUCTOBYBaATM 3pa3sOK BEHO3HOI KPOBi, OCKiNbKW
pe3ynbTaTi 3 iHWUMK PiAVHAMN OpraHi3My Ta iHLWMMK 3pa3kamMy MOXYTb
6yTV HETOYHUMM.

2) LinbHa KpoB: 3pa3oK LiNbHOI KpoBi HEOOXiAHO MpoaHanisyBaTh Bigpasy
nicns 3abopy. AKLLO NOro HEMOXIIMBO NpPOaHasiyBaTh NPOTArOM 24 rofAuH,
noro cnig 36epirati B xonoaunbHuky npu 2-8 °C (°C) He 6inbLe HiX 3 gHi.
3pasKkun He MOXHa 3aMOpPOXKyBaTH.

3) Mepen BW3HAYEHHAM 3pa3kyM MOBUHHI OyTWM [oBeAeHi A0 KiMHaTHOI
TemnepaTypu.

4)  EATA pekoMeHAy€eTbCA AK aHTUKOArynAHT AN1A aHanisy.

9. MPOLIEAYPA TECTYBAHHA

YBaXKHO npoumTanTe iHCTPYKUilo nepes TWUM, AK KOPUCTYBaTUCA TeCTOBUM

Habopom i CyBOPO AOTPUMYMTECH IHCTPYKLil, WO6 OTpMMaTK [OCTOBIPHI

pesynbtatu. [epes BUKOPUCTaHHAM BCi peareHTU Cnig AOBeCTV A0 KiMHaTHOI

TemnepaTypm (18-30 °C (°C)).

1) 3anyck: KnauHitb «STD Mode/Pexum STD» B ronoBHOMY MeHIO, o6 yBIiATH
B iHTepdeiic BMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», wWwWo6 BubpaTtn
TECTOBWI eNeMeHT, | KnauHiTb «Type/Tuny, wo6b BnépaT TN 3pasKa.

2)  KnauHitb «Homep naprii/Lot No.», Wo6 yBinTn B iHTepdenc 3unTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BifiNOBIJHOro enemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycniluHo 34nTaHo,
nepeBipTe, UM MarHiTHa KapTa i TeCToBa KapTa HanexaTtb 4O OAHi€el naprTii.
(MpumiTka: PeareHT nonepeaHbo BigKanibpoBaHi i KOHKPETHI NapameTpu
KanibpysanbHOi KpUBOI ANA KOXHOI napTii peareHTiB 36epiraoTbca Ha
MarHiTHi KapTi).

3)  MMpouenypa KOHTPOIIO AKOCT: PeKOMEHAY€ETbCA 3BEPHYTUCA A0 NOCIOHYKa 3
ekcnnyartauii npunagy Ta BUKOPUCTOBYBATW KOHTPOMb AKOCTI Genrui, Wwob
nepeKoHaTUCA, WO LifIboBe 3HAYEHHA KOHTPONIO AKOCTI TeCTY 3HaXOANUTbCA
nif KOHTponem nifg 4Yac npoueaypw TecTyBaHHA nicnAa KanibpyBaHHA.
KoHTponi AKOCTi cnif BUKOPUCTOBYBATH HACTYMHUM YNHOM.

a) [epep BUKOPWUCTaHHAM [OBefiTb KOHTPONb AKOCTI [0 KiMHaTHOI
Temnepatypw (18-30 °C (°C)).

b) O6epexHo BigKpUITE  KOBMAuYoK
PO3NUIIOBaHHA BMICTY.

c¢) [Hopawite 0.5 mn (ML) ounweHoi Boauw.

d) 3akpuiiTe nNAAWKY KOBMAYKOM Ta 3anuwTe 1i Npu  KiMHaTHIN
TemnepaTtypi Ha 15 XBUIIMH, 06€PEXHO CTPYCiTb NIALLKY, W06 NOBHICTIO
pO34MHWTK niodinisar.

e) [icnAa noBHoOro po3umHeHHs niodinisaty MoBTOpPITb onepauilo ANA
Bin6opy 3paska.

AKWO BUMIPAHI 3HaUYeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3afaHOMY

Aiana3oHi LiNboBMX 3HaYeHb, aHaNi3 KNiHIYHMX 3pa3KiB i aHani3 JaHUX MOXKHa

NPOAOBXUTY; B iHWOMY BUMaZKy NMPUUMHK NOBWHHI 6TV BUABNEHI nepep

TeCTyBaHHAM.

4)  3abip 3paskis:

Hopante 0.01 mn (ML) UinbHOT KPOBi B KOHTENHEP 3 PO3UMHHWNKOM 3pa3kKa,
peTenbHO nepemilainte npoTtarom 40-60 cekyHA (ninetyiTe 20 pasis abo
nepemiwante BpyuHy 30 pasis). Bisbmitb 0.1 mn (mL) po3segeHoro 3paska,
BHeCiTb 1Oro BepTUKanbHO B NIYHKY AJ1A 3pa3ka 6e3nocepeHbo Ha TeCTOBI
KapTi Ta 3anycTiTb Tanmep.

5)  BcTaBTe Oro B rHi3fo ANA TECTOBOI KapTy aHanisatopa (CTOPOHOI0 3 YHKO
ONnA  3pa3ka BcepeauHy). HatucHitb «Measure/Bumipatu», npunag
aBTOMATUUYHO BM3HAUUTb i PO3PYKYE pe3ynbTaTin yepes 10 XBUANH (AKLLO
BMKOpUCTOBYEeTbCA «Fast Mode/llBnaknin  pexxum», nicna 10 XBUAUH

NNAWKK, LL|O6 YHUKHYTU



30BHIWHbOI  iHKyOaUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHITb

«Measure/BumipaTuy, nicna 4oro npunag BUABUTL | PO3APYKYE pe3ynbTaTh).
Mpumitka: Wo6 oTpumatn fJoknagHi iHCTPYKUii wopao pobotn 3 npunagom,
3BEPHITbCA 1O NOCI6HNKa aHani3aTopa KiflbKiCHOro iMyHOMOriYHOro aHanisy.

10. PEOEPEHCHUI AIANA3O0H

PedepeHcHun giana3zoH: 4.0 ~ 6.5 %.

MpumiTka: 3 ornagy Ha reorpadiyHi, eTHiYHi, reHaepHi Ta BiKOBI BiAMIHHOCTI,
peKomeHAy€eTbCs, Wo6 KOXHa nabopaTopid BCTaHOBJIOBana CBil BlAaCHUN
pedepeHcHU gianasoH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha KoHTponbHin ainaHui (C) 3'aBnAwTbca dnyopecueHTHi cmyru,
aHani3aTop aBTOMaTMYHO BUABUTb GpryopecLieHLilo Ta NpoaHanisye Tectosy
KapTy, a NOTiM HaAACTb KiNbKiCHi pe3ynbTatu.

2. AKWwo Ha KOHTposbHIN ainaHui (C) He 3'ABNAIOTLCA (MyopecLeHTHI cmyrn,
aHani3aTop He MOXe aBTOMATUYHO BUABUTU ¢nyopecueHLUilo Ta BUAAE
nonepeKeHHs, BKasytoun Ha Te, Lo onepalis HeBipHa abo TecToBa KapTa
noLwKoaKeHa. Y uUboMy pasi yBakHO MpouuTaiiTe iHCTPYKLUilo wwe pas3 i
BMKOHalTe TeCTyBaHHA 3 HOBOIO TECTOBOIO KapTolo; AKLLO Npobnema Bce Lie
iCHy€, HeraHO NPUNWHITL BUKOPWCTOBYBATU MNPOAYKTW Ui€l napTii Ta
3BEPHITbCA A0 CBOrO NOCTayanbHuKa.

3. Konwu pesynbTtaTi TeCTyBaHHA 3pa3ka nepesuiyioTb 14 %, npunag nokasye
> 14 %. Konu pe3ynbTaTi TeCTyBaHHA MeHLe 3 %, npunag nokasye < 3 %.

4. Llei TecToBM Habip He CTBOPIOE XyK-epeKTy B Mexax 20 %.

12. MEXXA BUABJIEHHA

1) Lleit TecToBMiA Habip NpU3HaYeHWI TiNbKW AN AiarHOCTUKK /n Vitro.

2)  [liarHocTuka Ta NikyBaHHA He MOXYTb FPYHTYBaTMCA NULLE Ha pe3ynbTaTax
LbOro TecTy, TOMy, BpaxoByiiTe icTOpilo XBOpobM Ta iHWi pe3ynbTatyt
nabopatopHux TecTiB. KoXHili nabopatopii peKoOMeHLOBaHO BCTAHOBUTMU
BNACHWIN pedepeHCHMIN fiana3oH Ha OCHOBI MonynALii NauieHTiB.

13. IHTEPOEPYIOYI PEHOBUHU

1)  Binipy6iH, xonectepuH i Tpurniuepuan y 3paskax MOXyTb BRAMBATM Ha
pesynbTat Tecty. MakcuManbHO AOMYCTMMA KOHLeHTpauia 6inipy6iHy 2
mr/mn (mg/mL), xonectepuny 15 mr/mn (mg/mL), Tpurniuepugis 30 mr/mn
(mg/mL).

14. MOKA3HUKUN EOEKTUBHOCTI HABOPY
Mexa BuABneHHs: < 3 %.

—_

)
2)  [JianasoH niHinHocTi: 4-14 %. (KoediuieHT niHinHOT Kopenauii: r = 0.9900).
3)  TouyHicTb: TouHicTb B aHani3i: CV < 10%, TOUHicTb Mix aHanizamu CV < 15%
4)  [JocToBipHicTb: -10% < BigxunneHHa % < +10%
5)  CneundiuHicTb: TecT Ha iHTepdepeHUito: -10% < BiaxuneHHs % < +10%
6) TouHictb KA: CV < 15%
7) OuikyBaHi pe3synbTatv KA: Pe3ynbtaTi TecTy MOBUHHI OGyTM B MeXax
LinboBOro fianasoHy
8)  Bmict Bonoru: BmicT Bonoru KA (niodinisoBaHuii nopoLwok) ctaHoBuTb < 10%
15.3AXO4U BE3MEKU

1. Micna BiAKPUTTA BUKOPUCTOBYIITE TECTOBI KapTh AKOMOra LWBMUALLE, Wob He
[OMyCTUTU MNOTPamiAHHA Bonorn. He BUKOPWCTOBYITe TecToBi KapTu
MOBTOPHO.

2. KoMMOHeHTV TecT-Habopy pi3HMX NapTiil He MOXyTb 6y TV B3aEMO3aMiHHUMMU.

3. [Ins peyoBuH, WO MICTATb Axepena iHpeKUii abo Mifo3pETbCs, WO BOHN
MICTATb Axepena iHdeKLil, NOBMHHI 6yT AOTPMMaHI HanexHi npouenypu
3abe3neyeHHsn 6iobe3nekun. 3BepHiTb yBary Ha Taki NUTaHHA:

-Baaraiite pykaBnuKm nig yac po6oTm 3i 3paskom abo peareHToMm.
-fesiHdikyinTe nponuTi 3pa3ku abo peareHT aesiHdikyoUM 3aco60M.
-fe3iHdikyinTe abo NnoBoAbTeCA i3 NOTEHLUINHUMY [Kepenamn 3abpyaHeHHA
BCiX 3pa3KiB UM peareHTiB BigNoBi4HO A0 MiCLIEBMX HOPM.

[epernagay AHApivi Tpukiwa

16. NOACHEHHA TPA®IYHUX CUMBOJIIB

EE 3BepHiTbca Ao [HCTPYKLii no /H/ TemnepaTypHUmn
3aCTOCYBaHHIO pexum
N naprii g TepmiH nprpaTHOCTI
[iarHOCTNYHWI peareHT .
In Vitro c € CE-mapKyBaHHA

[aTa BUpobHMLTBA Bionoriuni pusnkn

BrpobHmK ﬁ O6'em
MicTnTb goctatHbo AnA S‘% He ninpaBaTtv BnAunBy

< n> TecTiB % COHAYHMX MPOMEHIB

He BukopuctosyBsatun s 36epiraTi B cyxomy
NOBTOPHO j micui
YnoBHOBaKeHNI
npeAcTaBHVIK B .
. Katanorosui N2
E €Bponencbkomy

CniBTOBApUCTBI

17. NOCUNAHHA

1.  Paolo Metus, Nicoletta Ruzzant, Piero Bonvicin, et al. Immunoturbidimetric
assay of glycated hemoglobin. [J] Journal of Clinical Laboratory Analysis,
1999, 13:5-8.

18. METPOJIOTIYHA NMPOCTEXKYBAHICTb

Habip npocTexyerbcA 3a Habopom p[fiA  BM3HAauYeHHA [Niko3unbosBaHOro
lemorno6iny, surotosneHoro Sysmex Co., Ltd, i G8 HPLC supo6bHuyTea Tosoh
Corporation.

19. AOBIAKOBA IHOOPMALIA
AKWo Bam noTpibHa Jonomora, 3BEPHITbCA [0 BigAiNy NiCNANPOAaXHOro
06cNyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn Genrui (IMyHodnyopecueHLin) npusHayeHi pna pobotn B
aBTOMaTU30BaHMX JflabopaTopifax, fAKi CYMICHi 3 aHanizaTopom KinbKicHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[nAa BaWoOro KOHKPETHOro npunagy Moxe O6yTu po3pobneHa nporpama;
3BEPHITbCA JO PO3iny NPO NPUNaaN Ha HalWoMy Beb-caiTi.
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TEHPYY BIOTEK IHk.
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TexHosnoriduni lapk [es
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Be6: www.genrui-bio.com

Genrui Biotech Inc.
4-10F, Building 3
Geya Technology Park,
Guangming District, 518106
Shenzhen, China
Phone: + 86-755-26835560
Fax: + 86-755-26678789
e-mail-info@gentrui-bio.com
Web: www.genrui-bio.com
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