rMIKO3UJIbOBAHUI FTEMOTIOBIH (HbA1c),
TECTOBUIA HABIP (IMYHO®JIYOPECLIEHLIIA)

Glycosylated Hemoglobin (HbA1c¢) Test Kit
(Immunofluorescence)

Kam. N°: 52026008 Jama sunycky iHcmpykuii:
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OCHOB0I0 _Npu__NposedeHHi _aHasnizy € _opu2iHan _iHcmpykuii
aHenilicekolo _Mo8oto, 8kadeHol 8 Habip. Homep i dama _eepcii
opueiHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. HA3BA MPOAYKTY

3aranbHa Has3Ba: TecToBMiA Habip Ans  BU3HauyeHHA [Niko3mnboBaHOro
F'emorno6iny (HbA1c) (ImyHodnyopecueHuis).

Toprosa Ha3Ba: HbA1c

2.MAKYBAHHA

Cneuudikauia 1: 25 TecTiB/Habip KaT. N2: 52026008
Cneumndikauis 2: 50 TecTiB/Habip Kart. N2: 52027008

KoHTponb AKkocTi (0nuinHo):

Cneuudikauis: PiBeHb 1: 0.5mn (mL) x 1 KaT. N2: 52105023
PiBeHb 2: 0.5mn (mL) x 1 Kat. N2: 52105024
PiBeHb 3: 0.5mn (mL) x 1 Kat. N2: 52105025

3. NMPN3HAYEHHA TA NOKA3AHHA

Ina in vitro KinbKiCHOro BM3HauYeHHA PiBHA rNiko3unboBaHoro FemornobiHy B
LiNbHI  KpoBi NoAvHW. KNiHIYHO BUMKOPUCTOBYETbCA AN1IA MPOrHO3yBaHHA,
CKPUHIHTY Ta AK JOMOMOTra Y AiarHoCTyBaHHi fjiabeTy.

MpoayKT npusHaveHni TinbKu Ana npodeciiHoro BUKOPUCTaHHA.

4. NIPUHUUN AHANI3Y

Konn TectoBuin 3pa3ok pJopaldTb y MOPT 3pa3ka Ha TecToBili KapTi,
rniko3unboBaHun [emMornobiH i remornobiH y 3pa3ky MOEQHYIOTbCA 3
MOHOKJIOHaJIbBHUMW  @HTUTINaMU MuUWi [0 rNiKo3uiboBaHoro [emornobiHy i
remMornobiHy noAuHW, AKi 3'€fHYIOTbCA 3 PNYyopecUeHTHUMM YacTUHKaMK,
YTBOPIOOUN KOMMEKCU ¢hs1yopecueHmHi 4acmuHKU-aHmumino-aHmuzeH. Llein
iMyHHUIN Komnnekc pocArae TectoBoi 30HM (T) y3[0BX HIiTpOLEnonosHoi
MemMOpaH/ Ta TMOEAHYETbCA 3 MOMNepeAHbO HaHECEHUM MOHOKNOHaNbHUM
AQHTWTINOM MWW A0 FRiKO3UNbOBaHOro [emornobiHy NAWHY; IHTEHCUBHICTD
dnyopecueHLii NpAMO NponopuiiHa piBHIO rNiko3unboBaHoro emorno6iny y
3pa3kKy. Peluta YacTMHOK ¢GyopecLieHTHOro aHTUTINa JOCAraloTb 30HW KOHTPOJIO
akocTi (C) i NoeAHYI0TbCA 3 NoNepeaHbO HAHECEHUM KO3AYMM MOHOKIIOHANIbHUM
AHTWTINOM A0 reMornobiHy MIOAVHKU, 3 YTBOPEHHAM JiHil KOHTPOMO AKOCTI.
BigHoweHHA rniko3nnboBaHoro FemornobiHy o reMorno6iHy po3paxoByBanu 3a
iHTEeHCUBHICTIO  curHany  dnyopecueHuii.  fAKWoO 3pa3ok He  MiCTWTb
rniko3unboBaHoro lemorno6iHy, y TectoBi 3oHi (T) He 6yae dnyopecueHuil.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBUIA Habip CKNagaeTbCsa 3 TECTOBOI KapTW, MArHiTHOI KapTWu, PO3YMHHMKA
3pa3kKa, KOHTPOJIIO AKOCTi (ONLiNHO) Ta IHCTPYKLi.

1) TecToBa KapTa CKNafaETbCA 3 KOPMYCY KapTh Ta TECT-CMYXKKU. TeCT-cMy»Ka
MiCTUTb NNIOWAAKY AN 3pa3ka, CKIOBOJIOKHO, HITPOLIENoNo3Hy MeMbpaHy,
abcopbytounii nanip Ta nnactuHy 3 MBX.

2) MarHiTHa KapTa: 3 3aBaHTa)<eHolo iHbopMaLli€lo Npo KanibpyBanbHy KpuBY
[NA peareHTiB 3 L€l NapTieto.

3)  Po3uuHHKK 3pa3ka: OCHOBHUM iHrpegieHToM € pocdaTtHuin bydep (OCB).
Voro posnoginsaots no 1.0 mn (mL) Ha Npo6ipKy AN KOXHOro TecTy.

4)  KoHTponb sAKocTi (onuinHo): JliodinizoBaHi MOPOLIKK, MPUTOTOBEHI
CaMOCTiiHO, B OCHOBHOMY CKIafjaloTbCsi 3 PEKOMOIHAHTHOrO aHTMreHa
MnikosunboBaHoro lemorno6iHy ta ®CB. Yci BOHWM He MICTATb PeyvoBUH
JIIOACBKOrO MOXOMXKEHHA, i € cneundiyHUMM Ana KoxHoi naprii. Llinbosi
3HaYeHHA MOXHa 3HAaNTW B CNINCKY LiNbOBUX 3HaUYeHb.

5) O6nagHaHHA: 3acTocoByeTbCA Ha aHanisatopax KinbKicHOro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTea Genrui Biotech Inc.

MpumiTka: KomnoHeHTV HabopiIB i3 Pi3HUX NAPTI He € B3aEMO3aMiHHUMN.

Mepexknaday TemaHa 3eneHcbKa

6. HEOBXIAHI AKCECYAPW, AKI HE NOCTAYAIOTbCA 3 HABOPOM
1) [o3atopwu Ta HaKOHeYHWKM Ana Hux: 10 mkn (pL), 100 mkn (pL).
2) Tawnmep.

7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratn npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPVAATHOCTI TECTOBMX KapTOK i PO3YMHHMKa 3pasKkiB y 3anevyataHoOMy
BurnAgi craHoButb 18 micAudis. llicna BiAKPUTTA TeCTOBOI KapTu Ta
PO3UMHHMKA 3pa3Ka TepMiH 36epiraHHA cTaHoBUTL 1 roauHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonoricte > 65%, Habip cnig
BMKOPMWCTOBYBATY Bigpa3sy Nicna BigKpUTTA.

2) Heposkputuin KA ctabinbHuin npotarom 18 micAuiB (AUB. eTMKETKY LWOAO
KOHKpeTHOI faTtn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C); BigHOBNEHMUN
KA cTabinbHni npoTarom 6 aHis npu -20 °C (°C) abo 6 gHis npu 2-8 °C (°C) y
TeMpABI , i MOXe ByTV OfiMH Pa3 3aMOPOXKEHI/PO3MOPOKEHNIA.

3) TpaHcnopTyBaHHs: TectoBOoro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTPOII0 AKOCTI - Npn -25~8 °C (°C).

8. BMMOTU A0 3PA3KA

1) Hanbinbw NpuiiHATHI 3pa3knM - Ue CBiXa HeremosnisoBaHa UifibHa KpOB.
PekomeHAyeTbCA BUKOPUCTOBYBATW 3Pa3OK BEHO3HOI KPOBi, OCKINbKM
pe3ynbTaTi 3 iHWMMW PigMHaMK OPraHi3my Ta iHWKMMU 3pa3kamyi MOXYTb
6yTN HETOUHVMU.

2) LUinbHa KpoB: 3pa3ok HeobXigHO MpoaHanisyBaTu Bigpasy nicnA 3abopy.
AKLO Lie HeMOXKJTMBO 3pOobUTM NPOTArom 24 roauH, 36epiratu oro npu 2-8
°C (°C) B xonoAunbHUKY He GinbLue 3 fHiB. 3pa3ku He 3aMOpPOXKYBaTH.

3) [Mepen BW3HAYeHHAM 3pa3KM MOBUHHI OyTW AOBefeHi A0 KiMHaTHOI
Temnepatypu.

4)  E[ATA pekomMeHAYTbCA AK aHTUKOArynAaHT Ana aHanisy.

9. NMPOLIEAYPA TECTYBAHHA

YBaXXHO npouuTaniTe iHCTPYKUil0 nepes TUM, AK KOPWUCTYBaTWUCA TeCTOBUM

Habopom i CyBOpO AOTPUMYWTECH IHCTPYKUii ANA OTPWMAaHHA HagiiHWMX

pe3ynbTatiB. lMepen BMKOPUCTaHHAM BCi peareHTV cnif AOBeCcTU A0 KiMHaTHOI

Temnepatypu (23-27 °C (°Q)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMy MeH!o, o6 yBiliTu B
iHTepbenc BuMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», W06 BMOpaTH
TeCTOBUIA eNleMeHT, i KnauHiTb «Type/Tun, o6 B1bpaTh TUM 3pasKa.

2)  KnikHiTb «<Homep naprii/Lot No.», WwWo6 yBiliTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BiAMOBIiAHOrO enemMeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapToK; KONM MarHiTHy Kapty Oyae ycniwHo
34MTaHO, NepeBipTe, YN € MarHiTHa KapTa i TecToBa KapTa 3 OfHi€l naprii.
(MpumiTka: PeareHT nonepeaHbo BigKanibpoBaHi, i KOHKPETHI NapameTpun
KanibpyBanbHOI KpWBOI ANA KOXHOI MapTii peareHTiB 36epiraoTbca Ha
MarHiTHin KapTi).

3) [lpouepypa KOHTPOMIO AKOCTi: PeKkomMeHAYeTbCA  3BEPHYTMCA A0
KepiBHMLTBA 3 eKcnyaTawii npunagy Ta BUKOPUCTOBYBATN KOHTPOMb AKOCTI
Genrui, o6 NepekoHaTnCA, WO LiNboBe 3HAUEHHA KOHTPOMIO AKOCTI TecTy
3HaXoOAMTbCA Mif KOHTpPONeM nif 4ac npouesypu TecTyBaHHA mnicna
KanibpysaHHs. KOHTponi AKOCTI cifi BUKOPUCTOBYBATU HACTYNMHWUM YUHOM.
a) [epen BMKOPUCTaHHAM AOBEAiTb KOHTPOAb AKOCTI A0 KiMHATHOI

Temnepatypu (23-27 °C (°Q)).

b) O6GepexHo  BigKpuITe  KPUWKY  MAAWKKW, W06  YHUKHYTW
PO36PM3KyBaHHA BMICTY.

c) [Hopante 0.5 mn (ML) ounwieHoi Boaun.

d) 3akpuiTe nAAWKY KPWILKOW Ta 3anuwTe i npu  KiIMHaTHIR

Temnepatypi Ha 15 XBWUIWH, OGEPEXHO CTPYCiTb NAALWKY, LWo6
MOBHICTIO PO3YMHUTMN CYXMIA MOPOLLIOK.
e) [licnA NOBHOro PO3YMHEHHA CYXOro MOPOLUKY MOBTOPITb OnepaLito
anA Bigbopy 3paska.
AKIWO BUMIPAHI 3HAYEHHA KOHTPOMIO AKOCTI 3HAaXOAATbCA B 3afaHOMYy
nianasoHi UiNnboBMX 3HaYeHb, aHani3 KNiHIYHWX 3pa3KiB i aHani3 gaHux
MOXHa NMPOJOBXNTY; B iHLIOMY BUMaZKy NPUYMHN MOBWHHI GYyTW BUABNEHI
nepep TeCTyBaHHAM.

4)  Bigbip 3paskis:

Hopante 0.01 mn (ML) WinbHOT KPOBI B KOHTENHEP 3 PO3YMHHNKOM 3paska,
peTenbHoO nepemilanTe. Bisbmitb 0.1 mn (ML) po3BeaeHoro 3paska, BHeCiTb
NOro BepTMKarnbHO B NYHKY AN 3pa3ka 6e3nocepefHbo Ha TeCTOBIN KapTi
Ta 3anycTiTb Tanmep.

5) BcraBTe i B rHi3f0 ANA TeCTOBOI KapTu aHanizatopa (CTOPOHOI 3 NYyHKOM
onAa  3pas3ka BcepeauHy). HatucHite «Measure/Bumipatu», npwunag
aBTOMaTMYHO BM3HAUWTb i PO3APYKYE pe3ynbTaTy Yepe3 15 XBUANH (AKLO
BMKopucToBYyeTbcA «Fast Mode/llUBupgkuin pexum», nicna 15 XBUANH
30BHIlLHBOI  iHKy6aLjii, WBMAKO BCTaBTe KapTy Ta  HaTWUCHITb



«Measure/Bumipatn», nicna BUABUTb i
pesynbTratu).
Mpumitka: LLo6 oTpumaTv AoknagHi iHCTPYKUil womo pobotn 3 mpunagom,

3BEPHITbCA 4O MOCIOHMKa aHani3aTopa KiIbKiCHOro iMyHOMOriYHOro aHanisy.

4yoro npwunag PO34PYyKye

10. PEQEPEHCHWUW BIANA3OH

PedepeHcHun gianasoH: 4.0 ~ 6.5 %

Mpumitka: Yepes reorpadiuHi, eTHiuHi, reHpepHi Ta BiKOBi BigMIHHOCTI,
PEeKOMeHAYETbCs, Wob KOXHa nabopaTtopis BCTaHOBMIOBana CBill BRacHWUi
pedepeHcHUIA fiana3oH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konn Ha KoHTponbHin ginaHui (C) 3'aBnAoTbca ¢nyopecueHTHi cmyru,
aHanisaTop aBTOMaTW4HO BUABUTb driyopecLieHLilo Ta NpoaHanisye Tectosy
KapTy, a MOTiIM HafacTb KiNbKiCHi pe3ynbTaTu.

2. fKwo Ha KoHTponbHin ginaHui (C) He 3'ABnAOTbCA GnyopecuUeHTHI cMyri,
aHanisaTop He MoOXe aBTOMaTUYHO BUABWUTW ¢nyopecleHLilo Ta BUAaE
nornepepKeHHs, BKasyloun Ha Te, Lo ornepaliia HeBipHa abo TecToBa KapTa
noLwKoAKeHa. Y LibOMy BUMaAKy YBaXKHO MpoyunTanTe iHCTPYKLito Wwe pa3 i
BMKOHalTe TeCTYBaHHA 3 HOBOIO TECTOBOI KapToto; AKLLO Npobnema Bce Lie
iCHY€, HeranHoO NPUNWHITL BMKOPWUCTOBYBATW NPOAYKTW Li€i nmapTii Ta
3BEPHITbCA 1O CBOrO NOCTavyanbHu1Ka.

3. Konwu pesynbTtaTy TeCcTyBaHHA 3pa3ka nepesullyioTb 14 %, npunapg nokasye
> 14 %. Konu pe3ynbTaTv TeCTyBaHHA MeHLe 3 %, npunaj nokasye < 3 %.

4. 3 UMM TecToBMiI HABOPOM He CroCTepiraeTbea xyK-epeKkTy B mexax 20 %.

12. MEXXA BUABJIEHHA

1)  Ueit TecToBWI Habip Npy3HAaYeHW TiNbKK ANIA [iarHOCTUKM in vitro.

2)  [iarHocTumKa Ta NikyBaHHA He MOXYTb IPYHTYBaTWCA NLIe Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe icTOpilo XBOPOOM Ta iHWIi pe3ynbTaTy
nabopatopHux TectiB. KoxHill nabopatopii pekomeHLoBaHO BCTaHOBUTMW
BRacHuin pedepeHcHNIA giana3oH Ha OCHOBI NOMYNALT NaLieHTIB.

13. IHTEP@®EPYIO4I PEHOBUHU

1) binipy6iH, xonectepuH i Tpurniuepuan y 3paskax MOXyTb BNAMBATU Ha
pe3ynbTati Tecty. MakcumManbHO AOMycTMMa KoHUeHTpauia 6inipybiHy 2
mr/mn (mg/mL), xonectepuHy 15 mr/mn (mg/mL), Tpurniuepugis 30 mr/mn
(mg/mL).

14. NOKA3HUKN EOEKTUBHOCTI HABOPY

1) AHanitTmyHa yyTnmBicTb: < 3 %

2)  [iana3oH niHinHocTi: 4-14 % (KoediuieHT niHiHoI Kopensawji: r = 0.9900)

3)  TouHicTb: TouHicTb B aHanisi: CV < 10%, TOUHicTb Mi>k aHanizammn CV < 15%
4)  DocToBipHicTb: -10% < BigxuneHHsa % < +10%

5)  CneuudiyHicTb: TecT Ha iHTepdepeHUito: -10% < BigxuneHHa % < +10%

6)  TouHicTb KOoHTponto AKkocTi: CV < 15%

7)  OuiKyBaHi pe3ynbTaT KOHTPOJIO AKOCTI: Pe3yNnbTaTu TeCTY MOBUHHI 6yTu B

Mexax LifIboBOro AianasoHy
8)  Bmict Bonoru: BmicT Bosniorn KA (niodinisoBaHmin NopoLIok) CcTaHOBUTDL <
10%

15. 3AXOAU BE3MEKU

1. Micna BigKPWTTA BUKOPUCTOBYIATE TECTOBI KapTh AKOMOra LWBMALLE, Wo6 He
[OMNYCTUTU MOTPaniAHHA Bonorn. He BMKOPWCTOBYWTE TeCTOBi KapTu
NOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

3. [nA peyoBuH, WO MICTATb AKepena iHdeKLUii abo Migo3pIoeTbCA, WO BOHU
MIiCTATb  [pKepena iHOeKUii, NOBWMHHI OyTW HanexHi npoueaypu
3abe3neyeHHs 6iobe3nekun. 3BepHiTb yBary Ha Taki MUTaHHSA:

. BparainTe pykaBuuku nig yac poboTm 3i 3pa3kom abo peareHToM.

. [esiHdikyiTe nponuTi 3pasku aesiHdikytourm 3acobom.

. [esiHdikyiiTe abo noBogbTecAa i3 MOTEHUiMHUMU  [pKepenamu
3abpyAHEHHA BCiX 3pa3KiB UM peareHTiB BiAMNOBIAHO O MiCLEBUX
HOpPM.

pi3HMX  napTil  He  MOXyTb  6yTun

Mepexknaday TemaHa 3eneHcbKa

16. MOACHEHHA IPA®IYHUX CUMBOJ1IB

TemnepaTypHuin

3BepHiTbcA Ao IHCTPYKLii no /}/
pexum

3aCTOCyBaHHIO

Ne noty g

TepmiH npupaTHOCTI

[iarHOCTUYHWI peareHT
CE-mapkyBaHHA

ivo]
In Vitro
@I [ata BupobHuLTBa rs—l% bionoriuHi pn3unkmn
ud BUpPO6HUK ﬁ 06'em
W MicTnTb foCTaTHBO ANA e He nippasatu BnnmBy
< n>TecTiB = COHAYHMX NPOMEHIB
® He BrKopucToByBaTtu 36epirati B cyxomy
NOBTOPHO ? micui

YnoBHOBa)KeHUN NpeACTaBHUK
B €BpOMNencbKomy
CniBTOBapPUCTBI

KaTanorosuin N2

17. NOCUNIAHHA

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. METPOJIOIYHA NMPOCTEXYBAHICTb

Habip npocTexyeTbcs 3a TECTOBUM HABOPOM [/1A BU3HaUYeHHSA [NiKo3nnboBaHOro
lemorno6iHy, BurotoBneHoro Sysmex Co., Ltd, i G8 HPLC Bupo6Huutea Tosoh
Corporation.

19. AOBIAKOBA IHOOPMALIA
Akwo Bam noTpibHa Aonomora, 3BepHITbCA A0 BiAAiNy nicNANPOAAXKHOro
06CNyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn Genrui (IMyHOodnyopecueHuis) npu3HaueHi pgna poboTn B
aBTOMaTM30BaHMX nabopaTtopifax, AKi CyMiCHi 3 aHani3aTopoMm KinbKiCHOro
imyHonoriyHoro aHanisy FA50/FA120. 1nf Balloro KOHKPETHOro Npunagy moxe
6yTV po3pobneHa nporpama; 3BepHITbCA [0 PO3fiNy NPO NpUNaan Ha Hawomy
Be6-canTi.

I BUPOBHUK
Genrui Biotech Inc. TEHPYW BIOTEK IHK.
4-10F, Building 3 4-100, byoiens 3
Geya Technology Park, TexHonoeaiyHuti Napk les
Guangming District, 518106 PatioH lyaumin, 518106

Shenzhen, China
Phone: + 86-755-26835560
Fax: + 86-755-26678789
e-mail: info@genrui-bio.com
Web: www.genrui-bio.com

LlleHbYxeHb, Kumal
Ten.: + 86-755-26835560
Qakc: + 86-755-26678789
e-nowma: info@genrui-bio.com
Be6: www.genrui-bio.com
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YMOBHOBAXEHWUI NMPEACTABHUK B YKPAIHI
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