HABIP IIKOTEMOTIOBIHY HbA1c (100 TECTIB)
ONA PA120

HbA1c kit (100 tests) for PA120

Kamanoe. N°: P14.03.104387-00 Jama sunycky iHcmpykuii: 08-10-2018

Bepcia A/7

OCHOB0K Npu nposedeHHi aHANi3y € opuziHan iHcmpykyir
aHeniticbkor Mo8oto, 8kanadeHoi 8 Habip. Homep i dama sepcii
opuz2iHany ma nepeknady iHCmpyKuii NnosuHHi chisnadamu.

HasBsa npoaykry
3aranbHa Has3Ba: Habip nnAa BuABneHHA rnikoBaHoro remorno6ivy (HbA1c)
(HedenomeTpis)

ToproBa Ha3Ba: HbA1c

AHrnincbKka Ha3Ba: Glycated Hemoglobin (HbA1c) Detection Kit (Nephelometry)

YnakoBKa
Cneuudikauia 1: 25T/Habip Kar. N2: 32026008
Cneundikauia 2: 2 x 25T/Habip KaT. N2: 32080008
Cneundikauia 3: 50T/Habip Kar. N: 32027008
Cneundikauis 4: 100T/Habip Kar. N2: 32028008
Cneundikauis 5: 150T/Habip Kar. N2: 32029008
Cneundikauisa 6: 200T/Habip Kar. N2: 32030008

Kat.N2: 32031008
Kart. N2: 32032008

Cneundikauisa 7: 250T/Habip
Cneuyudikauia 8: 300T/Habip

MpusHavyeHHA
[na KinbkicHoro in vitro BM3HAYeHHA MPOLEHTHOrO BMICTY NliKOBaHOro
remorno6iHy B KPOBi NoAUHN.

MpuHUMN Tecty

Llen Habip anAa BuaABneHHA 6a3yeTbcA Ha peakuii aHTUreH-aHTUTINO, LWo6
6e3nocepeHbo nepesiputn Bigcotok HbA1c Big 3aranbHoro Hb. 3aranbHuin Hb
3pa3sKa, AKNI BKJIOYaE oiHaKoBe HecneundiuHe nornuHanHA HbA1c 3 natekcom i
CTaE iMmo6inizoBaHWM, nNpy JOAaBaHHI B KOMMeKC  crneundiyHoro
MOHOK/OHanbHoro aHTuTina go HbA1c i aHTuTina Ko3avyoro go muwavoro IgG, BiH
dopmye Komnnekc natekcHe — HbA1c — Muwaye MOHOKMIOHANbHE aHTUTINO 4O
niofcbkoro HbA1c — Ko3aue aHTUTINO [0 MUWwayoro IgG, i BMpobHMYa KinbKicTb
LibOro KOMMEKCY 3HaXOAUTbCA B NO3UTUBHI 3aNeXHOCTi Bifj NPOLEHTHOro BMIiCTy
HbAlc. LUnAaxom BM3HaUeHHA 3MiHW peakuii Ha KOHKPETHMX AOBXMHAX Ta
nocunaHHA Ha 6araToTOUKoOBY KanibpyBarbHy KpUBY MOXHa BM3HAuWUTW BMICT
HbA1cy uinbHiii Kposi. PeareHTn nonepeaHbo BifKanibpoBaHi, KoXXHa KOHKpPeTHa
KanibpyBanbHa KpviBa 3amnucaHa B MarHiTHy KapTky, i AnA KOXHOro Habopy
npu3HayeHa ofiHa MarHiTHa KapTka.

OCHOBHMIA BMicT

1. Natekc: 0.1% naTekcHi YacTMHKKU + pocpaTHuin bydpep 20 Mmonb/n

2. PO3uYMHHUWK: AnCTMNbOBaHA BoAa

3. AHTucupoBaTka: docdaTHuin bydep 20 Mmonb/n, xnopua HaTpiio 15.8
/N, MULLIAYE MOHOKJIOHAMIbHE aHTUTINO A0 noacbkoro HbA1c 1.5 mr/n,
aHTUTINO BiBLi A0 MuwWwayoro IgG Tmr/n.

4, MarHiTHa KapTKa: nonisiHinxnopwug (MBX) nnactmk

5. 3miwyBay: HepxaBgiloua cTanb.

36epiraHHA Ta TepMmiH gii

FepMeTNYHO 3aKpUTWI Habip BUABNEHHA MOXHa 36epiraT nNpu TemnepaTypi 2-
8°C npotarom 12 micauis. He 3amopoxyBatu. licna BigKpuUTTA, peareHTw, LWo
36epiratoTbca npu Temnepatypi 2-8 ° C, € ctabinbHUMK npoTtarom 30 gHiB.

IHCTPYMEHTH, ANA AKNX 3aCTOCOBYIOTbCA

3acTocoByeTbCA AnA aHanisatopa cneuyudiuHoro npoteiHy PA50 Ta PA54, Ta
NOBHICTIO aBTOMAaTUYHOro aHanizatopa crneyndiuHoro npoteiHy BUPOOHULTBA
KomnaHii Genrui Biotech Inc. ana KinbkicHOro Tecty rnikoBaHoro remorno6iHy y
LiNbHIN KPOBI NMOANHN.

Bumorm po 3paskis

Ob6epexxHO NOTPYCiTb, WOb nepemillati UinbHy KpoB 3 aHTuKoarynaHTom EATA,
BUIMITb 20 MK Ta goAanTte 1 M pO34MHHKKa 3pa3ka AnAa remonisy.

Y 3paskax 3 YiTKuM iHTeppepeHTOM NOTPIObHO yCyHyTn iHTepdepeHT i 3pobuTn
nepesabip.

MeTtoan TectyBaHb
PosepiTb Bci peareHTM A0 KiMHaTHOi Temnepatypu (18 - 25°C) nepep
BNKOPUCTAHHAM.

1. MeTtoan TecTyBaHb ANA aHanizatopa cneundiyHoro npoteiHy

PA50 ta PA54

1)  Po3BefieHHA 3pa3kiB: TOUHO goparite 1000 MK PO3YMHHMKA B
npobipky AnA ueHTpudyru, noTim Aopante B 20 MKN LinbHOT
KPOBi, TPOXW MNOTPYCiTb, Yepe3 2 XBWIUHM MOXHa Oyne
BMKOPUCTATU AN1A TECTYBaHHA.

2) Nicna 3anycky, npunag BiBOOPaa€ OCHOBHWI iHTepdeic
BMMIpIOBaHHSA, MOTPIOHO BMOPaT O6G'EKT TeCTyBaHHA Ta Tun
3paska y KonoHui enementy (Micna nigTBepAXKeHHA BiH Oyae 3a
3aMOBYYBAaHHAM [AN1IA LbOro enemMeHTy Ta Tuny 3paska B
ManbyTHbOMY.).

3)  HatucHitb «JIOT» y KOnoHUi Homep napTii, Wo6 ysinTM B
iHTepdeinc nposeaeHHA KapTu. MNoKnagiTh BigNOBigHY MarHiTHY
KapTy Ha 0bnacTb MarHiTHOT iHAYKLii, Konn nponyHae 3ByK "ai", To
Lie 6yae 03HauaT, WO MarHiTHa KapTa byna ycnilwHo npoBeAeHa,
a iHTepdenc noBepHyBCA [O OCHOBHOrO iHTepdeiicy
BMMiptoBaHHA. [na Tiel XK napTii peareHTiB He NOTPiBHO
NpPoBOANTUN KapTy 3HOBY.

4)  InTepdeiic npunapy 3anutae "BHeciTb KioBeTy!"

5)  BuiAmiTb OfjHY KIOBETY, NOCTaBTe B HEl OAHMH 3MillyBay, a NOTiM 3a
[OMOMOrot nineTkn TouyHo popante 300 mkn natekcy HbATc,
noTim goparnTe 10 MKN po3BefEeHOro 3paska.

6) MNoknapiTb KioBETY B TeCTOBWI KaHan, Npwnaj aBTOMaTU4YHO
rnepemiliae oauH pas.

7)  3auvekaiiTe 1 XBUNUHY, iIHCTPYMeHT 3anuTace "byab nacka, popaTte
aHTUCMPOBATKY", a NOTIM 3@ JONMOMOrO NINETKN TOYHO AOAaNTe
100 mKn aHTUCcKMpoBaTkn HbA1c.

8) HeralHO HaTWCHITb KHOMKY 3anycKy BiAMOBIAHOIO KaHasy,
iHCTPYMeHT Byfie aBTOMaTUYHO NepemiluyBaTu. Micnis 3aKiHueHHs
TeCTyBaHHA, Npwiaj aBTOMATUYHO BifOOPasUTb Ta HaAPyKye
pesynbTaT TecTy.

9)  Nicna 3aKiHYEHHA TeCTyBaHHA, BUNMITb KIOBETY, NpWnaj 3anutae
«BHeciTb KloBeTy» NpOBeAiTb HACTYMHMNI TecT.

2. MeToan BUABNIEHHA TMOBHICTIO aBTOMaTU4YHOrO aHanisaTtopa
cneyudivHoro nporeiny (PA120, PA200)

1)  YBigiTb y nporpamHe  3abe3neyeHHs K  noeHicTio
aBTOMaTUYHOrO aHanizatopa cneuudiyHoro npoteiHy PA120,
PA200, noknagite MarHiTHy KapTy Ha 0611acTb MarHiTHol iHAYKLUil,
npunag noBiAoMUTb, WO KapTa yCrilWHO nepeBeAeHa Ana Tiel X
napTii peareHTiB, NOTPIGHO NKiLLE NPOBECTM OMH Pa3 KapTKOI.

2)  YBilfiTb B OCHOBHUIN iHTepdeic BUMIpIOBaHHA, NofaiiTe 3asaBKy
Ha TeCTyBaHHA BiAMNOBIAHO JO enemMeHTIB Ta TWMIiB 3pasKy, Lo
nifnNAralTb TECTYBaHHIO.

3) TlocTaBTe TeCTOBUIA 3pa3oK Ha MicLie, MOTIM NOCTaBTe BigNoOBiAHI
peareHTU y BKasaHi MiCLA Ta PO3MOYHiTb TeCTyBaHHA, npunaj
aBTOMaTUYHO NOYHe acnipyBaTu BCi TECTOBI 3pa3Ky Ta 3aBePLUNTD
npouec BMMIpioBaHHA. [licnAa 3aBeplueHHA TeCTyBaHHA, BMU
MOXeTe NepernaHyTy pe3ynbTaTv BUMiPIOBaHb Ta PO3ApYyKyBaTh
iX.

4)  [etanbHuit onuc meTtofy poboTu mpwunagy AWB. Y MOCIOHMKY
PA120, PA200.

PedepeHcHe 3HaUeHHA
PedepeHcHnin giana3oH: 4.2 % - 6.5 %

MosAcHeHHA pe3ynbTaTiB TeCTy

TnikoBaHuin remorno6iH (HbA1c) - ue NpPOAYKT NOEQHAHHA remornobiHy B
epuTpounTax KpoBi NIOAMHM 3 MI0KO3010 KPOBi. [TOEAHAHHA FMIOKO3M B KPOBI Ta
remorno6iHy 3 yTBOPEHHSM riKoBaHOTO reMorfiobiHy € HE3BOPOTHOI peakUi€lo i
npAMO NPOMOPLINHUM KOHLEHTpaLii rnioko3n B Kposi. MpogykT icHysaTume
6113bKo 120 [HiB, TOMY 10r0 MOXXHa BUKOPUCTOBYBATMW ANA OLHKN KOHLeHTpaLi
rnioKko3n B KpoBi 120 AHIB ToMmy. TecT rnikoBaHOro remornob6iHy Moxe
Bifo6paxaTy cUTyaLito KOHTPOMIO FMIOKO3U B KPOBI NaLliEHTa NPOTAroM OCTaHHIX
8-12 TMXHiB.

Kani6pyBaHHA Ta KA



1. KanibpyBaHHs

BuikopucToByiiTe BignosigHuin Kanibpatop ana HbATc (pekomeHpoBaHoOl
Mapkn Randox abo iHWOi 3aTBepaKeHOT MapKu), i nepiof KanibpyBaHHA
cTaHoBWTb 30 AHiB. MoBTOpHe KanibpyBaHHA HeobXifHe Npu 3amiHi HOBOro
HOMepy NapTii peareHTiB.

2. KA

PekomeHpyeTbca BrkopucToByBatyt KA 3 HOpManbHUMM Ta NaToNoriYHUMM
3HaYEHHAMM, W06 3pOBUTN BHYTPILLHIN KOHTPONb AKOCTI, TECTOBE 3HAYEHHSA
KOHTPOIO NOBMHHO OYTW Y BU3HAUEHUX MEXKaX, AKLLO 3HAUEHHA BUXOAUTb
3a MeXi KOHTponto, nabopaTtopis NOBMHHA BXWTY BiANOBIAHNX KOPUTYIOUMX
3axopi..

3. Po3uuH KA (onuitHo)

3.1 Hasea npopykty: HbA1c KA
3.2 CneumndikaLis ynakoBKm

0.5 mn/6aHKy.

3.3 MNpusHaveHHa

Mpu3HaueHWn AnNAa  AiarHOCTUKM
[iarHOCTUYHMX aHanisiB.

3.4 OcHoBHWI cknag: aHTureH HbA1c
3.5 36epiraHHA Ta TepMiH NPUAATHOCTI
AvnsunTnca iHcTpyKuito KA

3.6 Linb Ta 06MexeHHs

OnBNTUCA Ha eTUKEeTU.

3.7 Mertop TectyBaHHA

AvnsunTnca iHcTpyKUito KA

in vitro, AnA KOHTPOMIO AKOCTI

O6MeXKeHHA ANA pe3ynbTaTiB TeCTyBaHHA

JliarHocTnKa Ta nikyBaHHA He MOXYTb 3anexaTu inLue Bif pe3ynbTaTy Liboro Tecty,
OfJHOUACHO BpaxoByWTe KAiHiUHY icTOpilo Ta iHWi pe3ynbTaTi NabopaTopHUX
focnigxkeHb. [ponoHyeTbcs, WO6 KoxHa nabopaTopia 6yayBana BRACHWI
pedepeHcHMIN Aiana3oH Ha OCHOBI BNAaCHOT rpyny NauieHTIB.

MoKa3HMKN NPOAYKTNBHOCTI NPOAYKTY
1. YyTtnusicTb aHanisy: < 2%
2. [Jiana3oH niHinHocTi: 2% — 15%, NoKa3HMK BU3HauYeHHs: r=>0.990
3. TouHiCTb BUMIpIOBaHHA:
MosTopioBaHicTb: KB<5%, BiAHOCHe BIiAXWNEHHSA MK napTiAMM Habopy
BuABNeHHA (R) < 5%.
4. MoxmbKa: yxmun% < £ 10%
5. CneuyundiyHicTb:
Mpw popasaHHi o peBmatoigHmx dpakTopis 525 MO/mn, 540 MO/mn aHTW-
ctpenTonisuHy O, 400 mkmonb/n 6inipy6iHy, Tpurniuepugy < 10 mmonb/n,
yxun % pesynbTaTy Tecty < + 10%

3acTepeKeHHA

- BrikopucTOBYBaTM TifbKM ANA BiarHOCTUKM in Vitro, AUBUTWCA NOCIOHMK
3 ekcnnyatauii.

- He BMKOpWCTOBYBaTM peareHTV, B AKUX 3aKiHUMBCA TepMiH
npupatHocTi. [lobpe MOTPYCUTU peareHT aHTUCMPOBATKM nepef
BUKOPUCTAHHAM.

- He BMKOpMCTOBYINTE pa3om peareHTy Pi3HUX NapTin.

YMOBHi NO3HaYeHHA

MapkKyBaHHA 3HauyeHHA
[ata BupobHuUTBa
MepaunuHnii npuCTpin AnA AiarHOCTUKM
IvD in vitro

Bupo6Huk

E

bionoriuHa He6e3neka

Kog naprii

TemnepaTypHe 06MEeXEHHSA

BukopucTatn go

YnoeHoBaxeHWI npeacTtaBHUK y €C

O6'em

[nsntnca
3aCTOCyBaHHA

iHCTPYKLUT wopao

= n%m.\?g

® He BMKOpUCTOBYBaTU NOBTOPHO
= 36epiratT  nofani  Bif COHAYHUX
O npomeHis

W [ocTtaTHbO AnA <n>TecTiB

KaTtanorosuii Homep

C€ CE MapKyBaHHs
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l'yanayH YINM (JepaBHe ynpaBniHHA NPOJOBONbCTBA Ta MEANKAMEHTIB) Hagano
103Bin N°200041046 Ha BUPOOHMLTBO MeNUYHMX NPUCTPOIB.

PeecTpalis npoAyKTiB MefNUYHOro o6nagHaHHA
Homep ceptudikary
l'yanayH SFDA 2014.2400415 (3aTBepaxeHo)

CraHAapTHUI KoA NPOAYKTY
YZB/Guangdong ---0604-2014

[laTa 3aTBepAXKeHHA Ta nepernaay iHCTpyKuii
[aTa 3aTBepakeHHA: 23 noToro 2018 poky
[ata nepernagy: 8 xoBTHA 2018 poky

FapaHTia Ta TexHiuHa nigTpumkKa

AKWO MNOBTOPIETLCA MOBIAOMIIEHHA HepilicHe abo Bam MOTpiGHa TexHiuHa
NiATPYMKa, 3BEPHIiTbCA A0 LieHTpy 06cnyroByBaHHA Ta NiATPUMKM KOPUCTYBauiB
Genrui.

BUPOBHUK

TEHPYI BIOTEK IHK.
4-10F, byouHok 3, TexHonoziyruli lapk les
PatioH lyaHmiH, 518106

LleHb4xeHb, Kumati

Ten.: + 86-755-26835560

Qakc: + 86-755-26678789

e-mail: info@genrui-bio.com
Beb: www.genrui-bio.com
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