C-PEAKTUBHUN BINIOK
BUCOKOUYTJ/INUBUA (BY-CPB),
TECT-HABIP (IMYHOO®TYOPECLIEHLIA)

High Sensitive C-Reactive Protein (hs-CRP) Test Kit
(Immunofluorescence)
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Bepcis: A/7

OcHOB0I0 _Npu__NposedeHHi _aHanizy € opueiHan _iHcmpykuii
aHenilicekolo Mosolo, 8kadeHol 8 Habip. Homep i dama eepcii
opueiHamy ma nepeknady iHCmpykuii No8UHHI cnienadamu.

1. HA3BA NMPOAYKTY
3aranbHa Ha3Ba: C-PeakTnBHui binok Bucokouytnusuii (B4-CPB), TecT-Habip
(ImyHOodnyopecueHLis).
Toproga Ha3Ba: hs-CRP.

2. NMAKYBAHHA

Cneuudikauia 1: 25 TecTiB/Habip KaT. N2: 52026010
Cneuudikauia 2: 50 TecTiB/Habip KaT. N2: 52027010
KoHTponb akocTi (onuinHo):

Cneundikauis: PiBeHb 1: 02mn(mL)x 1 Kat. N2: 52081001
PiBeHb 2: 0.2mn(mL)x 1 Kat. N2: 52081002
PiBeHb 3: 0.2mn (mL) x 1 KaT. N2: 52081003

3.MPU3HAYEHHA TA MNOKA3AHHA

BukopuncToBYy€eTbCA ANA KiNbKICHOTO in Vitro BU3Ha4YeHHA PiBHA BUCOKOYYTINBOIO
C-peakTuBHOrO 6ifika B cMpoBaTui, nnasmi abo UinbHIN KpoBi noguHu. B
OCHOBHOMY BUWKOPUCTOBYETbCA AK [AOMOMPKHWUIA 3acib y CKpPUWHIHFY Ta
MOHITOPUHTY iH)iKyBaHHA Ta 3aManeHHsA.

Tinbkn ana npodeciiHoro BUKOPUCTaHHA.

4. NIPUHUUN TECTY

Konu TecToBWin 3pa3ok AOAAETHCA A0 NOPTY ANA 3pa3ka Ha TecToBin KapTui, CPb
y 3pa3Ky NOEAHYETbCA 3 MULWIAYUM MOHOK/IOHaNbHUM aHTUTinom go CPbB, ake
3'eHY€eTbCA 3 GNIyOpecUeHTHUMM  YacTMHKaMK, YTBOPIOOUM  KOMMNEKCU
dnyopecLeHTHi YaCTUHKM-aHTUTINO-aHTUreH. Llei iMyHHMIn Komnnekc Aocsrae
TectoBoi 30HM (T) Y3AOBX HITPOLEMONO3HOI MemMOpaHuW Ta MOEAHYETbCA 3
nonepeAHbO MOKPUTUM MULLIAYMM MOHOKNOHaNbHUM aHTutinom pao CPB, noro
iHTeHCMBHICTb PpnyopecueHLii npaMo nponopuiHa pisHio CPB y 3pasky, a pewuTa
AQHTUTIN, NOEAHaHMX 3 GNYOPECLEHTHUMIN YacTVHKaMK, [AOCAraloTb 30HU
KoHTponto AkocTi (C) i MoenHyoTbCA 3 nonepefHbO HaHECeHUM KO3AYUM
MULWaYMM aHTuTinom IgG. AKwo 3pasok He MictTutb CPB, y TecToBiln 30oHi (T) He
6yne dnyopecueHuii.

5. OCHOBHI KOMMOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAAHAHHA
TecToBuiA Habip CKNagaeTbCA 3 TECTOBOI KapTW, MArHiTHOI KapTu, PO3YMHHMKa
3pasKa, KOHTPOSI0 AKOCTI (OMUiHO) Ta IHCTPYKLU.

1)  TecT-KapTa CKNajaeTbCa 3 KOPMyCy KapTu Ta TeCT-CMy»KKW. TecT-cMy»KKa
MIiCTUTb NNOLWAAKY ANA 3pa3ka/MapKyBasbHY MIOLWAAKY, HITPOLIENONO3HY
MembpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHiTHa KapTa: MicTuTb iHpopMaLito KprBoi KanibpyBaHHA Ana uiel napTii
peareHTiB.

3)  Po3uMHHUK 3pa3ka: OCHOBHUM iHrpegieHTOM € pocpaTHO-conboBmin bydep
(®CB), Wwo MicTUTb cypdaKTaHT Ta KOHCepBaHT. Moro posnoginaoTb no 1.0
M (ML) Ha Npo6ipKy ANA KOXHOrO TecTy.

4)  KoHTponb sKocTi (onuinHo): JliodinizoBaHi NOPOLWKK, NPUrOTOBREHI
CaMOCTIIHO, B OCHOBHOMY CK/afaloTbCsl 3 PeKOMOiIHaHTHOro aHTureHa CPb
Ta OCB. YCi BOHM He MICTATb PEUOBUH JIIOACHKOTO MOXOAXEHHS, i €
cneundiyHUMM ans KoxkHoi napTil. LlinboBi 3HaueHHA MOXHa 3HalTW B
CMNKCKY UiNbOBUX 3HAYeHb.

5) O6nagHaHHsA: 3acToCoByeTbCA Ha aHanisaropax KinbkicHoro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTtaa Genrui Biotech Inc.

MpumiTKa: KOMNOHEHTW HAbOPIB i3 Pi3HMX NAPTIl He € B3aEMO3aMiHHUMU.
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6. 0bOB’A3KOBI AKCECYAPU, LLIO HE MOCTAYAIOTbCA 3 HABOPOM
1) [o3aTopu Ta HaKOHEYHUKM Anis HUX: 100 mkn (ul).
2) Taimep.

7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBui Habip cnig 36epiratu npu Temnepatypi 2-30 °C (°C), a TepmiH
NPWAATHOCTI TeCTOBMX KapTOK i PO3YMHHMKA 3pasKiB y 3anevyaTaHOMy
BurnAagi craHosutb 18 micAuiB. [licna BigkpUTTA TecTtoBOi KapTh Ta
pO3uYMHHMKa 3pa3Ka TepMiH 36epiraHHA ctaHoBUTbL 1 roguHy npu 18-30 °C
(°C) i Bomorocti 40%-65%. flKwo Bonorictb >65%, Habip cnig
BMKOPUWCTOBYBATV Bigpa3sy nicna BigKpuTTA.

2) Heposkputuii KA ctabinbHuin npotarom 18 micAuiB (AuUB. eTUKETKY LWOAO
KOHKpeTHOI gaTtn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHUN
KA ctabinbHuin npoTtarom 28 gHis npu 2-8 °C (°C) y TempsBi.

3) TpaHcnopTyBaHHA: TectoBOro Habopy - nmpu Temnepatypi 2-30 °C (°C),
KOHTPONIO AKOCTI - Npu -25~8 °C (°C).

8. BMMOTIU 0O 3PA3KA

1)  OnTvManbHi 3pa3kuM - Le CBiXKa HeremonizoBaHa CUMpPOBaTKa, Mia3ma abo
LinbHa KpoB. PeKoMeHIY€ETbCA BMKOPUCTOBYBATK 3Pa30OK BEHO3HOI KPOBI,
OCKiNbKM pe3ynbTaTv 3 iHWWMW PignHaMM OpraHiamy Ta iHWM1MK 3pa3kammn
MOXYTb OYTW HETOUHVMU.

2)  CwuposaTka/nnasma: Micna 3ab6opy 3paska cmpoBaTKy Cflif AKOMora LIBMALLe
BiJOKPeMUTY, W06 YHUKHYTU remonizy. 3 CMpOBATKOW Ta MNa3Moio
TeCTyBaHHA HEOOXiJHO BMKOHATWU MPOTArOM 24 TFOAWH MpPU KiIMHaTHIN
Temnepatypi micnAa 3abopy 3paska. 36epiraite cMpoBaTKy Ta Miasmy B
xonoaunbHuky npu 2-8 °C (°C) He Ginblue 7 JHIB i B 3aMOPOXKeHOMY CTaHi
npwv Temnepatypi HUxYe -18 °C (°C) He 6inbLue 1 micauA.

3) UinbHa KpoB: 3pa3oK LiNbHOI KpOBi HeOOXiAHO NpoaHanisyeaTtu Bifpasy
nicna 3abopy. AKLLO NOro HEMOXIMBO NPOaHani3yBaTn NPOTArom 24 roaviH,
noro cnig 36epiratn B xonoaunbHuKy npu 2-8 °C (°C) He 6inblue HiX 3 AHi.
3pasKy He MOXHa 3aMOPOXKyBaTU.

4) Tepep BW3HauYeHHAM 3pa3kyM MOBWHHI OyTW [oBefeHi A0 KiMHaTHOI
TemnepaTtypu. 3aMOpPOXeHi 3pa3ku Cflifi NMOBHICTIO PO3MOPO3WTH, 3HOBY
HarpiTu Ta Jgobpe nepemiwatn nepes  BUKOPUCTaHHAM.  He
3aMOPOXKYBaTN/PO3MOPOKYBaTN MOBTOPHO.

5) CupoBaTka NIOAVHU € Hanbinbw nigxoAAwolo Ans BU3HauyeHHsA, a EATA
peKoOMeHAYETbCA AK aHTUKOArynAaHT ANA aHanisy naasmu Ta LinbHOI KPOoBi.

9. MPOLIEAYPA TECTYBAHHA

YBaXXHO npouuTanTe iHCTPYKUilo nepen TUM, AK KOPWCTYBaTMUCA TeCTOBUM

Habopom i cyBOpo [oTpuMyNTechb iHCTPyKUii. lNepen BUKOPUCTaHHAM BCi

peareHTU cnif, fOBECTU A0 KiMHaTHOI Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «<STD Mode/Pexum STD» B ronoBHOMY MeH!o, Lo6 yBilTh B
iHTepdenc BuMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», w06 BMOpaTH
TeCTOBUI eleMeHT, | KnauHiTb «Type/Tun, WwWob B1nbpaTh TUM 3pasKa.

2)  KnikHite «Homep naprTii/Lot No., wob yBiiiTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BiAMOBIAHOrO enemMeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapToK; KON MarHiTHy Kapty Oyae ycmiwHo
34MTaHO, NepeBipTe, UM € MarHiTHa KapTa i TecToBa KapTa 3 OofHi€i naprii.
(MpwnmiTka: PeareHTy nonepeaHbo BigKanibpoBaHi, i KOHKPETHI NapameTpun
KanibpyBanbHOI KpWBOI Ans KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) [pouepypa KOHTPOMIO AKOCTi: PeKkoMeHAYeTbCA  3BEePHYTUCA A0
KepiBHMLTBA 3 eKcnulyaTauii npunagy Ta BUKOPUCTOBYBATN KOHTPOMb AKOCTI
Genrui, Wo6 nepekoHaTnCA, WO LinboBe 3HAUEHHA KOHTPONIO AKOCTI TecTy
3HaxoAMTbCA Mif, KOHTponem nif Yac npouefypu TecTyBaHHA Micna
KanibpysaHHA. KOHTponi AKOCTI cNifj BUKOPWUCTOBYBATU HACTYMHUM YUHOM.
a) [lepep BMKOPUCTaHHAM AOBeAiTb KOHTPOAb AKOCTI A0 KiMHaTHOI

Temnepatypwu (18-30 °C (°C)).

b) O6epexHo  BiKpUATE  KPUWKY  MAAWKKW,  WO6  YHUKHYTW
PO36pM3KyBaHHA BMICTY.

c) [Hopante 0.2 mn (ML) ounwieHoi Bogun.

d) 3akpuiTe nnAWKY KpUWKOW Ta 3anuwTe i Npu  KiMHaTHIR

Temnepatypi Ha 15 XBWAVH, OGepexHO CTPYCiTb MAAWKY, Wo6
NOBHICTIO PO3YNHUTY CYXUI NMOPOLLOK.
e) TlicnAa NOBHOro PO3YMHEHHA CYXOro MOPOLLKY MOBTOPITb onepadiio
AnA Bipbopy 3pasKa.
AKWO BUMIPAHI 3HAYEHHA KOHTPOSMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
fianasoHi UinboBUX 3HauyeHb, aHani3 KNiHIYHWX 3pasKiB i aHani3 gaHux
MOXHa NPOLOBXNTY; B iHLIOMY BUMaAKy NPUYVHM NOBUHHI GYTW BUABNEHI
nepep TeCTyBaHHAM.
4)  Bigbip 3pa3kis:
BcraBTe KaninAp AnA 3abopy 3paska B LeHTpUdYxHy NpobipKy, 3anuwre
KiHUMK KaninAapa nig nosepxHeto 3paska, OKM B Kaninsapi He byae 3i6paHo



LocTaTHbO 3paska (0.01 mn (mL)). MPOTKHITb BepxHIo YacTMHY NpobipKu ans
3ab0py 3pa3ka BEPXHbOK YacCTUHOK MNPOGIPKM, BCTaBTe HaKOHEUHUK
KaninApa B npobipKy, sika nomnepefHbO 3aroBHEHA PO3UYMHHWKOM Afis
3pa3kKiB. CTUCHITb NpobipKy 5-10 pasis, Wob 3mMuTK Becb 3pa3oK. CTpycCiTh
3i6paHy npobipky Ans 3abopy 3pas3kiB Bropy Ta BHM3 npotArom Big 30
cekyHp oo 1 xeunuHu. lopanTe 4 Kpanni po3segeHoro 3paska (0.1 mn (mL))
B JYHKY ANA 3pa3ka Habopy Ans TecTyBaHHA Ta OAHOYACHO MOYHITb
BMMIiptoBaTH Yac.

5) BcraBTe 1Oro B rHi3g0 ANA TeCTOBOI KapTu aHanizatopa (CTOpOHO 3
NYHKOIO AnA 3pa3ka BcepeanHy). HaTucHiTb «Measure/BumipaTtuy, npunag
ABTOMaTMYHO BU3HAUYUTb i PO3APYKYE pe3ynbTaTyt Yepes 3 XBUIMHY (AKLLO
BMKopucToByeTbcA «Fast Mode/llBnaknii  pexum», nicna 3 XBUAKH

30BHIiWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHITb
«Measure/BumipaTti», nicna  4Yoro npwnag BUABUTb | PO3APYKYE
pe3ynbTtatu).

Mpumitka: LWo6 oTpumaTy JoknapHi iHCTPYKLUil Wopo po6otu 3 npunagom,
3BEPHITbCA 0 NOCiBHVKa aHasni3aTopa KinbKiCHOro iMyHOMNOTiYHOro aHanisy.

10. PEOEPEHCHU OIAMA30H

PedepeHcHun gianaszoH: CPB < 10 mr/n (mg/L), Bu-CPB < 1.0 mr/n (mg/L).

Yepes reorpadiuHi, eTHiuHi, reHaepHi Ta BiKOBi BiAMIHHOCTI, pEKOMeHAYETbCS,
o6 KoXHa NabopaTopia BCTaHOB/OBAsA CBill BlACHWI pedepeHCHII Jiana3oH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha KoHTponbHin AainaHui (C) 3'aBnAoTbcA dnyopecueHTHi cMyru,
aHasni3aTop aBTOMaTUUYHO BUABUTL driyopecLieHLilo Ta MpoaHanisye TectoBy
KapTy, a MOTiM HafacTb KiNbKiCHi pe3ynbTaTu.

2. fAkwo Ha KoHTponbHin ginaHui (C) He 3'aBnATLCA dyopecUeHTHI cmyry,
aHanisaTop He MOXe aBTOMaTUYHO BUABWUTW ¢nyopecleHLilo Ta BUAaE
ronepepKeHHs, BKasyloun Ha Te, Lo ornepaliia HeBipHa abo TecToBa KapTa
NoLWKOoAXKeHa. Y LibOMy BUMAAKy YBaXHO MpouuTaiTe iHCTPYKLito e pa3 i
BMKOHalTe TeCTYBaHHA 3 HOBOIO TECTOBOI KapToto; AKLLO Npobnema Bce Lye
iCHY€, HeranHO NPUNWHITL BMKOPWUCTOBYBATW NPOAYKTW Li€l mapTii Ta
3BEPHITbCA 1O CBOTO NoCTavabHuKa.

3.  Konu pesynbTaTn TecTyBaHHA 3paska nepesuuyioTb 200 mr/n (mg/L),
npuvnag nokasye > 200 mr/n (mg/L). Konn pe3synbTtaTi TeCTyBaHHA MeHLue
0.5 mr/n (mg/L), npunag nokasye < 0.5 mr/n (mg/L).

4. Uen tectoBuin Habip He cTBOploe XyK-edeKTy B mexxax 500 mr/n (mg/L).

12. MEXXA BUABJIEHHA

1)  Leit TecToBWI Habip Npu3HaYeHWI TiNbKK 4S8 BiarHOCTUKM in vitro.

2)  [iarHocTiKa Ta NikyBaHHA He MOXKYTb FPYHTYBaTWUCA NMLe Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe icTOpilo XBOPOOW Ta iHWi pe3ynbTatn
nabopatopHux TectiB. KoxHill nabopatopii pekomeH[oBaHO BCTaHOBUTW
BRacHui pedepeHCHNIA Aiana3oH Ha OCHOBI NOMyNALi NaLlieHTiB.

13. IHTEPOEPYIO4I PEHOBUHU

1) Temornob6iH, 6inipy6iH, xonectepwH, Tpurniuepugu, HAMA Ta
peBMaToifgHMIN daKTop y 3pa3kax MOXYTb BMAMBATYA Ha pe3ysbTaT TecTy,
MaKCUMaNlbHO [OMYCTMMa KOHLEHTpaLia remornobiHy CTaHOBWTb 5 r/n
(g/L), 6inipy6iHy - 2 mr/mn (mg/mL), xonectepuHny - 15 mr/mn (mg/mL),
Tpurnivepugis - 30 mr/mn (mg/mL), HAMA - 40 Hr/mn (ng/mL),
pesmaToigHoro daktopy - 525 MO/mn (IU/mL).

14. NOKA3HUKU EOEKTUBHOCTI HABOPY

1) YytnusicTb aHanisy: < 5 mr/n (mg/L)

2)  Jiana3oH nininHocTi: 0.5-200 mr/n (mg/L) (KoediuieHT niHiHOI Kopenauii: r
> 0.9900)

3)  TouHicTb: TouHicTb B aHani3i: CV < 15%, TOUHicTb MiX aHanizammn CV < 15%

4)  DocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  CneuudiuHicTb: Pe3ynbTat TecTy Ha iHTepdepeHLii: -15% < BiaxuneHHa % <
+15%

6)  TouHicTb KoHTponto AkocTi: CV < 15%

7)  OuikyBaHi pe3ynbTati Kf: pe3ynbTaTv TecTy MOBUHHI OyTM B MeXax
LinbOBOro AianasoHy

8)  Bmict Bonoru: BmicT Boniorn KA (niodinisoBaHmin NopoLok) CcTaHOBUTbL <
10%

15. 3AXOAU BE3MEKU

1. TicnA BigKPUTTA BUKOPUCTOBYITE TECTOBI KapTU AKOMOTa LWBUALLE, WOb He
[OMNyCTUTU MOTPaniAHHA Bonorn. He BMKOPWCTOBYWTE TeCTOBI KapTu
NOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B33aEMO3aMiHHUMM.

pi3HMX  napTil  He  MOXyTb  6yTn
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3. [InA pevyoBWH, WO MICTATb Axepena iHdeKuii abo Nifo3proeTbea, WO BOHN
MIiCTATb  [pKepena iHdeKUil, MOBMHHI OyTM HanexHi npouegypwu
3abe3neueHHs 6iobe3neky. 3BepHITb yBary Ha TaKi MMTaHHSA:

. BpsaraiiTe pykaBMuKu Nig Yyac po6boTu 3i 3pa3kom abo peareHTOM.

. [esiHikyTe nponuTi 3pa3ku fesiHdikytounm 3acobom.

. [lesiHpikyiiTe abo noBoabTecA i3 MOTEHUINHUMKM AXepenamu
3abpyHeHHA BCiX 3pa3KiB UM peareHTiB BIAMNOBIAHO O MicLeBUX
HOpM.

16. MOACHEHHA IPA®IYHUX CUMBOJ1IB

(T 3BepHiTbcA Ao [HCTPYKLii no /}/ TemnepaTypHuin
3aCTOCyBaHHIO pexum
Lot N2 noty g TepmiH npupaTHOCTI
[iarHOCTUYHWI peareHT
) CE CE-MapKyBaHHA
In Vitro
@I [ata BupobHuLTBa rs—l% bionoriuHi pn3ukmn
ud BUpPO6HUK ﬁ 06'em
MicTTb foCTaTHBO ANA :.g:.\:: He nippasatu BnamBy
; < n>TecTis % COHAYHVX NMPOMEHIB
® He BuKopucrosysatu 36epirat B cyxomy
NOBTOPHO j micui
YNoBHOBaXeHUN NpefCcTaBHUK
E B €BpOMNencbKkomy Katanorosuin N2
CniBTOBapUCTBI

17. MOCUNAHHA

1)  Ultrarapid, Ultrasensitive One-Step kinetic Immunoassay for C-Reactive
Protein (CRP) in Whole Blood Samples: Measurement of the Entire CRP
Concentration Range With a Single Sample Dilution Clin, Chem, Feb 2002,
48:269-277.

18. METPOJIOTYHA MPOCTEXXYBAHICTb
Habip npoctexyetbca [0 cepTudikoBaHOrO pedepeHCHOro Mmatepiany
DA474/IFCC.

19. AOBIAKOBA IHOOPMALIA
AIkwo Bam noTpibHa Aonomora, 3BepHITbCA A0 BiAAiny nicnANPoOAaXKHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn Genrui (IMyHodnyopecueHuis) npu3HaueHi pgna poboTn B
aBTOMaTM30BaHKX nabopaTtopisx, AKi CyMicHi 3 aHanizaTopom KifbKiCHOro
imyHonoriuHoro aHanisy FA50/FA120.

[nA BawWoro KOHKPETHOro npunagy Mmoxe Oyt pospobneHa nporpama;
3BEpPHITbCA A0 PO3AiNY NPO NpUnajgmn Ha Halomy Be6-cawTi.
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