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OCHOBOIO _ipy _MPOBEAEHHI aHanizy € opuriHan iHCTpYKLUIT
AHIJIIVICbKOK MOBOIO, BK/IaAeHoI B Hablp. Homep i gara Bepcii
OPUriHA/TY Ta NEPEKIa[Y IHCTPYKLII TOBUHHI C1iBAaAATH.

1. HA3BA MPOAYKTY

3aranbHa Hassa: C-PeaktnBHMI Binok Bucokouytnmeuii (Bu-CPB), TectoBuin Habip
(ImyHodnyopecueHuis).

Toprosa Ha3Ba: hs-CRP.

2.CKNAQ HABOPY
Cneundikauis 1: 25 TecTiB/Habip KaT. N2: 52026010
Cneundikauia 2: 50 TecTiB/Habip Kat. N2: 52027010

KoHTponb AKocTi (onuiinHo):

Cneundikadis: PiBeHb 1: 0.2mn (mL)x 1 Kat. N2: 52081001
PiBeHb 2: 0.2mn (mL)x 1 Kart. N2: 52081002
PiBeHb 3: 0.2mn (mL)x 1 Kart. N2: 52081003

3. MIPU3HAYEHHA

BrkopucToByeTbCA ANA KiNnbKiCHOrO /n Vitro BU3HauYeHHA PiBHA BUCOKOYYTINBOTO
C-peakTBHOro 6inka B cupoBaTui, nnasmi abo UinbHIA KpoBsi nioguHn. B
OCHOBHOMY BUKOPUCTOBYETLCA AK [OMOMIXKHWI 3aCi6 Yy CKPMHIHTY Ta MOHITOPUHTY
iHbiIKyBaHHSA Ta 3ananeHHs.

Tinbkn ana Nnpo¢ecinHoro BUKOPUCTAHHS.

4. NIPUHUMNN TECTY

Konwu TectoBuin 3pa3ok AoAAETbCA 4O NOPTY ANA 3pa3ka Ha TecToBin KapTui, CPBy
3pa3Ky MOEAHYETbCA 3 MULIAYMM MOHOKSIOHaNbHUM aHTuTinom ao CPB, ake
3'efHyeTbcA 3 GNYOpPEeCLeHTHUMM  YacTUHKaMK, YTBOPIOOYM  KOMMIEKCK
dnyopecLeHTHi YaCTUHKM-aHTUTINO-aHTuUreH. Llen iMyHHWMI Komnnekc pocArae
TectoBoi 30HM (T) Y3[0BX HITPOLENONO3HOI MemMOpaHW Ta MOEAHYETbCA 3
nonepeaHbo MOKPUTUM MULLIAYMM MOHOKNOHaNbHUM aHTuTinom go CPB, noro
iHTeHCMBHICTb pnyopecueHuii npamo nponopuiiiHa pisHio CPB y 3pasky, a pelTa
AQHTUTIN NOEQHAHMNX 3 GNyopeCLEeHTHUMMN YaCTUHKaMK AOCATaloTb 30HU KOHTPOMO
Akocti (C) i noeaHyloTbCA 3 nonepefHbO HAHECeHVMM KO3AYMM  MULIAYUM
aHTuTinom IgG. AKLo 3pa3ok He MicTuTb CPB, y TecToBil 30Hi (T) dnyopecueHuin
He BigOyBaTVMeETbCA.

5. OCHOBHI KOMMOHEHTU TA AOOATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBWIN Habip CKNAJA€ETbCA 3 TECTOBOI KAapTW, MarHiTHOI KapTuh, PO3YMHHMKA
3pasKa, KOHTPOSIO AKOCTI (ONUiiHO) Ta IHCTPYKLT.

1)  TecT-KapTa CKNafa€TbCA 3 KOPMyCy KapTu Ta TeCT-CMYXKKW. TeCT-CMy»Ka
MICTUTb NAOLWAAKY ANA 3pa3ka, CKNOBOJIOKHO, HITPOLIENONO3HY MeMbpaHy,
abcopbytounii nanip i nnactuny 3 MBX.

2)  MarHiTHa KapTa: MiCTUTb iHpopMaLiito KPUBOT KanibpyBaHHA Ana uiei napTii
peareHTiB.

3)  PoO3uMHHUK 3pa3ka: OCHOBHUM iHrpegieHToM € docdaTHO-conboBuii bydep
(®OCB). AnB. eTnKeTKY A1 06'€EMY PO3UMHHIIKA.

4)  KoHTponb AKocTi (onuiiiHo): JliodinizoBaHi NOPOLKK, NPUroTOBAEHI
CaMOCTIiHO, B OCHOBHOMY CKJlaAatloTbCa 3 peKOMOGIiHaHTHOro aHTureHa CPb
Ta OCB. Yci BOHM He MICTATb PEYOBUH NIOACBKOrO MOXOAXEHHA i €
cneundiyHuMmn ana KoxHoi napTii. LlinboBi 3HaueHHA MOXHa 3HaWTV B
CNUCKY LiNbOBUX 3HaYeHb.

5)  IHwWi MaTepiany HeobXiaHi ANA TeCTyBaHHS: Habip Ana 3a6opy 3pa3kKiB.

6) O6napHaHHA: 3aCTOCOBYETHLCA Ha aHani3aTopax KilbKiCHOro iMyHonoriyHoro
aHanisy FA20 / FA30 / FA50/ FA120 Bupo6HuuTea Genrui Biotech Inc.

MpumiTka: KoMNoHeHTN HabopiB i3 Pi3HWX NaPTil He € B3aEMO3aMiHHUMW.
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6. ObOB’AA3KOBI AKCECYAPU, WO HE MOCTAYAIOTbCA 3 HABOPOM
1) [Jo3atopu Ta HaKOHeYHUKM Ana Hux: 100 mxn (pl).
2) Taiimep.

7.0COBJINBOCTI 36EPITAHHA TA TPAHCMOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPWAATHOCTI TECTOBMX KapTOK i PO3UMHHMKA 3paskiB y 3anevyaTaHOMy
BUMMAQI CTaHOBUTb 24 mMicauiB. [licna BigKpuTTA TeCcToBOi KapTh Ta
PO3UMHHMKa 3pa3Ka TepMiH 36epiraHHA cTaHoBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fKkwo Bosorictb >65%, Habip cnig
BMKOPUCTOBYBaTW Bifpasy nicna BigKpuTTA.

2) Heposkputnin KA ctabinbHuii npotarom 24 micAuis (AMB. eTUKETKY LWOA0
KOHKpeTHOT AaTu) npu Temnepatypi Bif -25 °C (°C) go 8 °C (°C), BigHOBNEHWIA
KA ctabinbHuin npotarom 28 gHis npu 2-8 °C (°C) y TeMHOMY MicLi.

3) TpaHcnopTyBaHHA: TecToBoro Habopy - npu Temnepatypi 2-30 °C (°C),
KOHTpOI0 AKOCTI - Npu -25~8 °C (°C).

8. BMMOr A0 3PA3KA

1)  OnTMMarnbHi 3pa3kn - Ue CBi’ka HeremonizoBaHa CMpOBaTKa, nnasma abo
LinbHa KpoB. PeKoMeHAyeTbCA BUKOPUCTOBYBATW 3Pa30K BEHO3HOI KPOBI,
OCKINIbKN pe3ynbTaTi 3 iHWKWMK piAvHaMK OpraHiaMy Ta iHWUMK 3pa3kamm
MOXYTb OYTN HEOCTOBIPHI.

2) CwupoBaTka/nnasma: Nicna 3abopy 3paska CMPOBATKy Chif AKOMOra LWBKALLE
BiAOKPeMuUTY, WO6 YHWKHYTW remonisy. 3 CMpOBaTKOW Ta MIa3molo
TeCTyBaHHA HeOOXiAHO BMKOHATX MNPOTAromM 24 rofuH NpuW KiMHaTHIN
TemnepaTtypi nicna 3abopy 3paska. 36epiraiite cMpoBaTKy Ta nnasmy B
XonoaunbHKKY npw 2-8 °C (°C) He 6inblue 7 [HIB i B 3aMOPOXEHOMY CTaHi npu
TemnepaTypi HuxKYe -18 °C (°C) He binblue 1 micaua.

3) UinbHa KpoB: 3pa3oK LinbHOI KPOBi HEOOXifHO MpoaHanisyBaty BiApasy
nicna 3a6opy. AKLO NOro HEMOXKNMBO NPOaHaNi3yBaTh NPOTArOM 24 roguH,
noro cnig 36epirat B xonoannbHuky npm 2-8 °C (°C) He 6inblue HixX 3 gHi.
3pasKkun He MOXHa 3aMOpPOXKyBaTH.

4) Tlepep BU3HAYeHHAM 3pa3KM MOBUHHI OyTM [OoBefeHi O KiMHATHOI
TemnepaTypu. 3aMOPOXeHi 3pasku Cnif MOBHICTIO PO3MOPO3UTK, 3HOBY
HarpitTn Ta pobpe nepemiwat nepef  BMKOPWUCTaHHAM. He
3aMOPOXKyBaTW/PO3MOPO>KYBaTN MOBTOPHO.

5) CupoBaTka NOAUHM € HaWbinblWw NpuAaTHOK ANA BW3HaueHHsA, a EATA
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHanisy nnasmm Ta LifIbHOT KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXKHO npoumTanTe iHCTPYKUil0 nepen TUM, AK KOPUCTYBaTWCA TeCTOBUM

HabopoMm i CyBOPO AOTPUMYIATECH IHCTPYKLIi. Mepes BUKOPUCTaHHAM BCi peareHTH

cnip poBecTun fo KimHaTHoi Temnepatypw (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexunm STD» B FonoBHOMY MeHIo, W06 yBilTy B
iHTepdenc BUMIpoBaHHSA, KNaLHiTb «ltem/EnemeHT», o6 BGpaTn TecToBmin
enemeHT, i KnauHitb «Type/Tun», wob Bnbpaty TMN 3paska.

2)  KnikHitb «Homep naprtii/Lot No.», wo6 yBinT1 B iHTEpPdENC 3UnTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BiANOBIAHOrO enemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycniluHOo 34nTaHo,
nepeBsipTe, UM MarHiTHa KapTa i TeCToBa KapTa HanexaTtb 4O OAHi€el naprTii.
(MpumiTka: PeareHTn nonepeaHbo BigKanibpoBaHi i KOHKPETHI NapameTpu
KanibpysanbHOi KpUBOI ANA KOXHOI napTii peareHTiB 36epiraoTbca Ha
MarHiTHil KapTi).

3) MNpouepypa KOHTPONIO AKOCTi: PeKoMeHAYy€eTbCA 3BEPHYTUCA A0 NOCIOHMKa 3
ekcnnyatauii npunagy Ta BUKOPUCTOBYBATW KOHTPOMb AKOCTI Genrui, Wwob
nepeKoHaTUCA, WO LifIboBE 3HAYEHHA KOHTPONIO AKOCTI TeCTY 3HaXOANTbCA
nif KOHTponem nig 4Yac npoueaypw TecTyBaHHA nicnAa KanibpyBaHHA.
KoHTponi AKOCTi cnif BUKOPUCTOBYBATH HACTYMHUM YNHOM.

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

b) O6epexHo BigKpuITE  KOBMAuoK
pPO36pN3KyBaHHA BMICTY.

c¢) [Hopgawite 0.2 mn (ML) ounweHoi Boaw.

d) 3akpuiiTe nNAAWKY KOBMAYKOM Ta 3anuwTe 1i Npu  KiMHaTHIN
TemnepaTtypi Ha 15 XBUIIMH, 06EPEXHO CTPYCiTb NIALLKY, W06 NOBHICTIO
PO34MHWTK niodinisar.

e) [icnAa noBHoOro po3umHeHHs niodinizaty NoBTOPITb onepauilo ANA
BiA6opy 3paska.

AKWO BUMIPAHI 3HaUeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3afaHOMY

[iana3oHi LinbOBNX 3HAaYeHb, aHaNi3 KNiHIYHNX 3pa3KiB i aHani3 AaHNX MOXKHa

NPOAOBXUTY; B iHWOMY BUMaAKYy NPUUMHU MOBUHHI OyTU BUABNEHI nepep

TeCTyBaHHAM.

4)  3abip 3paskis:

BctaBTe KaninAp AnA 3abopy 3paska B LEHTPUPYKHY MPoBipKy, 3anuiite
KiHUMK Kaninapa nig noBepxHelo 3paska, JOKM B Kaninsapi He 6yae 3i6paHo

NNAWKK, LL|O6 YHUKHYTU



focTaTHbo 3paska (0.01 mn (mL)). MPOTKHITL BEPXHIO YacTUHY Npobipku ana
3abopy 3pa3Kka BepXHbOK YACTMHOW MPOGIPKYK, BCTaBTe HAKOHEUHUK
KarninApa B MpoGipKy, Aika NOMepeAHbO 3anOBHEHA PO3UYMHHWKOM [LJisi
3paskiB. CTUCHITb NpobipKy 5-10 pasis, Wob 3muTK Becb 3pa3ok. CTpyciTb
3i6paHy NpobipKy Ana 3abopy 3paskiB Bropy Ta BHW3 npoTArom Big 30
cekyHa ao 1 xBunuHu. logarite 4 Kpanni po3segeHoro 3paska (0.1 mn (mL))
B NYHKY ANA 3pa3ka Habopy [AnA TecTyBaHHA Ta OLHOYACHO MOYHITb
BMMIpIOBaTK Yac.

5)  BcTaBTe i10ro B rHi3fo ANnA TeCTOBOI KapTy aHanizatopa (CTOPOHOIO 3 JIYHKOIO
anAa  3paska BcepefuvHy). HatucHitb «Measure/Bumipati», npunag
aBTOMATUYHO BM3HAUUTb i PO3APYKYE pe3ynbTaTn yepes 3 XBUAMHU (AKLLO
BMKOpUCTOBYETbCA «Fast Mode/LlBuaknin pexum», nicna 3 XBUAWH
30BHIilIHbOT  iHKybaLii, WBMAKO BCTaBTe KapTy Ta  HaTWCHITb
«Measure/BumipaTuy, nicna yoro Npunag BUABUTL | PO3APYKYE pe3ynbTaTh).

Mpumitka: Wo6 oTpumaTn [oKnafHi iHCTPYKUii Woao poboTu 3 npunagom,

3BEPHITbCA A0 NOCIGHMKa aHani3aTopa KinbKiCHOro iMyHONOriYHOro aHanisy.

10. PEQEPEHCHUI AIANA3O0H

PedepeHcHuin gianasoH: BY-CPB < 1.0 mr/n (mg/L).

MpumiTka: uyepe3 reorpadiyHi, eTHiYHi, reHaepHi Ta BIKOBi BiAMIHHOCTI
pekomeHayeTbca, Wob KoxHa nabopaTopia BCTaHOBMOBana CBili BAACHMUIA
pedepeHcHMin fianasoH.

11. IHTEPMNPETALIA PE3YJIbTATIB

1. Konn Ha KoHTponbHin ginauui (C) 3'aBnawTbca dnyopecueHTHi cmyry,
aHani3aTop aBTOMaTMYHO BUABUTb GpnyopecLieHLilo Ta NpoaHanisye TectoBy
KapTy, a NOTiM HaAacCTb KiflbKiCHi pe3ynbTaTu.

2. AKwo Ha KoHTponbHin ginaHui (C) He 3'ABnAOTbCA dnyopecueHTHI cmyry,
aHani3aTop He MOXKe aBTOMATUUYHO BUABUTU ¢nyopecueHUilo Ta BUAAE
nonepekeHHs, BKasyloumn Ha Te, WO onepaLia HeBipHa abo TecToBa KapTa
nowkKoaXKeHa. Y LboMy BMNaAKy YBaXKHO MpounTanTe iHCTPYKLilo LWe pas i
BMKOHalTe TeCTyBaHHA 3 HOBOI TECTOBOIO KapTolo; AKLLO Npobnema Bce e
iCHy€, HeranHoO NPUMUHITL BUKOPWUCTOBYBATU MPOAYKTU Ui€i napTii Ta
3BEPHITbCA 40 CBOrO NOCTavabHMKa.

3. Konn pesynbTaTu TecTyBaHHA 3paska nepesuwytoTs 200 mr/n (mg/L),
npunag nokasye > 200 mr/n (mg/L). Konn pe3ynbTtaTty TecTyBaHHA MeHLwue 0.5
mr/n (mg/L), npunag nokasye < 0.5 mr/n (mg/L).

4.  Lei TecToBMI Habip He cTBOpIOE XyK-edeKTy B Mexax 500 mr/n (mg/L).

12. MEXXKA BUABJIEHHA

1) Lew TecToBWin Habip NpU3HayYeHWI TiNbKU ANA BiarHOCTUKN /n Vitro.

2)  JliarHocTuKa Ta NikyBaHHA He MOXYTb IPYHTYBaTWCA JiMLe Ha pe3ynbTaTax
LbOro TecTy, TOMy, BPaxOBYMTe iCTOPil0 XBOPOOWU Ta iHWi pe3ynbtatu
nabopatopHux TecTiB. KoXHill nabopaTtopii pekomeHLOBaHO BCTaHOBUTU
BNAaCHWN pepepeHCHU iana3oH Ha OCHOBI MONyNALi NaLieHTiB.

13. IHTEPOEPYIOYI PEHOBUHU

1) T'emornobin, 6inipy6iH, xonectepuH, Tpurniuepuan, HAMA Ta peBmatoigHuii
daKTop Yy 3pasKax MOXyTb BM/IMBATU Ha Pe3ynbTaTu TECTY, MaKCMManbHO
[OMyCTMMa KOHLIEHTPaL|is reMornobiHy ctaHoBUTb 5 r/n (g/L), 6inipybiHy - 2
mr/mn (mg/mL), xonectepuHy - 15 mr/mn (mg/mL), Tpurnivepugis - 30 mr/mn
(mg/mL), HAMA - 40 Hr/mn (ng/mL), peBmatoigHoro ¢akTtopy - 525 MO/mn
(IU/mL).

14. NOKA3HUKN EQOEKTUBHOCTI HABOPY

1) YymnusicTb aHanisy: < 0.5 mr/n (mg/L)

2)  JianasoH niHinHocTi: 0.5-200 mr/n (mg/L) (KoediuieHT niHinHoi kopenauii: r =
0.9900)

3)  TouHicTb: TOUHICTb B aHanisi: CV < 15%, TouHicTb Mix aHanizamu CV < 15%

4)  [ocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  CneumndiuHicTb: PesynbTaT TecTy Ha iHTepdepeHLii: -15% < BigxuneHHsa % <
+15%

6)  TouHicTb KOHTponto AaKkocTi: CV < 15%

7)  OuikyBaHi pe3ynbTatv KA: pesynbTaT TecTy MOBUHHI OyTW B Mexax
LinboBOrO fianasoHy

8)  Bmict Bonoru: BMicT Bonoru KA (niodinisoBaHuii nopoLuok) ctaHoBuTb < 10%

15.3AXOAUN BE3MNEKU

1. TMicna BiAKPUTTA BUKOPUCTOBYIITE TECTOBI KapTW AKOMOra WBUALIE, Wob He
[ONYCTUTU NOTPaniAHHA Bonorn. He BUKOpUCTOBYNMTE TeCTOBi KapTu
NOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHMMM.

pi3HMX  MapTin  He  MOXyTb  6yTu

[Mepernagay AHgpivi Tomkiwa

3. [Ins peyoBuH, WO MICTATb gxepena iHbeKuil abo Mifo3pETbCs, WO BOHM
MICTATb gKepena iHdeKLii, MOBUHHI ByTV 3aCTOCOBaHi HanexHi npoueaypu
3abe3neyeHHn 6iobe3neKkun. 3BEPHITb yBary Ha Taki MMTaHHS:

. BparaiTe pykaBuuKM nig yac poboTu 3i 3paskom abo peareHTom.

. [esiHikyinTe nponuTi 3pasku aesiHdikyounm 3acobom.

. [lesiHdikynTe abo noBoabTeca i3 MOTEHUINHUMK  [Kepenamu
3abpyAHEHHSA BCiX 3pa3KiB Yy peareHTiB BignoBigHO A0 MiCLLEBMX HOPM.

16. NOACHEHHA TPA®IYHUX CUMBOJI1IB

[T 3BepHiTbCA A0 IHCTPYKLii No /Hf TemnepaTypHun
3aCTOCYBaHHIO pexum
Ne naprii g TepMiH npupgaTHoOCTI
[iarHOCTNYHUI peareHT
[vo] . C€ CE-mapKyBaHHs
In Vitro
~ ) -
el [aTa BUpo6HMLTBa ‘\I% Bionoriyni pusunkn
ud BUpO6HIK ﬁ 06’em
W Mictutb goctaTHbO AnA AWe He nigpaBaTn BNAnBy
N .
< n>TecTiB COHAYHUX MPOMEHIB
® He BukopucroByBatun 36epiratvi B Cyxomy
NOBTOPHO j micui
YnoBHOBaKeHWN
npeacTaBHUK B .
N Katanorosuii N2
E €BponencbKkomy

CniBTOBApPUCTBI

17. NMOCUNIAHHA

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. METPOJIOTIHYHA NMPOCTEXKYBAHICTb
Habip npocTtexyetbca po  cepTudikoBaHOro
DA474/IFCC.

pedepeHcHoro matepiany

19. AOBIAKOBA IHOOPMALIA
fIKwo Bam noTpibHa [OMOMOra, 3BEpHITbCA [0 BipAINYy NiCNANPOAaXXHOro
06cnyroByBaHHs.

21.IHCTPYMEHTUN TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (ImyHodnyopecueHuida) npusHayeHi pana pobotn B
aBTOMaTU30BaHUX nabopaTopiAx, fAKi CyMmiCHi 3 aHani3aTopom KinbkicHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[Ina BaWoOro KOHKPETHOro npunagy Moxe O6yTn po3pobneHa nporpama;
3BEpPHITbCA 40 PO3AiNy NPO NPWNaAN Ha HalwoMmy Beb-caiTi.
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