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VBAT'A! 3MIHA IHTPYKIIIT

‘& IncTpykuis

3 BUKOPHCTAHHS HA0OpYy peareHTiB
AJISl BU3HAYEHHS KiJbKOCTI 3arajibHOrO0 Ta NpsAMOro oinipyoiny
B cCHpOBaTIi 200 MmjIa3Mi KpoBi

BIJIIPYBIH CnJl

IN VITRO
36epiratu mpu 2-8°C
Tinbku 11st mpodeciiHOro BUKOPUCTAHHS.
IMpunuun meroxy

Binipy0iH mepeTBOPIOETHCS Y KOTBOPOBUI KOMIUIEKC a30011ipyOiHy miJl BIUIMBOM Aia30TOBAHOI CyIb(paHiIOBOI
KHCJIOTH y KHCIIOMY CEpelOBHIII. 3 ABOX (paKIliii, MPe/ICTABICHUX Y CHPOBATIII KPOBi, OUTIPYOiH - TITFOKOPOMIJ
1 BimpHUH OLTipyOiH, SKI TICHO TOB'A3aHi 3 albOYMIHOM, Yy Hii peakiii, 0e3mocepeHh0 Y BOAHOMY PO3UHHI,
npuiiMae y4yacTh TiNbKH MNpsMAKA OimipyOiH, B TOH dYac SK BiIbHMH OumipyOiH HOTPiOHO PO3YMHUTH 3
muMetincynspokeunoMm (IAMCO) (BuznaueHHs HempsiMoro OinipyOiny). Ilpm Bu3Ha4YeHHI HENPSIMOTO
OLTipyOiHy BH3HAYAETHCS TAKOXK 1 IPSIMUH, pE3yIIbTATH BiAMOBIIAI0OTh 3aralIbHOMY O1TipyOiHy.
[HTEHCHBHICTB KOJILOPY MPOMOPITiiHA KOHIIEHTpaIlil OimipyOiHy Yy 3pa3Ky.

Kuiniyne 3HaueHHs
binipy6in mnpencrtaBisie coO0r0 MPOAYKT PO3Maay FeMOTIO0IHY, SIKUM TPAHCIIOPTYEThCS BiJl CENE3IHKH 10
MCYIHKU Ta €KCKPETYEThCSA B YKOBUHI MPOTOKHU. [inepOimipyOiHeMis € pe3yIbTaToM 301IbIICHHS KOHIICHTPALI
Oinipy0iHy y mia3mi.
[Mpuuwam rinepOinipybinemii: 3aransHuii 011ipy0iH. 301TBIMEHAS TeMOJI3y, TeHEeTHYHI TOPYIICHHS,
HEOHAaTaJIbHA )KOBTSAHUIIS, Hee(DEeKTUBHUH epiTPOIIoe3 Ta JIikapchKi npenapartu. [Ipsamuii Oinipy0in. Xomecras
NeYiHKM, FTeHETUYHI Ta TeNaTOKIIITHHHI TOPYLIEHHS.
Kniniunuii miarHo3 He MOBMHEH Oa3yBaTHCS Ha OJHOMY ITOKA3HUKOBi, HEOOXiTHO BPaxOBYBaTH KIIiHi4Hi Ta
1HIII1 J1TaOOPaTOPHI JaHi.

Cxknan Habopy
1. Pearent 1. Cynbdaninopa kucnora - 30 mmol/l (Mmonk/n); consina kucioTa - 50 mmol/l (Mmmons/m); IMCO
- 7 mol/l (Moub/m).
2. Pearenr 2. Cynndaninosa kuciota - 30 mmol/l (Mmosb/i1); consaa kuciaora - 150 mmol/l (Mmmons/i).
3. Pearenr 3. Hitput Hatpito - 29 mmol/l (MMonb/m).
3. [HCTpyKIList 3 BUKOPUCTAHHSI.
4. [TacopT.

JlonaTKOBI peareHTH
Crannapr Oinipy0Oiny mocradaeTbes okpemo. PekomennoBano BukopucroByBatu CnJl MynpTukaniopaTop
BUpOoOHUIITBA «JIaboparopis ['panym».

AHAJITHYHI XapaKTepUCTHKH
1. Jlini#HicTh BUMiproBabHOTO fianasony: 1.71 - 300 pmol/l (MkMomb/m).
BimxuneHHs Bix iHIHHOCTI He niepeBuInye 7%. SIKIo oTpuMaHi pe3ysibTatu Oy Oiiblie, Hisk MEexi
JiHiiHOCTI, po3BeiTh 3pa3ku 1:1 (B aBa pasu) NaCl 9 g/l (T/;1) Ta moMHOKTE pe3yabTar Ha JBa.
2. Uymnusicts He Mennr 1.37 pmol/l (MxkMoIb/m).
3. KoeoinieHT Bapiauii pe3ynbTaTiB BU3HaA4eHb — HE 01161 7%.

MarepiaJj 1 70CTiIKeHHSA
Cuposatka abo miasma kpoBi. JlocipkyBaHi CHpOBaTKY a0o0 IIa3MHU MTOBHHHI OYTH PETEeLHO BIAOKPEMIICHI Bifl
(GopMeHHUX eJIeMEHTIB KpOBi He mizHile, Hix 4epe3 1 h (Tox) micist B3sTTs KpoBi. YHHUKaTE BUKOPUCTAHHS
MYTHHX, JiiTHUX Ta TEMOJITHYHMX 3pa3KiB (T€MOIi3 3MiHIO€ piBeHb OiNipy0iHy). 3aXuInaTH 3pa3Ky BiJ BIUTUBY
COHSIYHOIO CBITJIA.
3pasku crabinehi nmpu 2-8°C npotarom 4 d (100), a6o 2 mth (mic) mpu -20° C.
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Ilepenik HeoOXiTHOTO yCTATKYBAHHS
- CnektpodoroMeTpudHe a00 KOJOPUMETPUIHE 00TaTHAHHS 3 JOBXKUHOK XBWIL 555 nm (HM).
- BiamoBigH1 KIOBETH 3 TOBIIMHOIO ONTHYHOTO Iapy 1 cm (cm).
- 3arajbHe J1a0b0opaTopHe 00JIaJHAHHS.
IIpum: Ananranii 10 HaMiBaBTOMaTHYHUX 1 aBTOMAaTUYHUX MTPIJIAAIB HAJAIOTHCS 32 3aIIUTOM
IlinroroBka peareHTin
I[lepen BUKOPUCTAHHSIM HaOip BUTPUMATH TIPU KIMHATHIN TemmepaTypi npotsrom 30 min (XB).
Bci pearenTy roTOBI 10 BUKOPHUCTAHHSI.
IIpoBenennst anaxizy
1. YMOBH BUMIpIOBaHHS:

JIOBKMHA XBUII 555 (530-580) nm (um)
KIOBETA 3 TOBIIMHOIO ONTUIHOTO mapy 1 cm (cm)
TeMIeparypa 15-20°C

2. HanamTyBatn mpunaza Ha HyJIb BITHOCHO TUCTHIBOBAHOT BOAM.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH peakwiiHoi cymimn BimiOpaTw Ta BHOCHTH B 00'eMax,
BKa3aHUX B TaOJIHLIi.

3.1. Busnauenns Binipy0iny 3araabHoro
Xonoctun CrannapTHuit XoJocTui Jocmiganii
CTaHJIaPTHUHN 3pa30K 3pa3oK JOCTITHAN 3pa30K 3pa3oK
P1, ml (M) 1.5 1.5 1.5 1.5
P3, ul (Mkm) - 50 - 50
3pazok, ul (Mxm) - - 100 100
Cranpapr, pl (Mxm) 100 100 - -
3.2 Buznauenns binipyoiny Ilpsimoro
Xooctui CrannapTHUit XoJoctui Jocmiganii
CTaHJIAPTHUH 3pa30K 3pa3oK JTOCITITHHI 3pa30K 3pa3oK
P2, ml (M) 1.5 1.5 1.5 1.5
P3, ul (Mk) - 50 - 50
3pa3zoxk, Yl (Mxi) - - 100 100
Cranpapr, pl (Mxm) 100 100 - -

Ilpum. O6'emu peazenmy ma 3pasKy Moxcyms Oymu nponopyiiino 3mineni 6i0nogiono 00 po6ouozo o06'emy
KI08emu 6UKOPUCHIO8Y8AHO20 AHANIZAmMOpa.
4. YBAT'A! [lepemimary, iHKyOyBaTH IpOTAroM piBHO 5 min (XB) npu KiMHaTHI# Temmeparypi 15-25°C.
5. Bumipsti ontnuny miisHICTh (E) 3pa3ka i cTaHaapTy, IpoTH X0JI0cTol Mpodu.
Ilpum. 1. Ins BU3HA4YeHHS OiipyOiHy Y HOBOHAPOHKEHUX PO3BENITh 3pa30K B [Ba pa3u (i3ionoriyaum
po3zuunoM (1:1). [lTomHOXTe pe3ynbTaT Ha ABA.

Po3paxyHok pe3yabTatiB
1.Bu3HauTe KOHIEHTPALIIO 3arajIbHOro Ta IpsMoro OLTipyOiHy B JOCTITHUX 3pa3Kax 3a JOMOMOTOI0
KaJi0OpyBaJIbHOI KPHUBOI.
2. KamiOpyBanbpHul rpadik Ta GpakTop nepepaxyHKy HepeBipsIOTh Micis 3MiHU KOYKHOTO PEaKTUBY, ajie He
piamie omHOTO pa3y Ha 3 mth (mic).

PedepenTtHi Betnunnmn
[pyHTYIOUMCh Ha pe3yJbTaTax JOCIiDKEHb, MPOBEISHUX JIAOOPATOPIAMHU, PEKOMEHIYEMO KOPHCTYBATHCS
HOpMaMHU, IPUBEICHUMH HIDK4e. Pazom 3 Tim, BignosigHo Ao npasun GLP (I'aproi maGopaTtopHOi MpakTHKH),
KOXKHa JTabopaTopis MOBHHHA caMa BH3HAYMTH Ul cebe mapamMeTpH HOPMH, XapaKTepHi A 00CTeXyBaHOI
TOITYJISIT.
Hopmanbawmii piBeHb O11ipyOiHy B cHpoBaTIli 200 I1a3Mi KpOBI CTAHOBHUTH:
saranpHui Ginipy6in 10 18.81 pmol/l (mxmons/m)= 11.0 mg/l (mr/i)
npsamuii 6itipy6in g0 4.27 pumol/l (Mxmons/i) = 2.5 mg/l (mr/i)
[epexin B 10JaTKOBI OJUHUII: mg/l (mr/n) x 1.71 = pumol/l (MmrmoB/7)

sepcisn 4, oama ocmannwvoeo nepeznsdy 10.09.2020 e-mail: granumlab@gmail.com
FBesxkowmosna zapaua ninin: 0-800-500-561 (012 cmauionapuux meneghonie)



mailto:granumlab@gmail.com

Cnannllab

BinTBOoproBaHicTh
Binipy0in 3araasuuii

BIJIIPYBIH CJl

Kosopumerpuunmi

Buytpucepiitaa (n=20)

Misxkcepiiina (N=20)

3uauenns, mg/dl (mr/mr) 1,53 5,06 1,53 5,02
SD 0,03 0,05 0,03 0,11
CV, % 1,73 1,01 1,92 2,18
Binipy0in pavmuii
Buytpucepiiina (n=20) Mixcepiiina (n=20)
3uauenns, mg/dl (mr/mr) 0,96 2,48 0,96 2,5
SD 0,024 0,051 0,043 0,035
CV, % 2,52 2,06 4,49 1,41

IlopiBHsAHHS MeTOAIB
TouHicTh: pe3yinbTaTH OTPUMaHi Npu BUKOpHCTaHHI peareHtiB CraitnJlad (Yy), TpU HOPIBHSAHHI 3 IHIIUMH
KOMEPITIHHUMHI peareHTaMu (X) CUCTEMaTUIHHUX BiTXWJICHb HE BUSBIICHO.
[MopiBusiHHES Oy10 TIpoBeeHO Ha 50 3pa3Kax.
Pesynbratn binipy0in 3araasHUi:
Koedinient kopensuii (r)% 0,991
PiBusinns perpecii: y=0,82743x — 0,0382
Pesynbratn binipyOin npsamuii:
Koedinient kopensuii (r)%: 0,96
PiBusinns perpecii: y=0,71177x — 0,05267
PesynpTaTu XapakTepuCTHK TOYHOCTI 3aJI€KaTh BiJ aHATi3aTOPY, 0 BUKOPUCTOBYETHCS.

Cnenugivynictb
I'emo:1i3 IPU3BOAUTE 0 3MEHIIICHHS BMICTY OLTipyOiHYy.

KonTposs saxocti
KoHTponb SKOCTI pEeKOMEHAYEThCS  3IMCHIOBATH, BUKOPHUCTOBYIOUM HACTYITHUHA KOHTPOJBHHUE Martepia:
«CnJI Korrponrs HOPMAY («Jlaboparopisa I'panym», Yipaina); «KKOHTPOJIb HOPMA Biogy», «<KOHTPOJIb
ITATOJIOT'TA Biog» (Spinreact, S.A.Icanisn), kERBA NORM, PATH» (Yexis). SIkio 3HaueHHS KOHTPOIIO
BUXOJSTh 332 MEXI BCTAHOBIIEHOTO Jiama3oHy, IEpEBIpTe amaparypy, PEeakTHBH Ta MOXIIMBI TEXHIYHI
npobiemu. KoxHa j1a0opaTopist TOBMHHA BCTaHOBHTH CBOi BJIACHI CXEMM KOHTPOJIIO SKOCTI Ta KOPUI'YIOUl Hii,
SIKILIO KOHTPOJIb HE BiJINOBiAA€ AOIYCTUMHUM HOPMAaM.

30epiranns Ta cTabiibHICTD
VYc¢i KoMIIOHEHTH Ha0OPy CTa0lIbHI 0 3aKiHUECHHS TePMiHY IPUIATHOCTI, 3a3HAYCHOI0 Ha €TUKETII, SIKIIO
30epiratu oro miineHO 3akputum npu 2-8°C. Ilix yac BUKOpHCTaHHA peareHTiB 3anodiratu 3a0pyAHEHHS Ta
MOTPAIUISIHHS NPSMHUX COHSYHHUX MPOMEHIB.
He BUKOPHCTOBYBATH peakKTHBH MICIIs 3aKiHUYCHHsI TepMiHy npuaaTHocti 12 mth (mic).

Bumoru Oe3nekn Ta yruisamii
1. P1, P2 inka pedoBWHA. YHHMKATH MOTPAIUISIHHSA B POT, OYi Ta Ha WIKipy. B pa3i moTpamisHHS, TPOMHUTH
BEJIMKOIO KUTBKICTIO BOJIM TH 3BEPHYTHCS 32 KOHCYJIBTAIIEI0 JI0 JIIKapsl.
2. BukopucTtoByBaTH 3aC00H iHIVBIyaILHOTO 3aXUCTY MPH pOOOTi 3 HAOOPOM.
3. 3He3apaKCHHS Ta YTWIIi3allisl pearcHTiB, CHPOBATOK, TECTOBHX CIAWAIB YW CKISHHUX IUIACTUH IMPOBOIUTU
3riIHO 3 YUHHUM 3aKOHOIaBCTBOM.

TpancnopTyBaHHs
Habopu TpancnopTyroTh BciMa BUJaMy 3aKPUTOTO TPAHCIIOPTY MpH Temmepartypi 1o 25°C.
JIOIyCKaeThesl TPAHCIIOPTYBAHHS IIPU  CepeHbO1000B0i TeMreparypi 37°C He Ginbure 72 h (Tox).

O3HakH NOTipIIEHHS peareHTiB
- [IpucyTHICTD 4acTOK i HOMYTHIHHSI.
- [losiBa xosbopy B P3.

Kommiekranis
Kar. Ne 5.010 Kar. Ne 5.011
Bwmict 200 Bu3H. 600 BH3H.
P1 2 x 150 ml (M) 2 x 450 ml (m)
P2 2 x 150 ml (M) 2 x 450 ml (m)
P3 1 x 12 ml (M) 1 x 32 ml (M)
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CuMBOJIM HA TPOAYKIIL

LJJBMp06HI/H< BuroroBieno: [ara pupo6unnrsa IIpuaaTHoO 10: Tepmin npunatnocri Cepisi: nomep cepii

Bupi6 MeauuHuii 115 JiarHOCTUKY 1N Vitro KoHcynmbTyi#iTech 3 iHCTPYKIII€IO 13 BAKOPHUCTAHHS

gt
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./
n BeperTM B1Jl COHAYHOI'O CB1TJIa C 3Hak B1AIIOB1AHOCT1 TexHiuHUM periaMeHTam /Hr TeMnepaTypHe

0OMEKEeHHS 3acTtopora. 3BepHITbCS 10 IHCTPYKIIii 3 BUKOPHUCTAHHS JJIs OTpUMaHHS iHpOpMaIlii om0

3aCTEPEKEHb, MOTIEPEIKCHD, 3aMI001KHUX 3aX0]IIB

sepcisn 4, oama ocmannwvoeo nepeznsdy 10.09.2020 e-mail: granumlab@gmail.com
FBesxkowmosna zapaua ninin: 0-800-500-561 (012 cmauionapuux meneghonie)



mailto:granumlab@gmail.com

	УВАГА! ЗМІНА ІНТРУКЦІЇ
	з використання набору реагентів
	для визначення  кількості загального та прямого білірубіну
	в сироватці або плазмі крові
	БІЛІРУБІН СпЛ
	Принцип методу





