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BILIRUBIN TOTAL

Cat. No. Pack Name Packaging (Content)

BLT00010 BIL T 200

R1:4 x50 ml, R2: 1 x 6 ml
) C€
INTENDED USE

Diagnostic reagent for quantitative in vitro determination of Bilirubin Total in hu-
man serum and plasma.

CLINICAL SIGNIFICANCE

Bilirubin is a breakdown product of haemoglobin. Bilirubin formed in the reticulo
endothelial system is transported bound by albumin to the liver. This bilirubin is
water insoluble and is known as indirect or unconjugated bilirubin. In the liver, bili-
rubin is conjugated to glucuronic acid to form direct bilirubin. Conjugated bilirubin is
excreted via the biliary system into the intestine. Here it is metabolised by bacteria
to urobilinogen and stercobilinogen.

TOTAL BILIRUBIN = INDIRECT BILIRUBIN + DIRECT BILIRUBIN

Total Bilirubin is elevated in obstructive conditions of the bile duct, hepatitis, cirrho-
sis, in haemolytic disorders and several inherited enzyme deficiencies.

Indirect Bilirubin is elevated by pre-hepatic causes such as haemolytic disorders
or liver diseases resulting in impaired entry transport or conjugation within the liver.
Monitoring of indirect bilirubin in neonates is of special importance as it is the indi-
rect (or free) bilirubin bound to albumin that is able to cross the blood brain barrier
more easily increasing the danger of cerebral damage.

PRINCIPLE

Modified method of Pearlman & Lee in which a surfactant is used as a solubilizer.
Bilirubin glucuronate reacts directly with sulphodiazonium salt and forms coloured
derivative azobilirubin. The colour intensity of formed azobilirubin measured at
540 - 550 nm is proportional to direct bilirubin concentration in the sample.

Stability: 1day at15-25°C
7 days at2-8°C
3 month at-20°C
Freeze only once!

Discard contaminated specimens.

CALIBRATION

Calibration with the factor (see ASSAY PARAMETERS table) or with calibrator
XL MULTICAL, Cat. No. XSYS0034 is recommended.

QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLT00080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

UNIT CONVERSION
mg/dl x 16.95 = pmol/l

EXPECTED VALUES *

Adults: 0 —2.0 mg/dl
Cord <2 mg/dl
Newborns, premature:

0-1d 1.0 — 8.0 mg/dl
1-2d 6.0 — 12.0 mg/dl
3-5d 10.0 — 14.0 mg/dI
Newborns, full term:

0-1d 2.0 - 6.0 mg/dl
1-2d 6.0 — 10.0 mg/dl
3-5d 4.0 — 8.0 mg/dl

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.
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Precautlonary statement:

P280 Wear protective gloves/protective clothing/eye protection.

P302+P352 IF ON SKIN: Wash with plenty of water.

P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue rinsing.

Warning

Reagent 2 contains <0.1 sodium azide which is toxic and dangerous to the
environment.

WASTE MANAGEMENT
Please refer to local legal requirements.

ASSAY PROCEDURE

Wavelength 546/630 (670) nm

Cuvette 1cm

Reagent blank Standard (Cal.) Sample

Working reagent 0.500 ml 0.500 ml 0.500 ml
Sample - - 0.025 ml
Standard (Cal.) - 0.025 ml -
Distilled water 0.025 ml - -

Mix and incubate 5 min. at 37 °C. Measure absorbance of the sample A_, and

standard A against reagent blank.

CALCULATION
AASE

1. Total Bilirubin (mg/dl) = " xC

C_, = calibrator concentration

cal

st

2. Using factor:

REAGENT COMPOSITION Datta rc';,lontglnted \lI)thtf:rI]n ;hlls sec:ulanblsr rctaprezi-:-ntadt:;erc;fr pne]r{:])rmar;cT on ERBA XL Total Bilirubin (mg/dl) = f x AA
Rt systems. Data oblained In your faboratory may diier from Inese vaiues. f = factor (see ASSAY PARAMETERS table)
Sulphanilic Acid 4.62 mmol/l Limit of quantification: 0.08 mg/dI
HCl 117.6 mmol/l Linearity: 23 mg/dl Applications for automatic analysers are available on request.
Cetrimonium Bromide 27.44 mmol/l Measuring range: 0.08 — 23 mg/dl ASSAY PARAMETERS FOR PHOTOMETERS
R2 ioi
. L Intra-assay precision Mean SD Ccv Mode End Point
Sodium Nitrite 145 mmol/l Within run (n=20) (mgldl) (mgldl) (%)
REAGENT PREPARATION Sample 1 1.58 0.015 0.93 Wavelength 1 (nm) 546
Add - o 3.90 0.035 0.90 Wavelength 2 (nm) 630 (670)
i ample . k .
Test V°'”";‘::;;""::rk'"9 P Sample Volume (pl) 25/50
Reagent 1 Reagent 2 :
9 9 Inter-assay precision Mean SD cVv Working Reagent Volume (pl) 500/1000
10 ml 10 ml 0.20 ml Run to run (n=20) (mg/dl) (mg/dl) (%) Incubation time (min.) 5
25 ml 25 ml 0.50 ml Sample 1 1.36 0.023 1.67 Incubation temp. (°C) 37
Bilirubin Total
50 ml 50 ml 1.00 ml Sample 2 5.23 0.068 1.31 Normal Low 0
100 ml 100 ml 2.00 ml COMPARISON Normal High
A comparison between XL-Systems Bilirubin Total (y) and a commercially avai- Linearity Low 0
WORKlN_G REAGENT STABILITY lable test (x) using 40 samples gave following results: Li ity High 20
The working reagent is stable for 7 days at 2-8°C, when protected from conta- = 1.091 x - 0.087 mg/dl Heantyig
mination and light. It is recommended to prepare fresh working solution before | = g 992 Factor 23 (21)*
gsSavis performed. INTERFERENCES Blank with Reagent
STABILITY AND STORAGE Following substances do not interfere: Absorbance limit (max.) 0.2
The unopened reagents are stable till the expiry date stated on the bottle and kit haemoglobin up to 7.5 gll, triglycerides up to 1500 mg/d|. Units mg/di
label when stored at 2—-8°C.

SPECIMEN COLLECTION AND HANDLING
Use unheamolytic serum or plasma (heparin, EDTA).
It is recommended to follow NCCLS procedures (or similar standardized conditions).

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally educated
person.

Reagent 1 contains 1% cetrimonium bromide and is classified as eye and skin irritant.

* 23 at 546 / 630, 21 at 546 / 670
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BUNUPYBUH OBLLIUA

Kart. Ne HassaHnue Ha ynakoBke ®dacoBka

BLT00010 BN OB 200 R1:4 x50 mn, R2: 1 x 6 mn
®Y © CElwl
MpumeHeHne

Habop peareHTOB npedHasHayeH TOMbKO Ans
6unupybuHa B CbIBOPOTKE W Nnasme Yeroseka.

KnuHuyeckoe 3HavyeHue

BununpybuH — npopykT pacnaga remornobuHa. bunvpybuH nnoxo pacteopum B BoAe,
noaTomy B cBOGOAHOM BUAE HE NPUCYTCTBYET B NasMe KpoBu. [1ns TpaHCnopTMpoBaHWS
B KPOBW OT CENE3eHKU K MevyeHn oH obpasyeT KOMMMeKkc C anbOyMUHOM U HasblBaeTcs
HEKOHBbIOrMPOBaHHBIN  (HEMpsiMoi) GunMpyorH. B nevyeHM npovcxoauT KOHboraumsi
6unupybuHa C rnoKypoHOBOW KUCIOTOW, oBpa3yetcsi MpsiMOi  (KOHbHOTMPOBAHHbIN)
6UnNMpyBUH, KOTOPbLIN Aanblie 3KCKPETUPYETCS B XXENYHbIE NPOTOKM.

0O6wwit Bunupy6uH = Henpsimon Bunupy6un + Mpsamon Bunupy6ux

O6wmin BunupybuH NOBLILLAETCA MPU 3aKyMopKe BHYTPU U BHEMEYEHOYHbIX XKEMYHbIX
MPOTOKOB, MOBPEXAEHWUSIX MEYEHOUHbIX KIETOK, Npy (PU3MOMOTNYECKON XenTyxe Y
HOBOPOXIEHHbIX W3-32 YBEIMYEHHOTO MOCNEepOA0BOro Pa3pyLUeHUs SpUTPOLIMTOB 1
Hefopas3BuUTON cucTemMoll (bepMeHTOB Ans meTtabonuama 6unupybuHa. MoHUTOPUHT
HenpsiMoro GunupybuHa o4eHb BaXKEH B HEOHaTONoruu, T.K. 3TO MOXET NpuBOAUTL K
NoBpEXAEHUAM Mo3ra.

MpamMon Bunupy6uH NoBbILLAETCA NpU 3aKynopKe BHYTPU U BHEMEYEHOUHbIX KEeMNYHbIX
MPOTOKOB, MOBPEXAEHUSIX MEYEHOYHbIX KMETOK (OCOGEHHO Ha MO3OHWMX CTagusix
3aboneBaHust), xonecTase.

MpuHUMN peakuun

[Ounasometon Pearlman & Lee.

Bunupy6uH pearmpyeT ¢ AnasoTMPOBaHHON CyNbdaHUMOBO KUCMOTON B KUCION cpede,
B MpUCYTCTBUM UeTpumupa. B pesynbrate peakuumn obpasyeTcs MpOoAyKT KpacHOro
uBeTa. IHTEHCMBHOCTbL OKpPaCKM NPOMopLMoHanbHa KOHLeHTpauum obLuero 6unupy6uHa
1 n3mepsietcst potomeTpuyecku npu 540-550 Hm.

CocTtaB peareHToB

in vitro pmarHocTukn obLero

R1

CynbdaHunosas kucnora 4,62 mmons/n
HCI 117,6 mmonb/n
LleTpumoHns 6pomua 27,44 mvonb/n
R2

HuTput HaTtpus 145 mmonb/n

MpoBepeHue aHanusa

0O6bem pabouero Ho6aButb
Tect
Pearetie PearenT 1 PeareHT 2
10 mn 10 mn 0,20 mn
25 mn 25 mn 0,50 mn
Bunupy6buH obLumii
50 mn 50 mn 1,00 mn
100 mn 100 mn 2,00 mn

XpaHeHue U CTabUNbLHOCTL Pabounx peareHToB

He BckpbiTble PeareHTbl 1, 2 cTabusbHbl [0 AOCTMXKEHUS YKa3aHHOTO Cpoka roAHOCTH,
ecnu xpaHaTces npu 2—-8°C, B 3aLUMLLEHHOM OT CBETa MecTe.

Pabouunit PeareHT BunupyouH O6wuii ctabuneH 7 gHen, ecnu xpaHsatca npy 2-8°C, B
3alUyLLEHHOM OT CBeTa MecTe.

O6pasubl

HeremonuavpoBaHHas cbiBOpPOTKa Unu renapuHuanposaHHas, SATA nnasma.
WccnepnoBaHne npoBoauTh B cootBeTCTBUM ¢ Nnpotokoniom NCCLS (unu aHanoros).
CTabunbHOCTb:

1 AeHb npu 15-25°C
7 nHen npu 2-8°C
3 mecsua npu  -20 °C

3amopaxuBaTb TONbKO OAuH pas3!
3arpsisHeHHble 06pasLibl He UCMoNb30BaTh.

Kanu6poBka
Mol pekoMeHayem Ans kanubposku ucnonbaoBath daktop unu XL MYNTBTUKAT, Kart.
Ne XSYS0034.

KoHTponb kauecTBa
[ins npoBeaeHust KOHTPONs Ka4ecTBa PEKOMEHAYIOTCS KOHTPOIbHbIE CbIBOPOTKM: OPBA
HOPMA, Kat. No. BLT00080, 3PEA MATOJIOMMA, Kat. No. BLT00081.

KoadhdbmumeHT nepecyeta
(mr/an) x 16,95 = Mmkmonb/n

HopMarbHble BenuumHb!

Bunupy6uH o6wmn

Bapocnbie: 0—2,0 mr/an (0 — 33,9 Mkmonb/n)
MynoBuHHas kpoBb < 2 mr/an (33,9 MKmonb/n)
HoBopoXxaeHHbIe He[IOHOLWEHHbIE:

0-1peHb 1,0 — 8,0 mr/gn (16,95 — 135,6 mkmonb/n)
1-2 pgHa 6,0 — 12,0 mr/gn (101,7 — 203,4 mMkmonb/n)
3 -5 gHen 10,0 — 14,0 mr/an (169,5 — 237,3 mkmonb/n)

HoBopoxaeHHble, pOAMBLUMﬁcﬂ B CPOK:

0-1pgeHb 2,0 - 6,0 mr/an (33,9 — 101,7 mkmons/n)
1-2 phsa 6,0 — 10,0 mr/gn (101,7 — 169,5 mkmonb/n)
3 -5 gHen 4,0 —8,0 mr/an (67,8 — 135,6 mkmonb/n)

MpuBeAeHHble BeNUWYUHBLI CrieayeT paccMaTpuBaTh KaK OPUEHTUPOBOYHLIE.
Kaxpou na6opaTtopmu Heo6xoaMmo onpeaensTb CBOU AUana3oHbl.

3HavyeHus BeNUYUH

3Tn 3HaYeHUs HopMarmbHbIX BENMUYMH ObiNM  MOMy4YeHbl Ha aBTOMAaTUYECKUX
aHanusaTtopax cepuv ERBA XL. Pe3ynbtaTbl MOryT OTnMYaTbCs, eCnu onpefeneHne
NPOBOAMNM Ha ApYroM Tune aHanuaaTopa.

€rba’

YTunusauma Mcnonb3oBaHHbLIX MaTepuanos

B cooTBeTCcTBUM C CYLLECTBYIOLMMM B KXKOOW CTpaHe npasunamu Ans AaHHOro Buaa
matepuana.

MNpoBeaeHne aHanu3a

[nvHa BonHbI: 546/630 (670) HMm

OnTuYyeckut NyThb: 1cm

Temnepatypa: 37°C

U3mepeHue: NpoTUB peareHTa cpaBHeHUs (bnaHk).

CraHnpapt/

MunetuposaHue BnaHk KanubpaTop Ob6pasel,
PeareHT 500 mkn 500 mkn 500 mkn
Owuctun. Boga 25 MKn - -
Cranpapt/Kanubpatop -- 25 mkn -
ObpaseL - - 25 mkn

WHky6upoBaTtb 5 MuH npu 37°C. MamepuTb nornolleHve kanvbpatopa u obpasua npu
546/630HM npoTvB BnaHka no peareHTy.
Cranpgapt/Kanubpatop - He BXxoauT B cocTaB Habopa

PacueT no kanu6paropy

Bunupy6uH obwmii (mr/gn) = X KkoHu. Kan. (mr/gn)

Pacuet no ¢akTopy:

Bunupy6uH obwmii (mr/an) = AA x 23 (21) (PakTop)*

MpoTokonbl ANA UCNONb30BaHMS Ha aBTOMaTUYECKMX aHanmusaTtopax MoryT

l-IyBcl:an'em.|-|ocm: 0,08 mr/an (1,36 mkmonb/n) 6bITb NOMYYeHbI MO 3anpocy.
JIHeMHOCTL: no 23 mr/an (390 mkmonb/n) n 6
[Ounana3oH uamepenuii: 0,08 — 23 mr/an (1,36 — 390 mkmonb/n) apameTpbl AN padoTkl Ha ahanusatope
BocnpoussoaumocTs Mertop KoHeuHas Touka
o CpepnHeapudmeTmyeckoe SD Ccv
AL X 3HayeHue (mr/an) (mr/an) % Anuna BonHe! 1 (Hm) 546
O6pa3zew 1 20 1,58 0,015 0,93 [nuHa BonHbI 2 (HM) 630 (670)
O6pasey 2 20 3,90 0,035 0,90 O6bem obpasua (Mkn) 25/50
B CpenHeapudmeTuieckoe sD I O6beMm peareHT (MK) 500/1000
MexcepuitHas N / h o
3HaveHue  (mr/an) (mr/an) J Bpems uHKyGaLmm (MuH) 5
O6pasey 1 20 1,36 0,023 1,67
Temnepatypa nHkybauum (°C) 37
O6paseu 2 20 5328) 0,068 1,31
HwkHWIn npeaen HopMbl (Mr/an) 0
CpaBHeHue meTonos .
CpasHeHune Gbino npoeeaeHo Ha 40 06pasuax ¢ UCnonb30BaHWeM peareHToB cepum BepxHuit npeen Hopmbi (Mr/an) 2
BNT: Evmglpyﬁmn 06u:lm17|(y) M MMeloLWwnXcsi B NPOAaXe peareHTOB C KOMMeEpPYecku HipkHWiA npeden NuHeiiHocTy (Mr/am) 0
[OCTYMHOW METOANKOA (X).
Pesynbtatbl: y = 1,091 x - 0,087 (mr/an) r=0,992 BepxHuit npegen nuHeiHocTu (Mr/an) 20
CneundunyHocTs/Bnusiowme BewectTsa KoHLeHTpaLvs cTanpapta (Mr/an) 23 (21)*
He BnustoT Ha pesynbtaTtbl aHanusa: lemornobun ao 7,5 r/n, Tpurnuuepuabl Ao 1500 mr/an.
Mepb! NPeAOCTOPONKHOCTN Brank no Pearenty
Tonbko Ans in vitro AuarHocTUkM NpodeccuoHanbHO 06y4YeHHbIM nabopaHToM. HauanbHoe nornolueHme peareHTa (Makc.) 0,2
PeareHT 1 cogepxut 1% LEeTpUMOHUS BpoMua 1 knaccuuumpyeTcs Kak pasapaxeHve
Mas n KOXW.  gozHayeHue onacHoOCTH: EauHnubl mr/an

H315 BbI3bIBaET pasgpaxeHne KOXu.
H319 BbI3biBaeT cepbe3Hoe pasapaxeHue rnas.
Mepb! NpeioCTOPOXKHOCTH:
P280 Monb3oBaTbest 3aLMTHBIMY NepyYaTkamMu/3aLLMTHON oAexaoi/cpeacTsamu
3alnThI Mas.

Mpepynpexaerne P302+P352 MPU MOMALAHUN HA KOXY:
MpOMbITh GONBLIMM KONMYECTBOM BOAbI.
P305+P351+P338 MPW NMOMALAHWMN B ITIA3A: OCTOpOXHO NPOMbITH Fnasa
BOJOW B TEYEHUE HECKOMbKUX MUHYT. CHSTb KOHTaKTHbIE NMH3bI, €CNU Bbl
nonb3yeTech UMW 1 €CNIW 3TO Nerko caenartb. MPoaomKUTL NPOMbIBaHWE ra3.

PeareHT 2 cogepxut <0,1 a3ua HaTpus, KOTOPbI ABMAETCS TOKCUYHLIM 1 ONacHbIM
ANS OKpyXatoLeil cpeab.

*23 npu 546/630, *21 npu 546/670
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SYMBOLS USED ON LABELS / CUMBOIJIbI, UCMOJNb3YEMbIE HA 3TUKETKAX

E Catalogue Number
KatanoxHbiin Ne

Lot Number
Cepus

2 Expiry Date
Cpok rogHoCTH

QUALITY SYSTEM CERTIFIED
1SO 9001 ISO 13485

12000033

See Instruction for Use

Manufacturer
MpownssoauTens CMOTpETb MHCTPYKLWIO
npy UCMOMbL30BaHNN
( E CE Mark - Device comply with Storage Temperature
the Directive 98/79/EC /H/ Cobntopgatb TemMnepaTypy XpaHeHust
3Hak CE - cooTBeTCTBME

[Ovpektuse 98/79/EC

Content / ConepxaHnue

In Vitro Diagnostics
IVD P
[na in vitro AnarHocTukn

HauuoHanbHbIN 3HaK
@Z COOTBETCTBUS ANs YKpauHbl
Ukrainian quality mark
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