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Bili T - DAC.Lq
GUJINPYBWH OBLYKIA .
ANA3OTUPOBAHHbLIN CYIbOAHUNOBLIN C AMCO
ToNbKO ANS AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C

Kop 3006B100
Koa 3006B500

NMPUHUMN METOAA

B npucyTCTBUM AMa30HOBOW COMM CyNbdaHUN0BOK KUCNOTbI GUNnpyBuH
obpasyeT a3oKOMMIEeKC KpacHoro uBeta. [ins onpegenexus obuiero
(npsimoit  + HenpsiMoi) 6unauMpybuHa B KauecTBe pacTBOpUTENs
MCNOoNb3yeTcs AUMETUNCY NbdOKCHA.

100 ml
500 ml

VIHTEHCUBHOCTb OKpacku, W3MepeHHO! npu 540(x10) nm, npsMo
NpOMOpLMOHabHA KOHLEHTpaLuK 6unnpybuHal-2.
COCTAB HABOPA
Kon 3006B100 3006B500

Reagent AT 100 ml 2x250 ml
CynbdaHunosas kucnota 30 mmol/l

ConsHas kucnota 50 mmol/I

OumeTnncynbhokcna 7 mol/

Reagent B 4 ml 20 ml
HuTput HaTpus 29 mmol/I

Bilirubin Standard - 5ml
KoHueHTpauns obuero 6unnpybuHa ykasaHa Ha aTukeTke dnakoHa

XPAHEHWE U CTABUJIbHOCTb PEATEHTOB
PeareHTbl npu 2-8°C cTabusbHbl 4O CPOKA, YKa3aHHOTO Ha 3TUKETKe.
MpuU3HaKM HENPUroAHOCTK: NPUCYTCTBUE B3BECU, MYTHOCTb.

OBPA3LbI AN19 UCCNEQOBAHUSA

CbIBOPOTKA. XPaHWTb B 3alMILEHHOM OT CBETa MecTe.

Buanpy6uH B CbiBOpOTKe cTabuneH 3 Mecaua npu —20°C, 4 cyTok npu
2-8°C, 1 cyTku npm 15-25°C.

AOMOJIHUTENbHOE OBOPYJOBAHUE

AHanusatop,  CnekTpodoToMeTp MM hoToMeTp € HUALTPOM
540(x£10) nm. Tepmocrtat 37°C. KioBeTbl lcm (MpuM WCNoNb30BaHWUU
ko3 duumeHTa nepecyerta). lo3aTopsl Ha 50, 100 pl 1 1,5 ml. Taiimep.

MEPbI NPEAOCTOPOXHOCTH

Habop npeaHa3HayeH TONbKO AN8 AWArHOCTUKM in vitro.

06pasubl AOMXKHbI paccMaTpuBaTbCsl Kak MOTEHLMaNbHO OnacHble W
06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

Mpn  ucnonb3oBaHWM  Habopa cnedyetr  cobnwAaatb  npasuna
6e30nacHoOCTH Npu paboTe C AKUMU U SAOBUTHIMU BELLECTBAMM.

MPUrOTOBNEHUE PABOYUNX PEATEHTOB

PeareHTbl roToBbl K MCMOb30BAHMIO.

Ans 06pa3LoB pekoMeHayeTcs roToBuTs Pa6ounii peakTus:
30 ml Reagent AT + 1 ml Reagent B.

PacTBOp cTabuneH He meHee 10 AHel npu 2-8°C.

[ns nHanBuayanbHoro 6naxka ucnonb3osatb Reagent AT.

Bilirubin  Standard: ortkpoiiTe  dnakoH, wu3beras  noTepwu
NModUIN3NPOBAHHOrO MaTepuana, BHecute BO hNakoH TouHo 5,00 ml
OUCTUANMPOBAHHOW BOAbl. 3akpoiTe dnakoH Npobkoi U MHKY6upyiiTe
B TeyeHue 30 MUHYT NpU KOMHaTHOI TeMnepaType (15-30°C).
AKKYypaTHO BpalsiiTe dnakoH He Aomyckas 06pa3oBaHus MeHbl A0
NOSHOr0 pacTBOPEHMS COAepPXMMOro. BcTpaxueanne HeponycTumo!
BunupybuH B pacTBopeHHoM Bilirubin Standard npu xpaHeHun B
TeMHoTe cTabuneH: 4 yaca npu +25°C, 6 yacos npu +4°C, 2 Hezenn
npu -20°C. MOBTOPHOE 3aMOpaXMBaH1e HeAonyCTUMO!

NMPOLIEAYPA ONPEAENEHUA
Metoa:
[nuHa BOMHbLI:

KOHeYHas Touka
540(%+10) nm

[NnHa onTUYecKoro nyTu: lcm
Temnepatypa: 37°C
BnaHk: VHanBuayanbHblit
1. MomecTuTe B MapkupoBaHHble Npobupku (Mpumeyanume):
WHauBMAYanbHbIi O6pasey /
BnaHk CraHpgapTt
Reagent AT 1,5 ml 1,5 ml
O6paseu/CraHgapt 100 pl 100 pl
Reagent B - 50 pl
NB: O6beMbl peareHTOB, CTaHgapra W obpa3ya MoryT 6biTb

MpONOPUMOHANILHO U3MEHEHbI B COOTBETCTBUM C paboymMm 06bEMOM
KIOBETbI MCI10/1b3yeMOro aHam3aropa.

3. Copepxumoe npobupok TWaTeNbHO NepeMelwanTe U MHKybupyiTe
TOYHO 5,0 min npu 37°C.

4. Yutute Abcopbumio O6pasua (A,) wam CraHgapt (Acr) Npu AnvHe
BOJHbI 540(£10) nNm NpOTUB COOTBETCTBYILEro WHAMBWAYanbHOrO
BnaHka (O6pa3ua unv CraHgapTa).

BbIYNCJIEHUSA

KoHueHTpauus obuwero 6unupybuHa B obpasue BblYMCASETCS MO
dopmyne:

Ao

X Cst = C,

ASt St 0

EannHunubl CU: mg/dl 6unupybuHa = umol/l 6unupybuna : 17,1
PE®EPEHTHBIE BEJINYUHbI

B3pocnbie: fo 1,1 mg/dl = 18,8 umol/l.

MNpuBeaeHHble pedepeHTHbIE BEJIMYMHBI OPUEHTUPOBOYHDI.
PekoMeHAyeTCs B KaxAoi nabopaTopuu YCTaHOBUTb COGCTBEHHbIE
pedepeHTHbIE BENYNHBI.

KOHTPOJIb KAYECTBA

[N KOHTPONS X043 Peakuuu u npoueaypbl U3MepeHUs pekoMeHayeTcs
MCNONb30BaTb  HOPManbHble M NATOMOTUYECKUE  KOHTPONbHbIE
cblBOpoTKM. Kaxaas nabopatopusi JOMKHA YCTaHOBUTb COBCTBEHHYHO
BHYTPEHHIOK CUCTEMY KOHTPO/S KauecTsa.

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpenen onpepenenuns: 0,03 mg/dl = 0,51 umol/I.

NMpepaen nuHeitHoctn: 0 15 mg/dl = 257 pmol/l. Ons 6onee
BbICOKMX 3Ha4yeHui pas3seauTe obpasel; (GU3MONOrNYECKUM PacTBOPOM
1+3, NOBTOPUTE ONpeAeneHne U YMHOXbTE pesysbTaT Ha 4.
WHTtepdepeHuma: [emornobuH no 10 g/l He BAMSIET Ha XOA4
onpegenenns. Jlunemusa (Tpuramuepuabl Bbllwe 5 mg/dl) Moxer
NOBAMSTb Ha pesynbTaT. Ha X0A ONpefeneHus Takxe OKasbliBalT
BAUSIHME HEKOTOPbIE NIEKAPCTBEHHbIE Npenapatbl®

[aHHble MEeTpoforMyeckMe XapaKTepucTUku 6blnu  MOMy4YeHbl Ha
aHanusatope. Pe3ynbTaTbl MOryT BapbMpoBaTb B 3aBUCMMOCTU OT
1cnonb3yemMoro 060py/J0BaHUs MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN
Bunupy6uH  sBASETCS NPOAYKTOM pacnajga TeMHOM
BbICBOGOXAAIOWErocs M3 CTapelwux  uau

YyactTn rema,
NOBPEXAEHHbIX

3PUTPOLMTOB, KOTOpble pPa3pylaoTcs B  PETUKYN03HAOTENNUANbHOM
cucteme. 3ateM  6Mnupy6MH  TpaHCMOpTUpYeTcss B MNeyeHb C
anbBbyMUHOM. BHYTpM renatouuToB 6WAMPYBUH CBSI3blBaeTCs C

rNIOKYPOHOBOW KUC/IOTOI U SKCKPETUPYETCS B KENUb.

CylLecTBYIOT HacNeACTBEHHble M NpuobBpeTeHHble 3aboneBaHus, npu
KOTOPbIX HapyliaeTcs CUHTE3, CBA3bIBaHWE, METabonn3M U 3KCKpeuus
6unupy6uHa, NpuBoas K runepbunnpybuHemmunss
MnepbunnpybuHemus cBsisaHHOro 6unNMpybuHa Bbi3BaHa MOHUXKEHHOI

IKCKPEUMen Xenuu npu MOopaxeHWu nedyeHn (renatut, UMPpPO3),
BHYTPUNEUYEHOYHOM UM BHEMEYEHOYHOM XO/ecTase.
KNMHWYECKMI  AMarHo3 [OMKeH YCTaHaBNMBaTbCA B pesysnbrare

MHTerpaunu nabopaTopHbIX U KMHUYECKUX AaHHBbIX.
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Bili T - DAC.Lq
BILIRUBINA TOTALA. SPECTROFOTOMETRIC.
ACID SULFANILIC DIAZOTAT DMSO.

Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 3006B100
Cod 3006B500

100 ml
500 ml

PRINCIPIUL METODEI

Bilirubina, in prezenta sarii de diazoniu a acidului sulfanilic, formeazd
un complex de culoare rogie. In calitatae de dizolvant la determinarea
bilirubinei totale (directd si indirectd) se utilizeaza dimetilsulfoxid.

Intensitatea culorii, mdsuratd la 540(x10) nm, este direct
proportionald concentratiei de bilirubind-2.
COMPONENTA SETULUI
Cod 3006B100 3006B500
Reagent AT 100 ml 2x250 ml
Acid sulfanilic 30 mmol/I
Acid clorhidric 50 mmol/I
Dimetilsulfoxid 7 mol/l
Reagent B 4 ml 20 ml
Hidroxid de sodiu 29 mmol/I
Bilirubin Standard 5ml

Concentratia bilirubinei este indicatd pe eticheta flaconului.

PASTRAREA S1 STABILITATEA REAGENTILOR
Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.
Semne de deteriorare: prezenta particulelor materiale, turbiditate.

PROBE

Ser. A se pastra la intuneric.

Bilirubina in ser este stabild la -20°C 3 luni, la 2-8°C 4 zile si la 15-
25°C 1 zi.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu filtrul 540(%10) nm.
Termostat 37°C. Cuva 1cm (la utilizarea coeficientului de recalculare).
Dozatoare 50, 100 pl i 1,0 ml. Taimer.

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro

Probele pacientilor vor fi considerate ca material potential contagios si
se vor prelucra analogic celor contagioase.

La utilizarea setului se vor respecta regulile de securitate prevdzute
pentru lucrul cu substante toxice.

PREPARRAEA REAGENTILOR DE LUCRU

Reagentii suntgata de utilizare.

Pentru proba recomanda de pregatit Reactivul de lucru din calculele
30 ml Reagent AT + 1 ml Reagent B.

Solutia este stabild nu mai putin de 10 zile la 2-8°C.

Pentru blanc individual de folosit Reagent AT.

Bilirubin Standard: deschideti flaconul evitind pierderea materialului
liofilizat, introduceti in flacon ap3 distilatd exact 5,00 ml. Tnchideti
flaconul cu dop si incubati decurs de 30 minute la temperatura camerei
(15-30 °C).

Atent rotiti flaconul si preveniti formarea spumei pind la dizolvarea
completd a continutului. Agitatia este interzisa!

Bilirubina in Bilirubin Standard dizolvat la pastrarea in intuneric este
stabild: 4 ore la +25 °C, 6 ore la +4 °C, 2 saptamini la -20 °C. Re-

congelarea este interzisd!

METODA DE LUCRU

Metoda: punct final
Lungimea de unda: 540(x+10) nm
Lungimea drumului optic: 1cm
Temperatura: 37°C

Tnstalarea zero: dupa blanc individual

1. Se va pipeta in eprubetele marcate (Note):

Blanc individual Si’;?\zz:d
Reagent AT 1,5 ml 1,5 ml
Proba/Standard 100 pl 100 pl
Reagent B - 50 pl
NB: Volumul reagentului, standard si probei pot fi schimbate

proportional conform volumului de lucru a cuvei analizatorului folosit.
2. Se va amesteca si se va incuba strict 5,0 minute la 37°C.

3. Se va nota absorbtia Probei (Ap) si Standardului (Asy) la
540(%10) nm contra Blancului Individual al Probei i Standardului.

CALCULE

Concentratia bilirubinei in proba se calculeaza confom formulei:
A
AS° X Cst = Co

t
Unitdti S1: mg/dl bilirubind=pmol/I bilirubind:17,1.

VALORI DE REFERIN]’;\

Maturi: pind la 1,1 mg/dl = 18,8 umol/l.

Aceste valori suntorientative. Se recomanda stabilirea diapazonului de
referintd in laboratorul dat.

CONTROLUL CALIT;\]'II

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit seruri normale si patologice pentru control.

Se recomanda stabilirea sistemului intern de control in laboratorul dat.

CARACTERISTICI METROLOGICE

Lmita determinarii: 0,03 mg/dl = 0,51 pmol/I.

Limita linearitdtii: pind la 15 mg/dl = 257 pmol/Il. Pentru valori mai
ridicate proba se va dilua cu solutie fiziologica in raportul 1+3 si se va
repeta masurarea. Rezultatul se va inmulti la 4.

Interferente:

Hemoglobina pind la 10 g/l nu influenteaza rezultatul.

Lipemia (trigliceride peste 5 mg/dl) influenteaza rezultatul. Se va tine
cont de posibila interferentd medicamentoasd, cit si de interferenta
altor substante*

Aceste caracteristici metrologice au fost obtinute la utilizarea
analizorului. Rezultatele pot varia in dependentd de echipamentul
utilizat sau procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Bilirubina este produsul scinddrii  portiunii intunecate a hemului,
provine din degradarea eritrocitelor imbatrinite sau lezate, care se
distrug in sistemul reticuloendotelial. Bilirubina este transportatd in
ficat cu albumina, reactioneazd cu acidul glucuronic din interiorul
hepatocitelor, si se excreteazd in bild.

Bolile insotite de dereglarea sintezei, conjugare, metabolism si
excretia bilirubinei care in fine duc la hiperbilirubinenemia®® pot fi
congenitale cit i dobindite.

Hiperbilirubinenemia conjugatd este provocatd de excretia redusd a
bilei in caz de afectiuni ale ficatului (hepatitd, ciroza), colestaza intra
sau extrahepatica.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.
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Bili T — DAC.Lq
TOTAL BILIRUBIN. DSA METHOD
For «in vitro» use only

Store at 2-8°C

Cod 3006B100 100 ml
Cod 3006B500 500 ml
PRINCIPLE

The total bilirubin in the sample is determined by coupling with
diazotized sulfanilic acid (DSA) after the addition of dimethylsulfoxide
(DMSO0).

The intensity of coloration, measured at 540(+10) nm, is proportional
to total bilirubin®-2.

CONTENTS AND COMPOSITION
Reagent AT

Sulfanilic acid 30 mmol/I
Hydrochloric acid 50 mmol/I
DMSO 7 mol/l
Reagent B

Sodium nitrite 29 mmol/I

STORAGE AND STABILITY OF REAGENTS

Store reagents at 2-8°C and use until the expiry date shown on the
label.

Symptoms of reagent unusability: presence of dredge, turbidity.

SAMPLES

Serum.

Store protected from the light.

Bilirubin in serum is stable within 3 months at —20°C, 4 days at 2-8°C,
1 day at 15-25°C.

REFERENCE VALUES

Adults®:

Up to 1.1 mg/dl = 18.8 pmol/I.

These values are approximate, it is recommended that each laboratory
should establish its own reference values.

QUALITY CONTROL

It is recommended to use the Sera N and Sera P to verify the
performance of the measurement procedure.

Each laboratory should establish its own internal Quality Control
scheme and procedures for corrective action if controls do not recover
within the acceptable tolerances.

ADDITIONAL EQUIPMENT AND REAGENTS

Analyzer, spectrophotometer or photometer with filter 540(+10) nm
Dropper for 50, 100 pl and 1,5 ml. Timer

Bilirubin Standard

PRECAUTION

The kit is only for in vitro use.

All specimens must be considered potentially hazardous and handled
as infectious.

REAGENT PREPARATION

Reagents are provided ready to use.

Working Reagent preparation: 30 ml Reagent AD+1 ml Reagent B.
Mix thoroughly. Stable for 10 days at 2-8°C.

Sample Blank - Reagent AD.

PROCEDURE

Assay conditions
Wavelength: 540(£10) nm
Temperature: 37°C
Cuvette: 1 cm light path
Read against: Sample Blank
Method: end point

1. Pipette into labeled test tubes: (Note):

Sample Sample/ Standard
Blank
Reagent AT 1,5 ml 1,5 ml
Sample/ Standard 100 pl 100 pl
Reagent B ~ 50 pul

2. Mix thoroughly and let the tubes stand for exactly 5 min at 37°C.
3. Read the absorbance (As) of the Sample/Standard at 540(+10) nm
against the Sample Blank.

CALCULATIONS

For the calculation of total bilirubin concentrations in sample, calculate
the difference between absorbencies of Sample (As) and Blank (Ag) for
total (TB) bilirubin.

Using these values, and calibration curve, plotted under total bilirubin
standards, determine values of total bilirubin.

SI UNITS: mg/dl total bilirubin = pmol/I total bilirubin : 17,1

METROLOGICAL CHARACTERISTICS
0.03 mg/dl = 0.51 pmol/I.

15 mg/dl = 257 pmol/l.

For higher values dilute sample 1/2 with physiological dilution and
repeat measurement.

Sensitivity limit:
Linearity limit:

Interference:

Hemoglobin (10 g¢/l) do not interfere. Lipemia (triglycerides > 5 g/I)
interfere. Other drugs and substances may interfere®.

These metrological characteristics were received using analyzer.
Results may vary depending on equipment or procedure used.

DIAGNOSTIC CHARACTERISTICS

Bilirubin is a waste product derived from the heme moiety of the
hemoglobin released from senescent or damaged erythrocytes, that
are destroyed in the reticuloendothelial cells. After production, bilirubin
is transported to the liver in association with albumin. Inside the
hepatocytes bilirubin is conjugated with glucuronic acid and it is
excreted into bile.

A number of inherited and acquired diseases affect production, uptake,
metabolism, and excretion of bilirubin, resulting in
hyperbilirubinemia®®.

Unconjugated hyperbilirubinemia is seen in newborns (physiological
jaundice), in increased red cell destruction (hemolytic anemia,
extensive hematoma), in ineffective erythropoiesis and in some rare
genetic diseases (Gilbert’s syndrome, Crigler-Najjar syndrome).
Conjugated hyperbilirubinemia is associated to a decreased excretion
of bile due to liver diseases (hepatitis or cirrhosis) or to intrahepatic or
extrahepatic cholestasis.

Jaundice is a clinical manifestation of hyperbilirubinemia, consisting of
deposition of bile pigments in the skin, resulting in a yellowish staining
of the skin and mucous membranes.
Clinical diagnosis must be made on
laboratory data.

integration of clinical and

NOTE

Calibration with the factor or with the aqueous standard may cause
bias. In these cases, it is recommended to calibrate using a serum
based standard (Multi St-DAC cod 2051M5).
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