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I, Laura L6pez, Regulatory AfTairs Manager at BioSystems S.A., hereby certify, that attached documents are true and
accurate copies of User Manual of the product and translation of this document into Russian language in accordance with

the documents.

Also, | hereby certify that the attached documents are for purposes of product registration in Russia and in the countries of

Eurasian Economic Union.

4, Jlaypa Jlones, MeHemkep no Bonpocam PerynvpoBaHus KomnaHuy BioSystems S.A., HacToAWMM YAOCTOBEPSO, UTO
npunaraemble [OKYMEHTbI B HWKENPUBELEHHOM O6beMe CTpaHuu, SBAAKOTCA [LOCTOBEPHLIMWM W TOYHBLIMU  KOMUAMM
MHCTPYKLMM MO 3KCM/yaTauuy NpoAyKTa v MEPEBOAOM [aHHbIX JOKYMEHTOB Ha PYCCKUI A3bIK.

Taroke YAOCTOBEPAKD, YTO nNpuniaraémble AOKYMEHTbI WCMOML3YHOTCA C LUENbK pernctpauin npoaykumn B Poccuiickoit

defepauymn 1 cTpaHax EBpasumiickoro SkoHoMuyeckoro Cotosa.
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1 User manual of medical product: Reagents Kit for quantitative determination of
Bilirubin Total in serum or plasma (English version)/ VHCTpykums nonb3oBaTens
«Habop peareHTOB [/11  KOMMYECTBEHHOrO  OMpPedeNeHns  KOHLEeHTpauum
Bunnpybuna O6uwero (Bilirubin Total) B CbiBOpOTKE WM nnasme KpOBU»
(Bepcmsi Ha aHrNNIACKOM SA3bIKE)
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BILIRUBIN (TOTAL)

COD21506 8x60mL +8x15mL COD23506 4x60mL+4x15mL

Only for in wtro use in the clinical laboratory

INTENDED USE

Reagent for the measurement of total bilirubin concentration in human serum or plasma. The
obtained values are useful as an aid in the diagnosis and control of the evolution of the jaundice.

This reagent is for use in the BioSystems BA analyzers with similar performance characteristics.

CUNICAL SIGNIFICANCE

Bilirubin is a waste product derived from the heme moiety of the hemoglobin released from
senescent or damag” 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 desbuction (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
(hepadtis or cirrhosis) or to Intrahepatic or extrahepatic cholestasis.

Jaundice is a clinical manifestafion of hyperbilirubinemia, consisting of deposition of bile pigments
inthe skin, resulting in a yellowish staining of Nee skin and mucous membranes.

Clinical diagnosis should not be made on the findings of a single test result, but should integrate
both clinical and laboratory data.

PRINCIPLE OF THE METHOD

Direct bilirubin in the sample reacts with 3,5-dichlorophenyl diazonium salt forming a coloured
complex that can be measured by spectrophotometry at 535 nm” Both direct and indirect bilirubin
couple with diazo in the presence of cethmide™ The terms “direct" and Totar refer to the
reaction characteristics of serum bilirubin in the absence or presence of solubilizing (accelerating)
reagents. The “direct' and “indirect’ bilirubin are only approximately equivalent to the conjugated
and unconjugated fractions.

CONTENTS
COD 21506 COD 23506
A Reagent 8x 60 mL 4 X60 mL
B Reagent 6x15mL 4x15mL
COMPOSITION

A Reagent: Hydrochloric acid 170 mmol/L, cetrimide 40 mmol/L, pH 0,9.
DANGER: N314: Causes severe skin bums and eye damage. P260: Do not breathe
dust/tume/gas/mist/vapours/spray. P280: Wear protective “oves/protective dothing/eye
protection/fece protection. P303*P361*P353: IF ON SKIN (or hair): RermveH'ake off
immediately all cot\taminated Nothing. Rinse skin with water/shower. P305*P351*P338: IF
IN EYES: Rinse cautiously with water for several minutes. Remove corrtact lenses, if
presentand easy to do. Co”nue rinsing.

B.  Reagent: 3,5%ichkxophenyl diazonium 1,5 mmol/L.
DANGER; N314: Causes severe skin bums and eye damage. P260: Do not breathe
dust/fume/gas/mistivapours/spray. P280: Wear profectrve gtoves/protective dc*ing/eye
ptotecdon/laca protection. P303+P3Sf+P353; IF ON SKIN (or hair): RemoveH'ake off
immediately all contaminated dothing. Rinse skin with water/shower. P305*P351*P338: IF
IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do. Cor”inue rinsing.

For further warnings and precautions, see the product safety data sheet (SDS).

STORAGE AND STABILITY
Store at 2-y:.

Components are stable once opened until frie expiry date marked in the label if they are stored well closed and
camIstaken to preventcontaminatxin during their use.

On board slabilily: Raagenb open and kept In the refrigerated compartmentofthe analyzer are stable 3 rrxHiths.
hdealions otdeterlorailon: Absorbance ofthe blank overthe Kmtindicated in 4e $t Parameters'.

ADDmMONAL MATERIALS REQUIRED (NOT PROVIDED)

Bkxhemisiry Calibrator (BioSystems cod. 18011) or Biochemistry Calibrator Human (BioSystems
cod. 18044).

REAGENT PREPARAMON

Reagents are provided ready to use.

SAMPLES

Senjm and plasma colected by standard procedures. EOTA may be used as anticoagulants.

Mubin concentration n serum and plasma is stable for 1 day at 20-25*0,7 days at 2-8*0 and 6 months at
m20*C If protected from tight

CALIBRATK)N

Aleagent blank should be done every day aitd a calibration at least every 3 months, after reagent lot change or
asrequired by quality control procedures.

QUALITY CONTROL

RIs recorrmended to use the Biochemisiry Control Serum level | (cod. 18005,18009 and 18042) and It (cod.
18007. leO10and 18043) to verify the accuracy of the measurement procedure.

Each laboratory should estabksh Its own eittmal Quality Control scheme and procedures for corrective action If
confrd results are not within the acceptable limits.

BioSystems

BILIRUBIN (TOTAL)
DICHLOROPHENYL DIAZONIUM

Ce

REFERENCE VALUES
Adults":
Total; Upto 2.0 mg/dL = 34 yTo
Newborns':
Age premature fuB-term

Upto24h 1,08.0 mg/dL = 17-137 yrmol/l. 2.0-6.0 mg/dL * 34-103 umol/L

Upto48h 6.0-12.0 mg/dL = 103-205 yTol. 6.0- 10mg/dL= 103-171 |xrt)oliL

3-5 days 10-14 mg/dL = 171-239 umol/L 4.0-8.0 mg/dL = 68-137 umol/L

These ranges are given for orientabor only; each laboratory should establish its own reference ranges.

METROLOGICAL CHARACTERISTICS

The metrological characteristics described below have been obtained using a BA400 analyzer
and following the guidelines of the Clinical & Laboratory Standards Institute (CLSI).

- Detection limit: 0.211 mg/dL * 3.61 pmolL,

- Linearity limit: 38 mg/dL = 650 pmd/L.

- Precision:
Mean concentration Repetibilidad (CV) Imprecisidn total (CV)
2,09 mg/dL = 35,7 pmol/L 3,3% 4.2%
4,89 mg/dL =83.5pmoll 0.9% 2.2%

Trueness: Results obtained with this reagent did not show systematic differences when

compared with reference reagents. Details of the comparison experiments are available on

request.

LIMITATIONS OF THE PROCEDURE

- Interferences: hemolysis (hemoglobin up to 500 mg/dL) do not interfere. Lipemia (triglycerides
1300 mg/dL) interfere. Other drugs and substances may interfere®.
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totaie e conlugata. Uao di un tensioattivo cationico come agente sokibiizzante. Giom It Chim C1 1976:1 343-
359.
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TEST PARAMETERS

These reagents may be used in several automatic an*yzers. Specific instructions for application
in many of them are available on request

R1: use ReagentA,
R2; use Reagent B.

Predilution factor

CALIBRATION AND BLANK

Blank type
Calibration mode
Number of calibrators
Calibration curve

OPTIONS

Blank absorbance limit
Kinetic blank limit
Linearity limit
Substrate depletion

2i~cystems SA. Costa Brava, 30. 08030 Barcelona (Spain)

www.brosystems.cs
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distilled water
experimental calibrator

0.050

38

BA200 BA400

GENERAL

Name BILIRUBIN TOTAL BILIRUBIN TOTAL

Short name T-BIL T-BIL

Sample type Serum / plasma Serum / plasma

Analysis mode differential bireagent differential hireagent

UnH mg/dL mg/dL

Decimals 2 2

Reaction type increasing Increasing
PROCEDURE

Reading mode monochromatic monochromatic

Main fitter 535 535

Reference fitter - -

Sample 6 6

Vol. R1 240 240

Vol.R2 60 60

Reading 1 (cycle) 17 35

Reading 2 (cycle) 34 67

distilled water
experimental calibrator
1

0.050

38
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VIHCTPYKLMSI Nosib30BaTe s

BloSystems

Habop peareHTOB /19 KONMMYECTBEHHOMO ONpefesnieHNa KOHLUeHTpaLmm
BunupybuHa O6wero (Bilirubin Total) B cbiIBOpOTKe uaun nnasme KpoBu

Kop 21506 Kog 23506 Kog 12506
<60 mn + 8*15 mn 4»60 mn + 4<15 mn 5’<40mn +5*10 mn
XpaHuTb npn 2 °C - 8 °C

/cnonb30BaTh TOMLKO A4St PaboThl «in Vitro» B KNVHWUYECKUX 1abopaTopusix

HA3SHAYEHUWE

PeareHTbl npedHasHayeHbl [ONs  OMpefesneHns  KOHLEeHTpauum
Bunmpy6rHa O6LLEero B CbIBOPOTKE WM M1a3Me KPOBM YesloBeKa Ha
aHanu3atopax /f1labopaToOpHbIX AaBTOMATUYECKMX 6GUOXUMUYECKMX
BA400, BA200 u A25 c nNpuUHaSNeXHOCTAMU MPOU3BOACTBA
«bnoCuctemc C.A.», WcnaHua. PeareHTbl Takke MOryT 6biTb
MCMOMb30BaHbl HAa aHalorMYyHOM 060pPYLOBaHUM C  MOXOXUMU
XapaktepucTukamu. MonyyeHHble pesynbTaTbl OyAyT NONe3Hbl Npu
[MarHoCcTUKE Y KOHTPO/E NPOTEKAHUS XENTYXM.

KPATKASA CMPABKA

BunupybuH - no6ouYHbIA NPOAYKT, NoAydyalwumincs u3 rema
remMorsiobuHa, BbICBOGOXXaeMOro cTaperowmnmm nm
NOBPEXAEHHbIMY  3PUTPOLMTAMK,  KOTOpble paspyLlalTcs B
PeTUKYNO3HN0TeNNANbHbIX KNeTKax. Mocne NpoayKumm 6unmpy6uH
TPaHCMOPTUPYETCS B NeYeHb BMeCTe € anbbyMUMHOM. B renatoumtax
O6unMpyomH 06pa3yeT KOHbHOTaT C [/IFOKYPOHOBO KWCNOTON u
3KCKPETUPYETCA B >Xenyb. PAf BPOXAEHHBbIX W MPUOBPETEHHbIX
3a6oneBaHWii BAUSAET Ha MPOAYKLMIO, MOT/IOLLeHNe, MeTaboIn3m 1
3KCKpeLuo bunnpybrHa, Npueoasa K runepomnupyomHemmn™,
MoBblILweHne 06LLero 6unnpybuHa HabNAaeTCs Y HOBOPOXKAEHHbIX
(msnonornyeckas >Kentyxa), MPW MOBbILLEHHOM pa3pyLUeHWN
KpacCHbIX KPOBSIHbIX KNETOK (reMonuTMyeckas aHemusi, obLuvpHas
reMatoma), NpyM HapyLleHHOM 3pWUTPOMO033e, M MPU HEKOTOPbIX
PenKnx reHeTnyeckux 3aboneBaHuax (cuHgpome XKunbbepa,
cuHgpome Kpurnepa-Haiisipa).
MoBbileHNe NPAMOro 6GuAMpy6uHa CBA3aHO C  YMEHbLUEHWEM
3KCKpeLMN Xenun B pe3ynbTaTe 3aboneBaHuii meyeHn (renatutbl
WNU  LUMPPO3bl) WX 3aKYNopKe BHe- WU BHYTPUNEYEHOUHbIX
XKENYHbIX NPOTOKOB.
Xentyxa ABNseTCA KMHUYECKUM NposiBMieHVEM
rmneponnMpybruHeMum, 3aKNOYaloOLLMMCH B OT/IOXKEHUN YKENUHbIX
MUTMEHTOB B KOXE, MPUBOAALLMM K XXENTOBATON OKpacke KOXW W
CNN3NCTBIX.

MPUHLWM MPOLEAYPhI
Mpsamoii 6unnpy6uH B 06pasLie BCTyNaeT B peakLmio ¢ conbio 3.5-
OVNXNOP(EeHNN-ANa3oHNiA,  06pasys  OKpaLLeHHbIA  KOMMAEKC,
KOTOPbI/i MOXET BbITb M3MepeH CrieKTpodoToMeTpuuecku npu 535
HMA. TIpAMOA 1 Henpsmoli GUANPYBUH COeAMHATCA C AMa30 B
npucyTCcTBUM  LEeTpuMmMaa™™ TepMUH «MpAMOI» W «HENPAMON»
OTHOCUTCA K PeakLMOHHbIM XapaKTepuCTUKam CblBOPOTOYHOIO
6unmpybuHa B OTCYTCTBMM WM MPUCYTCTBUM PACTBOPSIOLLErO
(yCKOpsIOLLLEro) peareHTa, KOTOPble TOMbKO MPUGAN3NTENBHO

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

B BapuaHTax UCNOJIHEHMNS
PY Ng XXXXXX 0T XXXXX

ABNAOTCA 3KBWBANEHTaMU
HEKOHbLIOTMPOBAHHOM (hpaKLUsM.

KOHbHOIr'MpoBaHHOU

COLEPXWMOE HABOPA

Kog 21506 Kop 23506 Koa 12506
A. PeareHT 6 <60 mn 4 *60 mn 5*40 mn
B. PeareHT 6 * 15 mn 4 * 15 mn 5* 10 mn

BapuaHTbl ucnonHeHms Habopa
1. Bunmpy6buH O6nuwin (A15/25) (Bilirubin Total) (A 15/25)
PeareHT A - 5 chnakoHoB no 40 mn
PeareHT B - 5 thnakoHoB no 10 mn
2. Buampybun O6wumii (BA) (Bilirubin Total) (BA)
PeareHT A - 8 (hnakoHOB no 60 mn
PeareHT B - 8 thnakoHoB no 15 mn
3. Buampy6uH O6wmin (AU) (Bilirubin Total) (AU)
PeareHT A - 8 hnakoHOB no 60 mn
PeareHT B - 8 hnakoHoB no 15 mn
4. Bunmpybux Obwuii (D) (Bilirubin Total) (D)
PeareHT A - 8 (hnakoHOB no 60 mn
PeareHT B - 8 hnakoHOB no 15 mn
5. Bumpy6uH O6wwit (F) (Bilirubin Total) (F)
PeareHT A - 8 (hnakoHoB o 60 mn
PeareHT B - 8 hnakoHoB no 15 mn
6. Bummpy6uH O6wwin (BA) (Bilirubin Total) (BA) -
PeareHT A - 4¢nakoHa no 60 mn
PeareHT B - 4 hnakoHa no 15 mn
7.  Bunmpy6un Obwumid (AU) (Bilirubin Total) (AU)
PeareHT A - 4 (hnakoHa no 60 mn
PeareHT B - 4 thnakoHa no 15 mn
8.  Bunmpybun Obwuii (D) (Bilirubin Total) (D)
PeareHT A - 4 (pnakoHa no 60 mn
PeareHT B - 4 ¢hnakoHa no 15 mn
9.  Bunmpybun O6wuii (F) (Bilirubin Total) (F)
PeareHT A - 4 ¢hnakoHa rno 60 mn
PeareHT B - 4 thnakoHa no 15 mn
COCTAB PEATEHTOB
KOMMNOHEHTHI
A. PeareHT: ConsHas kwucnota 170 mmonb/n, uetpumung 40
mmons/n, pH 0.9.
B1. PeareHT: 3.5-guxnopteHnn-guasoHmnii 1.5 mmons/n.

HEOBXOAWMMBIE AOMNO/THUTE/IbHBIE MATEPUATbI,
HE BXOAALWME B HABOP

Kanubpatop ans GUOXMMUYECKUX  MccnegoBaHuin (BioSystems
Kog 18011 wnm kog 18044).

MPEAYNPEXAEHNA N MEPbI MPEAOCTOPOXHOCTU



| VHCTpyKUMsl Monb3oBaTens

TonbKo Ans NpogecCUoHanbHOro UCMOMb30BaHUS.

Meped HayaiOM  uMCCnegoBaHWA — MPOYNTANTE  MHCTPYKLMIO
MONHOCTBIO W BHMMATENbHO. VICMONb3yinTe  AeCTBUTENBbHYHO
BEPCUIO MHCTPYKLMW, MPUNOXKEHHYIO K Habopy. Y6eamnTech, YTO BaMm
BCE MOHATHO.

CTporo sanpelieHo: ypanaTb, MeHATb, BblbpacbiBaTb WK
NoBPeX/aTb 3TUKETKUN CO LUTPUXKOLOM Ha YnakoBke Habopa v ero
KOMMoHeHTax. LUTpUXkodbl BakHas 4acTb Habopa W cofepxar
HeobXxo4MMYH0 Ana NoCTaHOBKM MHGopMmauuto. Cobntofaiite obume
HOpMbI 6e30MacHOCTY Npu paboTe ¢ peareHTaMu.

Bce peareHTbl Habopa, KOTOPbIE COLEPXaT CbIBOPOTKY WM Mnasmy
yenoseka, OblIM NPOTECTVMPOBaHbI M MOKa3anM OTPULATENbHbIN
pesynbTtat Ha HIV /I, HBSAg n HCV. OfHako Bce MpOAyKTbl
4eNOBEYECKOM KpOBW, BKMOYAA 06paslibl CbIBOPOTKW, [OMKHbI
CYMTaThCA NOTEHLMAIbHO OMAaCHBIMM.

He nuneTupyiitTe pTOM 1 n3beraiiTe KOHTaKTa peareHTa C KOXen 1
CN3NCTBIMU.

Henb3s ecTb, NUTb, KypuUTb WM HAHOCUTb KOCMETUKY B MecTe
paboTbl C peareHTamm.

HapeBaliTe ogHOpa30Bble NepyaTKn NpW packanbiBaHNM 06pasLioB U
peareHTOB.

PaboTa C peareHTamMu [O/DKHA MPOBOLMTLCA B COOTBETCTBUM C
npouegypamu, YTBEpPXAEHHbIMW COOTBETCTBYIOLLMM YNpaB/ieHeM
6ronornyeckoli 6e3onacHoOCTV 1 perynmposaHns. He ncnonb3yiite
peareHTbl C UCTEKLLIMM CPOKOM rogHocTV. CpoK rogHOCTW yKasaH Ha
ynakoBke Habopa.

OnTumanbHble  pe3y/bTaTbl  MOXHO  MOAYYMTb  TOJbKO  MNpu
MCMNO/b30BaHNM 0TKann6poBaHHOro 06opyfoBaHus "
WNHCTPYMEHTOB.

He cMmelimBaiiTe N He MCNONMb3yiNTe KOMMOHEHTbI U3 PaxXTUYHbIX
NOTOB.

B cnyuae KOHTaKTa peareHToB C rj1asamMun Unm Koxeli, NpomoinTe
3TOT y4acCTOK Bogoi. O6paTUTeCh K Bpayy B Crlyyae NOBPEXAEHUS.
XVMUMKaTb! U TOTOBbIE W MCMO/b30BaHHbIE peareHTbl JO/KHbI 6bITb
YTUNN30BaHbI B COOTBETCTBUM C PErMOHATbHBLIMWA HOPMaMK:
BHVWMAHWE: H3Il4: Bbi3blBaeT CUMbHbIE KOXHbIE OXXOMN U
NnoBpe>KAeHus rnas. P260: He BAbIXaTb
nblnb/ucnapenns/ras/Tyman/napbl/aspo3osnb. P2S0: HageTb
3alMTHbIE NepyaTKW/3aWnTHYIO 0feXKAy/CpefiCcTBO A5 3aWuThl
rnas/cpefcTso  Ana 3awuThl amuya. PS03+P36J+P353: TMPU
MOMNAJAHMN  HA KOXY (Twn Bonockl): He.meaneHHo
YA TbL/CHATb BCIO 3arpssHeHHyt0 oae>kay. CronocHyTb KOXKY
BOAOA/MPO.MbITL  Mmog  aywe.».  P305+P351+P338: TMPU
MOMNALAHW B INTA3A: AKKypaTHO NPOMbITb BOAOI B TeYeHne
HECKONbKUX MAHYT. Y[aiMTh KOHTAKTHbIE IMH3bI, EC/IN TaKOoBble
NPUCY TCTBYIOT, U €CAM 3TO HECIOXKHO OCYLLECTBUTb.

Ona [OMONHNTENbHBIX npeaynpe>kaeHuii " »ep
NPeAoCTOPOXKHOCTU CM. CepTuUuKaT 6e30nacHOCTM NPojyKTa
(SDS).

MHopmauma o peareHTax, WUCNOMb3yemblx B 3TOM Habope
joctynHa npu  3anpoce B [MpeactaButensctBo  ObulecTsa
«BNOCUCTEMC C.A.», NcnaHus.

XPAHEHVE N CTABW/TbHOCTbH PEATEHTOB
XpaHutb npu 2 ®C- 8 ®C
PeareHTbl B HEBCKPbITOI YNaKoBKe CTabuibHbl 0 OKOHYaHKS CPOKa
rOAHOCTW, YKa3aHHOr0 Ha 3TMKETKe, MpU  XpaHeHun B
PEKOMEHA0BaHHbIX YCNOBUAX.
BCKpbITbIE N He CMeLLaHHble KOMMOHEHTbI U34enns CTabuibHbl 0
OKOHYaHWs CpPOKa rOAHOCTM, YKA3aHHOr0 Ha 3TUKETKE, B M/IOTHO
3aKpbITOM BUAE NpuW COGMIOAEHNN PEKOMEHOBAHHbIX YCOBWIA

BloSystems

C REAGENTS & INSTRUMENTS

XpaHeHWs ¥ NpefoTBPpalleHUM  3arpssHeHWs  BO  Bpems
1CMonb30BaHNA A0 OKOHYaHWS CPOKa FOAHOCTW, YKa3aHHOro Ha
ITUKETKe.

CTabunbHOCTb BO BPEMS WCMOMb30BAHUS: PeareHT, OTKPbITbIA 1
YCTaHOB/IEHHDbIV B OXNaXK4aeMblii OTAEN aHanM3aTopa, COXpaHseT
CTabunbHOCTL 3 MecALa.

Mpn3HaKmM 3arpsA3HeHNs:

MpucyTCTBYE B3BELLUEHHBbIX YacTuL, MYTHOCTb, abcopbuusa 6naHka
60nbLe 0,050 npu 535 HM.

NnoAroTOBKA PEATEHTOB
PeareHTbl rOTOBbI K CMO/b30BAHNIO.

OBPA3LbI
CbIBOpPOTKa ¥ Na3ma, cobpaHHas cTaH4apTHbIMU MeTogamu. SOTA
CfiedyeT UCMo/b30BaThb B KAYECTBE aHTUKOArynsHTa.
Bunnpy6rH B CbIBOPOTKE M Nia3Me KpoBu cTabubHa B TeyeHue 1
feHb npy 20-25°C, 7 aHeld npu 2-8°C 1 6 mecsaues npu -20°C npu
YCIOBUM, YTO OHA 3aLULLieHa OT CBeTa.

MPOUEAYPA AHANN3A
CucTeMa aBTOMAaTMYeCKM pa3BOAWUT obpasel, W peareHT W
paccuuTbIBaET 3HaueHMe KOHLEHTpaLun, WCNonb3ys 3afaHHble
no/b30BaTe/1IeM NapameTpbl.
Ona aHann13aTopos NabopaTopHbIX aBTOMaTNYECKNX
6noxmmunyecknx  BA400, BA200 n A25 c
npuHagnexxHocTamu npoussofctea «bnoCucremc C.A.». McnaHus
BOCMO/b3YNTECh CNEfyloWMMY  NporpaMmMaMyt  C - napameTpamm
TECTOB:

OBLWE BA200 BA400 A25 A15
Havmemoswn  BILIRUBIN BILIRUBIN BILIRUBI BILIRUBIN
e TOTAL TOTAL N TOTAL TOTAL
KpaTkoe T-BIL T-BN. T-BIL T-BIL

HanmemoBaKku

Tail obpasua CbIBOPOTKa/]LW  CbIBOPOTKa/(LL  CbIBOPOTKa/  CbIBOPOTKa/M

asma asma nnasma naama
Pexum Bupcar.auddc  Bupear.andde  Bupearmwd  Bupear.audd
aHamTa p p tep. ep.
EanHuupl mr/an mr/gn mr/gn mr/an

[JecaTnyHble 2 2 2 2

3HaKn

Twvn peakumun BO3pacrakiwass BOTpacT3towas BO3pacTar Bo3pacTaroLia

was a
MIOUEAYPA
Pexxum MOHOXPOMATU  MOHOXPOMATU  MOHOXPOMa  MOHOXpOMaTu
CUNTBIBAHNA Ka Ka TUIKiA Ka
OcHoBHol# 535 535 535 535
unbTp
Pcd. punbTp - 670 670
O6pazel, 6 6 6 6
O6bem I'ropear 240 240 240 240
RI
Ob6bem 2-ro 60 60 60 60
pcar. R2
CunTbiBaHne 17 35 6 4
1 (ymnkn)
CunTbiBaHue 34 67 27 17
2 (umkn)
dakTop - - -
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WHCTPYKUMS nonb3oBaTens

YMCHbLIALW . .
W koa<b,

KANMNBPOBKA

n

BNAHK

Twn 6naHka AUCTHNTHPO AucncTavposa  AUCTUANNPO  AUCTUNINPOB

BaHHas Boja nKasa Bona BaHHas Boga aHHan Bofa

Pexxum 9KCMNepuMeHTa  3KCcnepumeHTa  3KCMepHMeK 9KCNEPUMEHT
KannbpoBKuM NbHas NHas TanHasa anHas
Kann6poska KanuépoBka Kanuéposka KasmbpoBKa

Konmucurreo 1
Kanmbparopos

Kanun6posoii .
Has Kpuas

onuumn

Mpegen 0,050 0,050 0,050 0,050
abcopbummn
6naHka

Mpegen - - - .
6naHka
KUHETVKN

Mpegen 38 38 38 38
NNHeRHoCTN

WcToLeHune

cybcTpata
R1: ucnonk3syiite peaiem A.
R2: ucnonb3yiite peareHT B.
,ﬂ,aHHbIe peareHTbl moi” t ObITb MCMO/Mb30BaHbI ona paga opyrux
(I)OTOMGTpOB M aBTOMATUYECKMX aHanm3atopoB. KOHKpEeTHble
WHCTPYKUUN NO NPUMEHEHUIO BO MHOIMX TuUMax aHaim3aTopoB
npeaocTaBnATCA No TpeGOBaHI/I}O.

HOPMAJ/IbHBLIE 3HAYEHUWA

CblBOPOTKa U Nna3ma, B3pocnblie':

Lo 2.0 mr/gn = 34 MKMonb/n

HoBopOXAeHHbIE'

BospacTt HegoHoweullble JloHOLLIEHHbIe

[o 24y 1.0-80 wmr/gn = 17-137 2.0-6.0 wmr/ign =  34-103
MKMOSb/N MKMONb/N

[o48y 6.0-12.0 wmr/gn 6.0-10 wmr/gn = 103-171
MKMO/b/N MKMONb/N

3-5 aHeit 10-14 wmr/gn 4.0-8.0 wmr/gn =  68-137

MKMO/b/N

MKMONb/N

[JaHHble BENUUMHBI  OPUEHTMPOBOYHBI, Kaxaas nabopatopus
[,0/KHA yCTaHaBNMBaTb CBOV [yana3oHbl HOPMa/IbHbIX 3HAYEHUIA.
KANNBPOBKA

3mMepeHne X0n0CcToro peareHTa AO/MKHO MPOU3BOAUTLCA KaXzblid
[ieHb, KOHTPO/IbHbIA MaTepuan O/MKeH NPUMEHATLCA KaXKAbIA AeHb,
Mpu 3TOM KanubpoBKa [0/MKHA MPOBOAUTLCA MO MeHbLUER Mepe
Kaxable 3 Mecsua nocne CMeHbl NapTUM peareHTa WM UCX0As 13
TpeGOBaHWI  npouedyp  KOHTpons  KadvectBa.  KanmbpoBky
Heo6XoMMO NPOBOAWTL NPW Hayasle UCMONb30BaHUS KaX /ol HOBOA
napTuM  peareHTa. Mocne  npoBefeHWs  TEXHWUYECKOrO
06CNyXKMBaHUA, CEPBUCHBIX NPOLeAypP WM PeMOHTa aHaiM3aTopa
TaKxe TpebyeTcs NPOBECTW MOBTOPHYH KaMOpOBKY.

KOHTPOJIb KAYECTBA

BioSystems

[ns npoBefieHNs KOHTPO/IA KayecTBa TecTa U NpoLeaypbI
uccnefoBaHns peKOMeHAyeTCsi  MUCMOb30BaTbh

KOHTPOJIbHbIe CbIBOPOTKM (B KOMMNEKT He BXOAAT); KOHTPO/bHYO
CbIBOPOTKY YpoBeHb 1(kog 18005, 18(H09, 18042) n ¥poBeHs Il
(koa 18007, 18010, 18043).

Kaxpaasn nabopatopusi [o/mkHa BblpaboTaTb COBCTBEHHYH) CXeMy
BHYTPEHHEro KOHTPONA KayecTBa M MpouUeAypbl A KOPPEeKumu
[ecTBUIA B CMyyae, eCIM KOHTPO/Mb KayecTBa He YKMadbiBaeTcs B
npuemseMble AnanasoHsbl.

METPONTOTMYECKUNE XAPAKTEPUCTUKN AHANTN3A
MeTponormyeckune XapakTepucTUKKM, ONNCAHHbIE HUDKE, MOMYYeHb B
COOTBETCTBMM C  METOAWMYECKMM  PYKOBOACTBOM  MHCTUryra
KIMHUYECKMX 1 nabopaTopHbIX cTaHgapTos (CLSI).

- Mpegen o6Hapy>kenmns: 0.201 mr/an = 3.43 MKMOL™N.
- Mpegen nuHeiitHocTu: 38 Mr/an = 650 MKMONL/N.
- ToYHOCTb (CbIBOPOTKA):

Cp. KOHUeHTpauus CxognmocTb. CV BocnpounssognmocTsb,
CcVv

2.10 mr/gn = 36.0 2.9% 6.1 %

MKMO/Ib/N

4.72 mr/pn = 80.6 1.9% 4.7 %

MKMO/Ib/N1

[JocToBepHOCTb:  PesynbTaTbl, MOMYYEHHblE C  AaHHLIMU
peareHTamMu, He MOKasblBa/IM 3HAYUTENBHLIX OTAMYUIA NpU
CpaBHeHUM C pe3ynbTaTamu, MOAYYEHHbIMW C  ApPYrMMK
peareHTamn.  [eTam  CpaBHUTE/IbHbIX  3KCMEPUMEHTOB
[OCTYMHbI M0 TpeboBaHwIo.
MHTepthepeHuus; remonus (remornobuH go 500 mr/gn) w
nvnemus  (Tpuravuepugel o 1300 wmr/gn)  BAMAKOT  Ha
pesynbTat. [poune BellecTBa WM NeKapcTBa MOTYT WUCKaXaTb
pesyrbTarbr*.
OrPAHWYEHWNA NCMNO/NB3OBAHUA
HafiexxHble 1 BOCMPOM3BOAUMbIE pe3ynibTaTbl GYAYT MOMyYeHsbl,
ecnM  npouefypa OCYLIECTBASETCA C  MOJHbIM  MOHUMaHVeM
NPUNOXEHHOW WHCTPYKUMM W C  COGNIOAEHWEM  Hadfiexallein
NabopaTopHO npakTukW. Jlto6oe HenpaswibHOE 06palleHue C
obpastamy uinm MoAUMUKaLMA AaHHOrO TecTa MOTYT MOBAUATL Ha
pesynbTarbl.
TPAHCIMOPTUNPOBKA N XPAHEHWE
TpaHCcnopTUPOBKaA:
M3genve TpaHCNOPTMPYHOT BCEMU BUAAMWM TPaHCMOPTa B KPbITbIX
TPaHCMOPTHbIX CPeACTBaX B COOTBETCTBUM NpaBW/iamMn MepeBo3Ku
rpy30B, AeACTB)TOLLMMI Ha K&XXAOM BUAE TpaHCcnopTa.
Temnepartypa: 2"C- 8 °C.
3amopaXxnBaHue He [ONYCKaeTCs.
OTHOCUTENbHAA BNaxXHOCTb: 10 % - 85 %
M3genve [OMKHO XpaHUTbCA Ha CKMajax nocTaBliukKa U
notpebuTens B COOTBETCTBUMM C YKas3aHWAMM PYKOBOACTBA MO
3KCNyaTaumm n3roToBuTens.
Mpu  HapyleHWW TEMNEepPaTypHOro PEeXMMa XpaHeHWs K
TPaHCMNOPTUPOBAHUA, a TaKXKE UCTEYEHUW CPOKA XPaHeHUs n3fenve
He NOANEXUT NPUMEHEHWIO.
XpaHeHue: xpaHutb npn 2 °C- 8 °C
CpoOK rofHocT/: yKasaH Ha ynakoske Habopa
YTUNN3ALUNA N YHUNYTOXEHWE MEOVNLWNHCKOIO
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CI—U VIHCTPYKUMS NONb30BaTENS

N3OENNS
Mpu 1CMNONb30BaHU B MEMUMHCKUX  YUpeXAeHUsax
yTunmsmpoeatb no knaccy A wam b (CaHlMuH 2.1.3684-21
"CaH1TapHO-3NNAEMMNONOrNYeCKMe TpeboBaHUs K COfLepPXaHuo
TEPPUTOPUIA  TOPOACKUX W CEeNbCKMX MOCENeHUiA, K BOAHbLIM
o6bekTam, MUTLEBON BOAE W MUTLEBOMY BOAOCHAGXEHWIO,
aTMOC(hepHOMY  BO34yXy, MO4YBaM, >KWbIM  MOMELLEHUAM,
aKcnayaTaumy MPOM3BOACTBEHHbIX, OBLLECTBEHHBLIX MOMELLEHU,
opraHu3aLumy 1 NpPoBeAeHUI0 CaHUTapHO- MPOTUBO3ANMUAEMUYECKNX
(NpothunakTnuecknux) MeponpuaTuin™), YTuausaums  usgenvs
[O/MKHA MPOM3BOAUTLCA B COOTBETCTBMWM C  TpebOBaHWUAMM
NOKaNbHOr0, pel'oHanbHOMo M HaLMOHaIbHOTO 3aKOHOAATEeNbCTBA

OTBETCTBEHHOCTb N TAPAHTUW

Jlto6oe n3meHeHne Habopa w/vnam 06MeH MM 3aMeHa KaKux-nmbo
KOMMOHEHTOB pasHbIX NapTuil U3 Of4HOro Habopa Ha Apyroii MoXeT
HeraTMBHO  CKas3aTbCA  HAa. OXWAAeMbIX  pesynbTatax U
060CHOBaHHOCTM aHanu3a B LefoM. B cnyyae Takux M3MeHeHwii
nvan  3ameH  nob6oe  TpeboBaHMe O  3aMeHe  Habopa
HefleCTBUTENBHO.
MpeTeH3un, nogaHHble B CBA3M C HEBEPHOW WHTeprpeTaLmei
pe3ynbTaToOB aHanuW3a KAMEHTOM, Takke HeAeliCTBUTENbHbI.

HecmMoTps Ha 39TO, B CAyyae  KakuX-In6o  NpeTeHswid,
OTBETCTBEHHOCTb  MPOM3BOAWUTENS He  [O/DKHA  MpeBblluarb
CTOMMOCTb  Habopa. Bpes, NpUuUMHEHHbIH  HaBopy  npu

TPaHCMOPTVPOBKE, He MOANEXWT OTBETCTBEHHOCTN NMPOU3BOAUTENS.
lapaHTUM npoussoguTens «BioSystems S.A.» pacnpocTpaHATCA
Ha TO, YTO HaCTOALUMIA MPOAYKT COOTBETCTBYET CreLmpuKaLmaM,
38MB/IEHHbIM Ha 3TUKETKE, HO TO/IbKO NPW YCNO0BUM WUCMO/NL30BaHNA
NpoAyKTa KBa/IMPULMPOBAHHLIM MEPCOH/IOM B COOTBETCTBUM C
YKa3aHUAMM,  W3MIOXKEHHLIMW  HA 3TUKETKe, W  MNPUMEHeHus
maTepuanoB [0 WCTEYEHUS CPOKa [FOLHOCTM, YKAa3aHHOro Ha
ITUKETKe.

YNOMHOMOYeHHbIA NpeacTaBuTens nponssoantens OO0 «MJ-
KoHcanTtuHr n Passutume», Mocksa, pocnaBCcKoe Luocce, f. 6,
kopn. 2 od. 106

TEKYWWN PEMOHT

He TpebyeTcs

TEXHWYECKOE OBCNYXNBAHWE

He Tpebyetcs

MOTEHUMA/bHbIA MOTPEBUTE/b

MpodeccmoHanbHbIR Nonb30BaTe b

MHO®OPMALINA O HATMYNIN B MEANUNHCKOM
M3AENNN NEKAPCTBEHHOI O CPEACTBA

He cofepxut

MOKA3AHVA K MPUMEHEHWIO

He npumeHnmMo

MPOTNBOMOKA3AHUNA K MPUMEHEHWIO

He npumeHumMo

CTEPUNBHOCTb

MocTaBnsieTcs B HeCTepunbHOM Buae. CTepuabHOCTb He TpebyeTcs
MHPOPMAULWNA O BO3SMOXXHOCTW NMOBTOPHOIO
MPUMEHEHWNA

He nog/iexxut NoBTOPHOMY MPYMEHEHWIO

MEPEYEHb CTAHOAPTOB, KOTOPOMY
COOTBETCTBYET MEANUNHCKOE N3AENNE

FOCT P 51088-2013, FOCT P NCO 15223-1-2014, TOCT P NCO
18113-1-2015. FOCT P NCO 18113-2-2015. TOCT P NCO 23640-
2015

MPON3BOANTENDL N AOPEC MPON3BOACTBA

BloSystems

C REAGENTS A INSTRUMENTS

BioSystems S.A.,08030, Co.sla Brava, 30, Barcelona, Spain
(BnoCuctemc C.A.. 08030 yn. Kocta Bpasa, 30, bapcenoHa,

Vcnanns)
MCMOJIb3YEMBbIE CMBO/1bl, MAPKNPOBKA
Cumson Onpegenexve
m Ob6patnTeCh K MHCTPYKLMK MO NPUMEHEHUIO

IREFi

Homep no karanory

VD MeguuuHCcKoe nsgenve s AnarHoCcTUKK in vitro

iLOTI

Kog, naptum

3HaK eBporneiickoro CooTBETCTBUA

TemnepaTypHbilii A1anasoH

Vcnonb3osats A0...
n | MNpowvssoguTens

OnacHocTb

BUBNNOTIPAPUNA
1 Tietz Textbook of Clinical Chemistry and Molecular Diagnostics,
4th ed. Burtis CA. Ashwood ER. Bruns DE. WB Saunders Co.
2005.
2. Friedman and Young. Effects of disease on clinical laboratory
tests, 4th ed. AACC Press, 2001.
3. Thaler M, Luppa PB and Schlebusch H. Bilirubin measurement -
an updated survey. J Lab Med 2008; 32:1-9.
4. Zoppi F, Peracino A, Fenili D, Marcovina S and Ramella C.
Metodo per la determinazione della biliiubina totale e coniugata.
Uso di un tensioattivo cationico come agente solubilizzante. Giom
It Chim CI 1976; 1:343-359.
5. Pearlman FC and Lee RTY. Detection and measurement of total
bilirubin in serum, with use of surfactants as solubilizing agents.
Clin Chem 1974; 20: 447/53.
6. World Health Organization (WHO). Use of anticoagulants in
diagnostic laboratory investigations. Document
WHO/DIL/LAB/99.1, Rev.2; 2002.
7. Larson DL.Clinical Chemistry: Fundamentals and Laboratory
Techniques.Elsevier, 2017:358.
8. Young DS. Effects of drugs on clinical laboratory tests, 5th ed.
AACC Press, 2000.
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/MepeBoA C aHIANINCKOro U MCMAHCKOro A3bIKOB Ha PYCCKNI A3bIK/
/ICT1/

JKCKNHO3MBHas Bymara Ans HoTapuasbHbIX 4OKYMEHTOB
04/2020 FocypapCTBEHHbIV WTaMnN Mapka 0,15 eBpo FL0587854

/MevaTb/: AHTOHWMO POCCEJIbO MECTPE * HoTapuyc - bapcenoHa

[TekcT no BepTUKanu cnesa:

3aperncTpuposaHo B Toprosom peecTpe bapcenoHsl, Tom 4.538, nucT 127, cTpaHuua 48.411,
KHura 3.864, Pasgen I, IHH: J108678823]

/MevaTb: bnoCucremc*KocTa~bpasa,30 *08030 GapcenoHa/
/MevaTb: BnoCuctemc* Kocta-bpasa,30 *08030 BapcenoHa /

BMUOCUNCTEMC, C.A. OThen HOpMaTUBHO-NPAaBOBOr0 pPerynmpoBaHus
KocTta-bpaBa, 30, BIOSYSTEMS S.A.
08030 BAPCEJIOHA

lloDez@ biosvstems.es
Ten. +34 933 1 00 00 BapcenoHa, 20 HosA6psa 2020 roga

/3Hak ceptudmkaumn/: THO® PeliHnaHg * www.tuv.com * VigeHTunKaumoHHbId Homep: 0091006696
CepTuhuLMpoBaHHas CUCTEMA MEHEHKMEHTA

EN 1SO 9001

EN 1SO 13485

BunoCuctemc C.A. Kocta-bpasa 30, 08030 bapcenoHa (McnaHwnsa) | Ten. +34-93 311 00 00
biosvstems@ biosvstems.es | www.biosvstems.es
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ICTp.2/

3AAB/IEHNE: AHTOHWMO POCCEJ/IbO MECTPE, HoTtapuyc OduunanbHON KoOMAernu
KatanoHuu, npoxuneawuinii B bapcenoHe,

YOOCTOBEPAK : UTo HacTosulee CBUAETENLCTBO SIBMSETCA TOYHOW Konuel opurmHana
JOKYMeHTa, KOTOpblii 6bl1 MHe npeabsiBfieH. B nogTBepXXaeHWe 4Yero s Bbluald HacTOAWMIA
OOKYMEHT.

BapcenoHa, fBaALaTb TPeTbEro HOS6PS ABe ThiCAYM fBaAALATOr0 roga.

DTOT AOKYMEHT PUTypUpPyeT B peecTpoBoi KHure nog Ne 1435/2020, pa3gen BTOPOW.
/Mopanuce/

/HoTapuanbHas Haknelika/: TEHEPAJIbHbIA COBET HOTAPUATA WCMAHUN * HOTAPUAT
EBPOIbI ¢« JOBEPUE MPEBbLILLIE BCEIMO * 0254812948

[MeyaTtb nerntTumauuin n neranusauuii/: 0,15 eBpo * HotapuanebHasa konnerns KataioHmim ¢ A092 /

/ﬂe_‘iliﬂ'b/i AHTOHWMO POCCEJ/IbO MECTPE * HoTtapuyc - bapcenoHa
I

I<»?' .

MocneaHsas cTpaHUUa

I.MOti"
/MevaTb: BnoCucrtemc* Kocta-bpasa,30 *08030 BapcenoHa /
/MevaTb: BuoCucrTemc* Kocra-bpasa,30 *08030 BapcenoHa /
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MepeBof AaHHOro TeKCTa caenaH MHoiA, nepesogunkoM MaxmypoBbiM Kupunnom PycTamoBuyem.

Poccuiickas ®epaepauus
Mopoa Mocksa
OfMHHaALATOro OKTAGPA ABe ThiCAYM ABaALATb NepBOro roga.
A, Akumos e Bopucosuy, HOTapuyc ropofa MocKBbl, CBUAETENbCTBYI NOA/MHHOCTb MOANUCK
nepesofHka Maxmyposa Kupunna PycTamosuya.
Moanwuch caenaHa B MOEM MPUCY TCTBUM.
JInyHoCTb NOANMCaBLLEro JOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: JIa 77/09-H/77-2021- \Y
YnnayeHo 3a coBepLUeHne HoTapuanbHoro geincTeus: 400py6. 00 kon.

HoTapu
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