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Barcelona, November, 20, 2020 BapcenoHa, 20 HoAbps, 2020

I, Laura L6pez, Regulatory Affairs 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, 1hereby certify that the attached documents are for purposes of product registration in Russia and in the countries of
Eurasian Economic Union.

A, Naypa Jlones, MeHegpkep no Bonpocam PerynunpoBaHust KOMnaHuM BioSystems S.A., HaCcTOSLMM YAOCTOBEPSIHO, YTO
npuiaraeMble JOKYMEHTbI B HVDKEMPUBEAEHHOM 006beMe CTpaHWuL, SBAAKOTCA [OCTOBEPHBLIMM M TOYHBIMW  KOMMAMM
MHCTPYKLMM MO 3KCMyaTaummn NpogyKTa 1 NepeBogoM AaHHbIX AOKYMEHTOB Ha PYCCKUIi S3bIK.

Takke Y[OCTOBEPSAIO, UYTO MpUNaraemble JOKYMEHTbI WCMOMb3YIOTCS C LeMblo perucTpauuy npoAyKuuu B Poccuiickold
| » depaepaummn 1 cTpaHax EBpasuiickoro dkoHommnyeckoro Cotosa.
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1 User manual of medical product: Reagents Kit for quantitative determination of 1
Direct Bilirubin in serum or plasma (English version)/ WHCTpyKuma
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BILIRUBIN (DIRECT)

COD21504 4x60mL*4x15mL cop 23504 1X60mL*1 X15mL

Only for invitrouse in Nee dinical laboratory

INTENDED USE

Reagent for the measurement of direct bilirubin concentration in human serum or plasma. 1Tie
obtained values are useful as an aid in the diagnosis and control of Ihe evdution of the jaundice.
This reagent is for use in the BioSystems BA analyzers or in other analyzer with similar
performance characteristics.

CUNICAL SIGNIFICANCE

Binibin is a waste product derived from the heme moiety of the hemoglobin released from senescent or
damaged erythrocytes, that are destroyed in the reticuloendolhellal cells. After productiott. binibin is
nnsported to the liver in association with alburrun. Inside the hepatocytes bilirubin is conjugated with
glucuronic add and itis excreted into bile. A number of inherited and acquired diseases affect production,
uptake, metabolism, and excretion of blirubin, resulting in hyperbtirubinemia”.

Unconjugaled hypetbirubinemia is seen in newborns (physiological jaundice), in increased red cel
destruction (hernotytic anemia, extensive hematoma), in inefiecftve erythropoiesis and in some rare
genetic diseases (Glberfs syndrome, Crtgler-Najjarsyndrome).

Conjugated hyperbilirubinemia is assodated to a decreased excretion of bile due to liver diseases
IheAtitis or dtihosis) or to inlrahepatK or extrahepatie cholestasis.

Jaundice is a clinical manifestation of hyperbilirubinemia, consisting of deposition of ble pigments in the
skin, resulting In a yelowish staining of Ihe steinand mucous membranes.

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

PRINCIPLE OF THE METHOD

Oirecl biliiubin in the sample reacts with 3,5-dichlorophenyl diazonium salt fanning a coloured complex
that can be measured by spectrophotometry at 535 nrn*. Both direct and Indirect bi in couple with
diazo in the presence of cetnnide’.” The terms 'direef and 'totaP refer to the reaction charactehstics 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 21504 COD 23504
A. Reagent 4x60m L 1x60 mL
6. Reagent 4x15mL 1x15mL

COMPOSITION

A Reagent: Phosphoric acid 90 mmol/L, HEOTA 4,5 mmol/L, sodium chlohde 50 mmol/L, pH
1,5.
DANGER: H314: causes severe slon bums and eye damage. P260: Do not breathe
dust/hime/gas/mist/vapours/spray. P280: Wear protective ghves/proteebve doihing/eye
protection/face profeeffon. P303+P361+P353; IF ON "IN (or hawj; Remove/Take off
Immediately all contaminated clothing. Rinse sfoh wftft waler/shower. PX)5*P351*P3LU IF
IN EYES: Rinse cautloudy with water for several minutes. Remove contact lenses, if
presentand easy to do. Continue rinsing.

B. Reagent: 3,5-dichlorophenyl diazonium 1,5 mmol/L.
DANGER: H314: Causes severe skin bums and eye damage. P260: Do not breathe
dust/fume/gas/mistfvapours/spray. P280: Wear protective ~oves/profeefive clothing/eye
profecftorvfece profectfon, P303+P36/+P353.- IF ON SKIN (or hair): fiemove~afre off
I'mmediafe/y all contammafeo’ ctothirig. R/nse skin wfNe wafer/shower. P30S+P35f+P33B: IF
IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
presentand easy to do. Corfertue nnsfng.

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

STORAGE AND STABILITY
Store at 2-8*C.

Components are stable once opened until the expiry date marked in the label If they are stored at
the recommended temperature, well dosed and care is taken to prevent contamination during
their use.

On board stability: Reagents open and kept in the refrigerated compartment of the analyzer are
stable 2 months.

Indfoalions of deterioration: Absorbance of the blank over the limit indicated in Test Parameters'.
AOOMONAL MATERIALS REQUIRED (NOT PROVIDED)

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

REAGENT PREPARATON
Reagents are provided ready to use.

SAMPLES

Serum and plasma collected by standard procedures. Heparin or EOTA may be used as
anticoagulants.

Bkinibin concentration in serum and plasma is stable for 2 days at20-2S*C, 7 days at 4-8*C and 6
months at-204J if protected from light®.

CAUBRATION

A reagent blank should be done every day and a calibration at least every 2 months, after reagent

Ce€

BioSystems

BILIRUBIN (DIRECT)
DiCHLOROPHENYL DIAZONIUM

Each laboratory shoiid establish its own internal Quality Control scheme and procedures for
corrective action if control results are nefr within the acceptable limits.

REFERENCE VALUES

Adults":

Direct Up t00.4 mgldL = 6.8 >imol/I
These ranges are given for orientation only: each laboratory should establish its own reference ranges.

METROLOGICAL CHARACTERISNCS

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

- Detection imit 0.09 mg/dL« 1.60 pmol/L.

- Lineality fimitl5 mg/dL = 257 pmol/L.

- Precision:
Mean concentration Repeatab% (CV) Within-laboratory(CV)
0.608 mgfdL°10.4umol/L 4.3% 5.3%
1.68m9/dL =2 8 i pmolfL 2.0% 2.9%

- Trueness: Results obtained with this reagent dd not show systematic differences when
compared with reference reagents. Details of the comparison experiments are available on
request.

LIMITATIONS OF THE PROCEDURE

- Interferences: Upemla (triglycerides 1300 mg/dL) and hemolysis (hemoglobin 25 mg/dL)
interfere. Other drugs and substances may interfere®.

- Occasionally, somewhat higher values for direct bilirubin than for total bilirubin may be yielded
by samplesin which the total and direct bilirubin corwentralions are similar.
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TEST PARAMETERS

These reagents may be used in several automatic analyzers. Specific instructions for applicabon in many
ofthem are available on request

R1:use ReagentA

R2; use Reagent B.

BA200 BA400
GENERAL
Narrte BIURUBIN D»ECT BIURUBIN DIRECT
Short name D-eil Q6IL
Samptetype serun/plasma setumfplasma
Analysis mode differential bireagent differential bireagent
UnR mgfdL mg/dL
Deom”s 2 2
Reaction type Increasing increasing
PROCEDURE
Reading mode bichromatic btohromatic
Main filter 535 535
Reference filer 870 670
Sample 14 14
VOL.RI 240 240
VOI.R2 60 60
Reading 1 (cycle) 16 35
Reading 2 (cyde) 20 39
Predikition factor -
CALIBRATION AND BLANK
Blank type disdNed water diseed water

CaKiratlon mode experimental calibrator experimental calibrator
Number of calibrators 1

Csforaton curve -

OPTIONS
lotchange or as required by quality control procedures. Blank absorbance kmit 0.040 0.040
QUALITY CONTROL Kinetic blank kmit -
ItIs recommended to use the Biochemistry Control Serum level | (cod. 18005,18009 and 18042) ;iosimz Ii;mll ” s 1
and Il (cod. 18007.18010 and 18043)toverify the accuracy of the measurement procedure. ubstrate depletion -
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[1@ WHctpykums nonb3osatens

BloSystems

Habop peareHTOB A/1 KOMMYECTBEHHOTO OMNpeseneHNs KOHLeHTpaLmm
BunnpybuHa Mpamoro (Bilirubin Direct) B CbIBOPOTKe 1K Mna3Me KPpoBu

Kopa21504 Kop 23504 Kog 12504
4«60 Mn + 4* 15 mn 1x60 mn + 1*15 mn 5*40 mn + 5*10 mn
XpaHuTb Nnpn 2 *C- 87

Mcnonb3aoBT TONbKO /19 paboTbl «in Vitro» B KIMHUYECKMX SlabopaTopusix

HA3HAYEHUWE

PeareHTbl npefHasHayveHbl [ ONpefeNieHns  KOHLeHTpauumn
Bunmpy6una Mpsmoro B CbIBOPOTKE UK M1asMe KPOoBY YenoBeka Ha
aHanmM3atopax NabopaTopHbIX aBTOMATUYECKUX OUOXMMUYECKMX
BA400, BA200 n A25, A15 c npuvHaAneXHoCTAMU NPOn3BOACTBA
«BnoCuctemc C.A.», VicnaHusa. PeareHTbl Take MOryT 6biTb
MCMOMb30BaHbl Ha aHanOMMYHOM 060PYAOBaHWM C  MOXOXMMU
XapakTepucTukamu. MonyyeHHble pesynbTaTbl 6yayT NONE3HbI Npu
[MarHOCTUKE Y KOHTPOJIE NPOTEKAHWS YKENTYXM.

KPATKASA CMNPABKA

Bunvpy6uH - no6OYHLIA  MPOAYKT, NOAyyalowwmiAics n3 rema
remorno6uHa, BbICBOOOX4AEMOr O cTaperoLwymm nm
MOBPEXAEHHbIMKA  3pUTPOLMTaMKM,  KOTOpble  paspyLuatoTcsi B
PeTVKYNO3HAOTENNANBHBIX KNeTKax. [ocne npogyKuum 6unmpy6uH
TPaHCMOPTMPYeTCA B NeYeHb BMECTe ¢ anbbyMnHOM. B renatouuTax
61MNMpyomH 0b6pasyeT KOHblOraT C F/FOKYPOHOBOW KWUCNOTOM W
9KCKPETMPYeTCA B Xenub. Psf BPOXAEHHBLIX W MPUOBPETEHHbIX
3a60neBaHuil BIMAET Ha NPOAYKLMIO, NOroLLeHe, MeTabonnsm v
3KCKpeuuto bunnpybumHa, NpruBoasa K runeponnmpyomHemmn’-",
MoBblLLeHMe 06LLero 6unupybrHa HabNHAAETCA Y HOBOPOXKAEHHbIX
(hm3mnonornyeckas >kentyxa), NpY  MOBbLILIEHHOM pa3pyLLEHUN
KPacHbIX KPOBSIHbIX KNeTOK {reMonuTuyeckasi aHemus, 06LIMpHas
remMaToma), npu HapyLUeHHOM 3pUTPOMO33e, W MpU HEKOTOPbIX
PEeAKUX TeHeTUYeckux 3aboneBaHusx (cuHgpome Kunbbepa,
cuHgpome Kpurnepa-Haiispa).
MoBbllWeHe NpAMOro 6uAMpy6rHa CBA3aHO C  YMEHbLUEHWEM
9KCKPEeLMM Xenun B pe3ynbTaTe 3a60neBaHWIA neyeHW (renaTutbl
WM UMppO3bl) WAW 3aKyrnopke BHE- WA BHYTPUMEYEHOUHbIX
YXENYHbIX MPOTOKOB.
Xentyxa ABnseTcs KNMHUYECKUM NposiBNeHNEM
rnepbuapyouHeMMA, 3aKHOYAIOWMMCSA B OTIOXKEHWUN KENYHbIX
MUITMEHTOB B KOXE, MPUBOAALLMM K )XeNTOBaTON OKpacke KOXW W
CNN3NCTBIX.

MPUHLUWM NPOLEEAYPHI

Mpsamoli 6unnpy6rH B 06pasLie BCTyNaeT B peakLuto ¢ conbto 3.5-
OMXNOpEHNN-ANa30HNA,  06pa3ysl  OKPALLEHHbIA  KOMMJEKC,
KOTOPbI MOXET 6bITb M3MEPEH CMEKTPOOTOMETPUYECKH npu 535
HM. TpsmMoi 1 HenpsaMOin 6UAMPYOGVH COEAMHAIOTCSA C AMaso B
npucyTCTBAN  LETPUMMAAN™. TEepMUH «NPAMOA» U «HEMPAMON»
OTHOCUTCAA K PeakLUMOHHbIM XapakTepucTuKaMm CbIBOPOTOYHOTO
6unnpybrHa B OTCYTCTBMM WM MNPUCYTCTBUM PACTBOPSAIOLLETO

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

B BapuaHTax UCMO/IHEHNA

PY NaXXXXXX 0T XXXXX
(YCKOpSIOLLEro) peareHTa, KOTOpble TOMbKO MPUBU3UTENBHO
ABNAOTCA 9KBMBANEHTAMU KOHBIOTMPOBaHHOM "

HEKOHbHOrMPOBaHHOM (hpaKLUsMm.

COAEPXWMOE HABOPA

Kog 21504 Kog 23504 Kog 12504
A. PeareHT 4 *60 mn 1*60 mn 5* 40 mn
B. PeareHT 4 * 15w 1*15wmn 5 « 10mMn

BapuaHTbl ncnonHeHns Habopa

1. Bunmpy6uH Mpsamoii (BA) (Bilirubin Direct) (BA)
0 PeareHT A - 4 chnakoHa no 60 mn
0 PeareHT B - 4 hnakoHa no 15 mn

2. bunupy6uH Mpamoii (AU) (Bilirubin Direct) (AU)
0 PeareHT A - 4 dhnakoHa no 60 mn
0 PeareHT B - 4 ¢nakoHa no 15 mn

3. Bunmpy6uH Mpsamoii (D) (Bilirubin Direct) (D)
0 PeareHT A - 4 hnakoHa no 60 mn
0 PeareHT B - 4 hnakoHa no 15 mn

4. Bunmpy6un Mpsamoii (F) (Bilirubin Direct) (F)
0  PeareHT A « 4 hnakoHa no 60 mn
0 PeareHT B- 4 hnakoHa no 15 mn

5. Bunnpy6uH Mpsamoii (BA) (Bilirubin Direct) (BA)
0 PeareHT A -1 thnakoH no 60 mn
0 PeareHT B- 1ldnakoH no 15 mn

6. Bunupy6uH Mpsamoin (AU) (Bilirubin Direct) (AU)
0 PeareHT A -1 nakoH no 60 mn
0 PeareHT B- | dhnakoH no 15 mn

7.  Bunmpy6uH Mpamoii (D) (Bilirubin Direct) (D)
0 PeareHT A - 1 nakoH no 60 mn
0 PeareHT B- 1dnakoH no 15 mn

8. bunnpy6uH Mpamoii (F) (Bilirubin Direct) (F)
0 PeareHT A -1 ¢hnakoH no 60 mn
0 PeareHTB- 1dmnakoH no 15 mn

9. Bunnpy6uH Mpamoii (A15/25) (Bilirubin Direct) (Al5/25)
0 PeareHT A m5 (hnakoHOB No 40 mMn
0 PeareHT B- 5 thnakoHoB no 10 mn

COCTAB PEATEHTOB
A. PeareHT; ®ocgopHas kucnota 90 MMONb/A, AUTMAPOKCUITU-
3TuneHAnaMmnHoykcycHaa kucnota (HEDTA) 4.5 mmonb/n, xnopug,
HaTpusa 50 Mmonb/n
B. PeareHT: 3,5-4UxnopdeHnn-gnasoHnii 1.5 Mmonb/n.

HEOBXOANMBIE AOMONHWNTE/NIbHBIE MATEPUNAbI,
HE BXOAALWNE B HABOP



VIHCTpYKUMS nofb3oBaTens

Kanmbpatop ans  6uoxummueckux  uccneposaHuii {BioSystems
Kog 18011 nnwu kop 18044).

MPEAYMPEAOAEHNA N MEPbLI MPEAOCTOPOXHOCTU
Tonbko 415 NPOheCCUOHANIBHOIO UCMO/Mb30BaHNS.

Mepes HayaioM  MCCNefoOBaHWA  NPOUUTAlTE  UHCTPYKLMIO
MOSHOCTbIO M BHUMaTenbHO. Mcnonb3yiite  AeicTBUTENbHYHO
BEPCUIO UHCTPYKLMW, NPUMOXKEHHYIO K Habopy. Y 6eanTech, YTO Bam
BCE MOHATHO.

CTporo 3anpelleHo: YyAanatb, MeHATb, BblOpacbiBatb WK
NnoBpeXaTb 3TUKETKM CO LUTPUXKOAOM Ha YNnakoBKe Habopa v ero
KoMnoHeHTax. LLITpUXKoAbl BaxHas uyacTb Habopa U copepxar
Heo6X0AMMYHO 4151 MOCTaHOBKM MHopMaumio. Cobntogaiite obume
HOpMbI 6e30MacHOCTV Npu paboTe C peareHTamu.

Bce peareHTbl Habopa, KOTOpblE COAEPXKAT CbIBOPOTKY WX Masmy
yenoeeka, 6blNM MPOTECTUPOBAaHbl WM MOKa3aIM OTPULATENbHbIV
pesynbtat Ha WY I/Il, HBsAg n HCV. OgHako BCe MpOLYKTbI
4eNnoBEYECKON KPOBW, BK/OYas 06paslibl CbIBOPOTKMW, [AO/MKHbI
CUATaTLCA NOTEHLMANBHO OMAacHbIMM.

He nuneTupyiiTe pToM 1 nsberaiiTe KOHTaKTa peareHTa ¢ KoXei u
CN3UCTBIMW.

Henb3s ecTb, NWUTb, KypuUTb WAW HaHOCUTb KOCMETMKY B MecTe
paboTbl C peareHTamu.

HapeBaliTe ofHOpa30Bble NepyaTky NPy packanbiBaHUy 06pa3sLLoB 1
peareHTOB.

Pabota C peareHTamu [O/DKHa MPOBOAWUTLCH B COOTBETCTBUM C
npouesypamu, YTBEPXAEHHbIMW COOTBETCTBYIOLLMM YrpaBieHUeM
6ronornyeckoin 6e3o0MacHOCTN U perynmpoBaHus. He ncnonb3yiite
peareHTbl C UCTEKLLWUM CPOKOM FrogHOCTU. CPOK rOAHOCTU yKa3aH Ha
ynakoBke Habopa.

OnTuManbHble pesynbTaTbl  MOXHO MNOMAYYUTb TOMbKO — Npu
MCMNONb30BaHU OTKa/IM6POBaHHOTO 06opyfoBaHNs "
WHCTPYMEHTOB.

He cmeluuBaiiTe M He UCNONb3yWTE KOMMOHEHTbl U3 Pa3/IMuHbIX
NOTOB.

B cnyyae KOHTaKTa peareHTOB C [/1a3aMn UK KOXeli, MpoMoiiTe
3TOT y4acTOK Bogoi. ObpaTuTech K Bpayy B Clyyae NOBPeXAeHUs.
XVWMUKaTbl U FOTOBbIE N UCMONBb30BAHHbIE PEAreHTbl OMKHbI ObITh
YTUNN30BaHbl B COOTBETCTBUM C PErMOHaNbHBIMU HOPMaMU:

H214: BbI3bIBAET CU/bHbIE KOOKHbIE OXKOTU 1 MOBPEXKAEHNS Ma3.
P260: He BAbIXaTb NblNb/McnapeHns/ras/TymaHMapbl/a3po3onb.
P280: HafeThb 3alMTHble nepyaTKN/3almnTHYH
ofe>Kay/CpeACTBO /14 3aWMTbl [1a3/CPeACcTBO AN 3aWnTbl mua.
P303+P361+P352: MPN MONALAHNNHA KOXXY (unw Bonocsl) :
HEMEANIEHHO  YAAAUTbL/CHATbL  BCHO  3arpA3HEHHYI0  OJEdKAy.
CnonocHyTb KOXKY BOJOW/NPOMbITH noa nywiem.
P305+P351+P338: MPW MOMNALAHWNW B I/1A3A: akkypaTHO
MPOMbITb BOAON B TEUYEHME HECKONMbKUX MUWHYT. YpamTb
KOHTaKTHbIE IMH3bl, €CAN TaKoBble NPUCYTCTBYIOT, W, €CAN 3TO
HECNOXKHO OCYLLECTBUTb. MPOAO/HKNTb NPOMbIBAHNE.
VIHopMaLus 0 peareHTax, MCNob3yeMblX B 3TOM Habope AOCTYMHa
npv 3anpoce B lMpeactaButensctBo O6uiectBa «<6BMMOCUCTEMC
C.A», Vicnanus.

XPAHEHWVE N CTABW/TBHOCTb PEATEHTOB
XpaHutb npn 2 ®C- 8 RC
PeareHTbl B HEBCKPbITOI YNaKoBKe CTabu/bHbI 10 OKOHYaHUs CpoKa
FOAHOCTW, YKa3aHHOro Ha 3TUKETKe, TMpU  XpaHeHun B
PEKOMEH/I0BaHHbIX YC/IOBUAX.

BioSystems

BCKpbITbIE M HE CMeLaHHbIe KOMMOHEHTbI U3enns CTabubHbI 0
OKOHYaHMA CPOKa rOAHOCTM, YKa3aHHOr0 Ha 3TUKETKe, B MI0THO
3aKpbITOM BUAE NPU CO6MIOAEHNN PEKOMEH0BAHHbIX YCI0BUI
XpaHeHWs U NPefoTBpalleHnn  3arpasHeHns  BO  Bpemd
UCMO/Mb30BaHNA [0 OKOHYaHMA CpOKa rofHOCTM, YKa3aHHOro Ha
3TUKETKeE.

CTabunbHOCTb BO BpeMs WCMOMb30BAHUA: PeareHT, OTKPbITbIl U
YCTaHOB/IEHHBIN B OX/MKAAEMbI OTAEN aHaiM3aTopa, COXpaHseT
CTabunbHOCTbL 2 MecsLia.

[Mpu3Hakn 3arpsasHeHns:

MpucyTcTBME B3BELLEHHBLIX 4acTuL, MyTHOCTb, abcopbuus 6naHka
6onbe 0,040 npn 535 HM.

NnoAroTOBKA PEATEHTOB
PeareHTbl rOTOBbI K 1CMO/b30BaHUIO.

OBPA3LLbI
CbIBOPOTKa M Nnasma, cobpaHHas Nno cTaH4apTHOM npoueaype.
[enapuH crefyet UCNonbL30BaTh B KAYECTBE aHTUKOATY/ISHTA.
BuampybuH B CbIBOPOTKE M Ma3Me KpPoBW CTabuibHa B TeveHue 2
[nHein npu 20-25@C, 7 gHei npw 4-8®C 1 6 mecsaues npu -20°C npu
YCNOBUW, YTO OHa 3alliuLlieHa OT cBeTa’.

MPOLUEANYPA AHANN3A
Cuctema aBTOMaTUYeCKNW pasBOAMT o06pasey, W peareHT u
paccUUTLIBAET 3HAYEHVE KOHLIEHTpauuW, UCMonb3ys 3afjaHHble
nosb3oBaTesieM napameTpbl.
Ons aHan13aTopoB nabopaTopHbIX aBTOMAaTNYECKNX
6unoxummnuecknx  BA400, BA200 n A25 c
npuHagiexxHoctamu npoussogcTsa «bnoCucremc C.A.», VicnaHus
BOCMONbL3YMTECH CleflylolMMU  nporpaMmMamu ¢ - napameTpamu
TECTOB:

OBLUVE BA200 BA400 A25 Al15
HanmeHosaHn  BILIRUBI BILIRUBIN BILIRUBIN BILIRUBIN
e N DIRECT DIRECT DIRECT
DIRECT
Kpatkoe D-BIL D-BIL D-BIL D-BIL

HanMeKOoBaHH
e

Twn obpasua CbIBOPOTKA  CbIBOPOTKa/M/Masbl  CbIBOPOTaa/nn  CblbOPOTXa/NN

/nnasmva a asva asma
Pexxum Bupear.and  Bupear.wddep.  Bupear.gHide  BHpear.audide
aHa/m3a thep. P. P
LipHnst bIr/gn mr/an mr/gn mr/an
[JecAaTnuHble 2 2 2 2

3HaKn

Tunpeakuam — BO3pacTald  Bo3pacTalowas — Bo3pacTalollas — BospacTatoLlast

Lwas
MNPOLUEAYPA
Pexxum OMHOXpOMa  6MHOXpOMATMKa  GHHOXpOMaTV  BMHOXpHOHATM
CUUTbIBaHUA TUKa Ka Ka
OCHOBHOI 535 535 535 535
unbTp
Pedp. (unbTp 670 670 670 670
Obpaszel, 14 14 14 14
O6bem 1-ro pear 240 240 240 240
RI
O6bem 2-ro 60 60 60 60
pear. R2
CuunTbiBaHue 1 16 35 6 3
(umkn)
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G/_II VIHCTPYKUMS nofb3oBaTens

CuuntbIBaHe 20 39 10 7
2 (upkn)
peareHT 2 (UuK) 7 5
daxTop
YMeHbLIaT - . ] |
N KOaa).
KAJIMBEPOBKA
n
BNAHK
Tvn 6naHka AHCTUANWM  AUCTWIIMPOBaHHA  AVUCTUMPOBA  AUCTWIMPOBA
poBaHHasi AB0Ja 1Has Boja VHasA Boja
BOfA
Pexxum JKcnepu 3KCrMepUMeHTaN JKCMeprMeH 3KCreprMeH
Ka/MbpoBKM MeHT HasA Ta/HasA TanHas
anbH KanmépoBKa Ka/mbpoBKa Ka/mbpoBKa
an
Kam
6poB
Ka
Konunuectso 1 1
KannbpaTopos
Kanmbposoy .
Han 1w 8
onuun
npegen 0,040 0.040 0,040 0,040
a6copbummn
6naHKa
Mpepen -
6naHKa
KUHETUKN
Mpegen 15 15 15 15
NMHeRHoCTH
WcToLeHne - - .
cybeTpata

RI: ncnonbayiitepeareffT A.

R2: ncnonb3yiite peareHT B.

[aHHble peareHTbl MOryT 6bITb MCNOMb30BaHbl ANA psga LPYrvx
(DOTOMETPOB W aBTOMATUYECKMX aHanm3aTopoB. KOHKpeTHble
MHCTPYKUUM MO MNPUMEHEHUO BO MHOIMMX TUMaxX aHann3aTtopoB
npeaocTaBnATCA Mo TpeboBaHMIo.

HOPMA.1bHbIE 3HAYEHIWNA

HOPMAJTbHBIE 3HAYEHUS,

CbIBOPOTKA W N/1a3ma, B3poc/ble':

[JaHHble  BeNMUMHBI  OPUEHTUPOBOYHLI, Kaxaas naboparopust
LO0MKHA YCTaHaB/IMBATb CBOM AMana3oHbl HOPMabHbIX 3HAUEHWIA.

[0 0.4 mr/gn = 6.8 MKblons/n

KANNBPOBKA

V3mepeHne X0NOCTOr0 peareHTa JO/MKHO NMPOM3BOAUTBLCA KadKbIi
[leHb, a KannbpoBKa-no KpaiiHeld Mepe pase 21 gHeil. Kannbposky
Heo6X0AMMO NPOBOAUTL NPY Hauasle UCMO/b30BaHUS KaX 40 HOBOM
napTun peareHTa.

Mocne npoBedeHUs TEXHUYECKOr0 OGCNYXMBaHWS, CEPBUCHBIX
NpoLefyp WM PeMOHTa aHan3aTopa Takke TpebyeTcs NPoBecTy
NMOBTOPHYHO Ka/IMGPOBKY.

KOHTPO/Ib KAYECTBA
[ins npoBefieHNs KOHTPONS KauecTBa TeCTa W npoLiesypbl
1ccnefoBaHms PEKOMEeHAYeTCs  MCMo/b30BaTb
KOHTPO/IbHbIE CbIBOPOTKM (B KOMMEKT He BXOAAT): KOHTPO/IbHYHO
CbIBOPOTKY ¥YpoBeHsb | (kog 18005, 18009, 18042) n YposeHb
(kog 18007,18010, 18043).
Kaxpgas nabopatopus [O/MKHa BblpaboTaTb COOGCTBEHHYIO CXeMy
BHYTPEHHEr0 KOHTPONA KayecTBa M Npouedypbl AN KOPPeKLmu

BioSystems

[JefcTBWiA B Clyyae, eC/iM KOHTPO/Ib KauecTBa He YK/afblBaeTcs B
npvemMneMble AManasoHbl.

METPOJIOTMYECKUE XAPAKTEPNCTUKW AHAJTN3A
MeTponormyeckme XxapakTepucTKY, ONMCaHHbIE HIDKE, NMOYyYeHbl B
COOTBETCTBMM C  METOAMYECKMM  PYKOBOACTBOM  WHCTWUTYyTa
KMMHUYECKMX U NabopaTopHbix cTaHaapToB (CLSI).

- Mpegen o6HapyxeHus: 0,09 mr/gn * 1,60 MKMOsb/N.
« Mpegen nuHeitHocT: 15 Mr/gn = 256 MKMonb/N.

Cp, KOHUEeHTpaumsa CxopnmocTb, CV Bocnpon3soaMMocTb,
cv
0.606 mr/gn» 10.4 4,3% 5.3%
MKMONb/N
1.66 Mr/gn S 26.8 MKMOnb/N 2.0% 29 %

[JocToBepHOCTb:  PesynbTarthl, MOMyYeHHble C  JaHHLIMU
peareHTamu, He MOKasblBany 3HAYUTENbHLIX OTAMYKUIA NpK
CpaBHEHWWM C pe3ynbTaTtamu, MOMYYEHHbIMU C  ApPYTAMU
peareHTamu.  [leTann  CpaBHUTENbHbLIX  3KCMEPUMEHTOB
[OCTYMHbI N0 TPE6OBAHNIO.

WHTepthepeHuus: remonus (remornobuH go 25 wmr/gn) wn
nvnemua  (Tpuravuepugsl go 1300 mr/gn) He BAMAKOT Ha
pe3ynbTar. lNpoune BeLlecTBa W IEKapCTBa MOMYT UCKaXaTb
pe3yrnbTatbi®.

MHorga HeckonbKo 60nee BbICOKME 3HAYeHWs NS NpsMoro
6unmMpybrHa, uyem ana obuwero 6GunupybuHa, MoryT ObiTb
nosiyyeHsl B o06pasyax, B KOTOpbIX 06Wue u npsmMble
KOHLLEHTpaLMmn 6UAnpybuHa cXoxm.

OrPAHNYEHWNA NCIMOB30OBAHWA
HafiexkHble 1 BOCNPOW3BOAMMbBIE pesynibTaThl 6YirT MoMyyeHsl,
ecnM npouegypa OCYLECTBAAETCA C  MOMAHbIM  MOHUMaHVeM
NPUNOXEHHON WHCTPYKUMW U C COGMIOfEHVEM  Hag/exallei
NabopaTopHOI npakTWKW. J1toboe HenmpaBwibHOE 06palleHne ¢
obpasLiamn nam MoaudMKaLMa JaHHOro TecTa MOTYT MOBAUSATL Ha
pes3ynbTarthbl.

TPAHCMOPTUPOBKA N XPAHEHWE
TpaHCNOPTUPOBKa;
V3genve TpaHCMOPTMPYHOT BCEMW BMAAMMW TPaHCMOPTa B KPbITbIX
TPaHCMOPTHbIX CPeAcTBax B COOTBETCTBMM MpaBuiaMy NepeBO3KM
rpy30B, fAeVCTBYIOLLMMI Ha KKAOM BUAe TpaHCMopTa.
Temnepatypa: 2 ®C- 10@C
3amopaxxmsaHue He [OMYCKaeTCA.
OTHocuTenbHas BnaxHocTb: 10% -85 %
M3genve  [OMKHO XpaHUTbCA Ha CKnagax MocTaslimkKa W
notpebuTens B COOTBETCTBUM C YKa3aHUAMM PYKOBOACTBA MO
3Kcnnyarauum U3roToBuUTeNs.
Mpy  HapylieHWM TeMMepaTypHOro  pexumMa  XpaHeHus 1
TPaHCMOPTUPOBAHNUSA, & TaKXKe UCTEYEHUWN CPOKa XPaHeHWs n3genune
He NOANEXUT NPUMEHEHWIO.
XpaHeHune: xpaHuTs npu 2 °C- 8 °C
CpOK rofHOCTK: yKa3aH Ha ynakoBke Habopa

YTUNAN3ALUNA N YHUUTOXEHWE MEOULIMHCKOIO
N3OENNA

Mpu MCNO/b30BaHUN B MELULMHCKMX  YUpexaeHnsx

yTunmsmpoeatb no knaccy A wam b (CanluH 2.1.3684-21

"CaH1TapHO-3NMAeMMnonoruyeckne TpeboBaHUs K COAEPXKaHuio

TEPPUTOPUIA TOPOACKMX W CENbCKUX MOCENeHUA, K BOAHbIM
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DVI VIHCTpYKUMS NoNb3oBaTens

06beKTaM, MUTLEBO BOfe W MUTLEBOMY BOAOCHAGXKEHW!HO,
aTMoC(hepHOMY ~ BO34yXY, MOYBAaM, D >KWMbIM  MOMELLEHAM,
3KcnayaTaumy MpPoM3BOACTBEHHBIX, O6LLECTBEHHBLIX MOMELLEHWIA,
OpraHu3auum 1 NpoBeJeHN0 CaHUTapHO- NPOTUBO3MMAEMUYECKUX
(npothunakTnyecknx)  meponpuaTuiA).  YTunmszaums  usgenums
[JOMKHA MPOW3BOAMTLCS B COOTBETCTBUM C  TpeboBaHWSMM
NIOKaNIbHOT 0, PErMOHANILHOTO U HALMOHANBHOTO 3aKOHOAATE/NbCTBA.

OTBETCTBEHHOCTb N TAPAHTUIN
Jltoboe M3meHeHue Habopa w/uam 06MeH UM 3amMeHa Kaknx*nmbo
KOMMOHEHTOB pasHbIX MapTuii U3 04HOr0 Habopa Ha ApYroi MoxeT
HeraTMBHO  CKa3aTbCA  Ha  OXWAaeMblX  pesy/rbratax W
060CHOBAHHOCTW aHaM3a B LEIoM. B cryyae Takux M3MeHeHWi
Hvnn  3ameH nwb6oe  Tpe6oBaHMEe O  3aMeHe  Habopa
HefenCTBATENBHO.
MpeTeH3WKn, NOAaHHbIE B CBA3W C HEBEPHON WHTepnpeTaumeit
pesynbTaToB aHanM3a KAWEHTOM, Takke HefelCTBUTENbHbI.
HecmoTps Ha 3TO, B Clyyae  KakvX*nmMbo  MpeTeH3uid,
OTBETCTBEHHOCTb  MPOWU3BOAUTENA  He  [O/DKHA  MNpPEeBbIWATb
CTOMMOCTb  Habopa. Bpef, NPUYMHEHHbIA  Habopy  mpu
TPaHCNOPTMPOBKE, He MOA/IEXMNT OTBETCTBEHHOCTM MPOU3BOANTENS.
lapaHTUn npoussoguTena «BioSystems S.A.» pacnpocTpaHAOTCA
Ha TO, YTO HaCTOALUMIA NPOAYKT COOTBETCTBYET CreuupuKaLmam,
33AB/1IEHHbIM Ha 3TUKETKE, HO TO/IbKO MpPW YCI0BUW UCMO/Nb30BaHNA
npoayKTa KBaIM(ULMPOBAHHBIM MEPCOHAIOM B COOTBETCTBUW C
YKa3aHUAMU, U3NOXKEHHbIMW  HA  3TUKETKE, W  NPUMEHEHUS
MaTepuasioB [0 WCTEYEHWSt CPOKa FOAHOCTW, YKa3aHHOro Ha
ITUKETKE.
YNONHOMOUYEHHbI NpeacTaBnTens npoussogutens OO0 <M
KoHcanTuHr n Pa3sutue», Mocksa, ApocnascKoe Lwocce, . 6,
Kopn. 2 oth. 26

TEKYWWN PEMOHT
He TpebyeTcs

TEXHVWYECKOE OBCNYXWVBAHUE
He TpebyeTcs

MOTEHUWANBH bl MOTPEEUTE/b
MpodeccroHabHbI NoNb30BaTeNb

MH®OPMALNA O LAY B MEANLLLLICKOM
MN3NENNN NEKAPCTBEHHOIO CPEACTBA
He cogepxut

MOKA3AHUNA K MPUMEHEHWNIO
He npvmeHnmo

MPOTUBOMOKA3AHNA K MPUMEHEHWIO
He npvmeHnmo

CTEPUNBbHOCTb
MocTaBnsieTcs B HecTepunbHOM Bufe. CTePUIbHOCTL He TpeGyeTcs

NMH®OPMALNA O BOSMOXHOCTW MOBTOPHOIO
MPUMEHEHNA
He nogneXuT NoBTOPHOMY NPUMEHEHMIO

MEPEYEHb CTAHOAPTOB, KOTOPOMY
COOTBETCTBYET MEAMUWNHCKOE U3OENNE

BloSystems

1SO 9001, ISO 13485, FOCT P 51088-2013, FTOCT P LCO 15223-
1-2014.

MPON3BOAUNTENDb N AAPEC MPOM3BOACTBA
BioSystems S.A.,08030, Costa Brava, 30, Barcelona, Spain
(BnoCuctemc C.A., 08030 yn. Kocta BpaBa, 30, BapcenoHa,
VcnaHums)

MCMNONIb3YEMbIE CUMBO/1bl, MAPKPOBKA
Cumson OnpepeneHue

O6paTUTECh K MHCTPYKLMW MO NMPUMEHEHMIO

[ 1a
Im:l Homep no Katasory

I\D MeguumMHCKOe n3genvie 418 AUarHOCTUKK in vitro

ILOI-I Kop napTumn

C € 3HaK eBpoMelickoro CoOTBETCTBYS

X TemnepaTypHbilii AranasoH

I/I Mcnonb3oBats f0...
MI [MponssoguTens

OnacHocTb
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/TlepeBof, C aHrIMIACKOro U UCNAaHCKOT0 A3bIKOB Ha PYCCKMNIA A3bIK/
/C1p.1/

SKCK/H03MBHas GyMara A/t HoTapuasibHbIX JOKYMEHTOB

04/2020 "OCyaapCTBEHHbIA LITaMM Mapka 0,15 eBpo FL0587852

/Mevats/: AHTOHO POCCE/1IbO MECTPE * Hotapuyc - BapcenoHa

[TekcT no BepTvKanu cnesa:

3aperucTpuposaHo B Toprosom peecTpe bapcenoHsl, ToMm 4.538, nnucT 127, cTpaHuya 48.411,
KHura 3.864, Pasgen 2° MHH: A08678823]

/MeyaTb: BuoCucremc* Kocta-bpasa,30 *08030 bapcenoHa/
/MeyaTb: BuoCucrtemc* Kocta-bpasa,30 *08030 bapcenoHa/

BUOCUNCTEMC, C.A. OThen HopMaTUBHO-MPABOBOIO PeryMpoBaHnA
KocTa-bpasa, 30, BIOSYSTEMS S.A.
08030 BAPCEJ/IOHA

lloT)ez@biosvstems.es
Ten. +34 933 11 00 00 BapcenoHa, 20 Hos6ps 2020 roga

/3Hak cepTudmkaumu/; THOD PeitHnaHg * www.tuv.com * VigeHTUhKauMoHHbIA Homep: 0091006696

CepTudMLMPOBaHHas CUCTEMA MEHEKMEHTA
ENISO 9001
ENISO 1348

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

3AABNEHNE: AHTOHWMO POCCEJ/IbO MECTPE, Hotapmyc OduumansHOW Konnernm
KaTtanoHuu, npoXxusaroLmii B bapcenoHe,

YOAOCTOBEPAKD: YTo HacTosillee CBUAETENLCTBO SBMSETCS TOYHOW KOMWEN opurMHana
[JOKYMEHTA, KOTOPbIA Obln MHe npefbsiBneH. B noaTBepXKaeHWe 4Yero A BblUald HACTOSLLMIA
[OKYMEHT.

BapcenoHa, ABaaLaTh TPETLErO HOSABPS [BE ThICAYM ABAALLATOrO roja.

ATOT AOKYMEHT hnrypupyeT B peecTpoBoin kHure nog Ne 1433/2020, pasgen BTOPOIA.

/Mopanuck/

/HoTapuarnbHas Hakneiika/: TEHEPA/IbHBLIA COBET HOTAPVATA VCMAHUA « HOTAPUAT
EBPOIbI * JOBEPVE MNMPEBBILLE BCEIO * 0254812948

[/Meyatb nervtuMaLmii n neranmsaumia/: 0,15 espo * HotapuansHas konnervst KatanoHum * A092 /

/Mevars/: AHTOHWO POCCEJ1bO MECTPE * Hotapuyc - BapcenoHa

[NocneaHaa cTpaHuLa

/MeyaTb: BuoCucrTemc*KocTa-bpasa,30 *08030 bapcenoHa/
/MeyaTb: BuoCucremc* Kocta-bpasa,30 *08030 bapcenoHa/
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[NepeBog, AaHHOrO TeKCTa CAenaH MHOM, NepeBogYMKoM MaxmypoBbIM Knpnnnom PycTamoBruenm.

Poccuitckas deaepauys
"opog Mocksa
OAnHHaauaTOoro OKTA6PSA ABe ThiCAYM ABaLLA T NEPBOro roja,
1, Akumvos I'ne6 boprcosiy, HoTapuyc ropoaa MockBbl, CBALETENLCTBYHO NOLIMHHOCTb NOAMUCH
nepesoaunka Maxmyposa Kvpunia PycTamosnya.
lMoanuck caenaHa B MOEM MpUCy TCTBUN.
JInyHOCTb NoANMCaBLLErO JOKYMEHT YCTaHOB/EHA.

icmpifpoe”o ejfccmpe; M 77/09-n/77-2021- ? A
b6ekpuifLLichomapuanbHoro aericTams: 400py6. 00 Kor.
6. AkumoB
yMepoBaHo

mcT(a)(oB)

HoTapuyc
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