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Intended Purpose
In vitro test for the quantitative determination of direct bilirubin
concentration in human serum and plasma on Mindray BS series chemistry
analyzers. It is intended to be used for aiding to diagnose and monitoring
hepatobiliary diseases, diagnosis and monitoring of neonatal jaundice.
Summary'3
Bilirubin is formed in the reticuloendothelial system during the degradation
of aged erythrocytes. The heme portion from hemoglobin and from other
heme-containing proteins is removed, metabolized to bilirubin. Once formed,
bilirubin is transported to the liver bound to albumin. This fraction of
bilirubin is referred to as indirect or unconjugated bilirubin. In the liver,
bilirubin is conjugated to glucuronic acid (mono- and diglucuronides) to form
conjugated bilirubin by the enzyme uridyl diphosphate glucuronyl
transferase. Conjugated bilirubin or direct bilirubin is excreted via the biliary
system into the intestine, where it is metabolized by bacteria to a group of
products known collectively as stercobilinogen. Elimination is almost
complete and serum levels are normally negligible.
Direct bilirubin is the sum of the conjugated fractions. Direct bilirubin
measurements are used in the diagnosis and treatment of liver, hemolytic,
hematological, and metabolic disorders, including hepatitis and gall bladder
block. Determination of both total serum bilirubin and direct bilirubin may
help in the differential diagnosis of jaundice.
Assay Principle
Diazotized Sulfanilic Acid (DSA) Method

H*, Surfactant
Bilirubin + Diazo salt =3 Azobilirubin
Direct bilirubin couples with diazo salt at an acid condition to form a red
product of azobilirubin. The absorbency increase is directly proportional to
the concentration of direct bilirubin in the sample.

Reagents Components
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R1: Sulfamic acid 110 mmol/L
Hydrochloric acid 100 g/L
R2: 2,4-dichlorobenzenediazonium1,5-naphth

alenedisulfonate hydrate 0.354 mmol/L

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
On board in use, the reagents are stable for 40 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
® Specimen types
Serum, EDTA plasma are suitable for samples.
u Preparation for Analysis
1.Use the suitable tubes or collection containers and follow the instruction of
the manufacturer; avoid effect of the materials of the tubes or other
collection containers.
2.Centrifuge samples containing precipitate before performing the assay.
3.Specimens should be tested as soon as possible after sample collection
and pre-analytical treatment.
4.Protect specimens from exposure to light.
® Sample Stability (prevent exposure to light):
1 day at 15-25°C
7 days at 2-8°C
3 months at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)* Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
Materials required but not provided
1.General laboratory materials: NaCl solution 9 g/L (saline), distilled/
deionized water.
2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.
3.Mindray BS series chemistry analyzers and General laboratory equipment.
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Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 546/700 nm
Reaction direction Increase
R1 160 pL
Sample or Calibrator 16 pL
Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:
R2 40 pL

Mix thoroughly, incubate at 37°C for 5 min, then read the absorbance A2,
Then calculate AA=(A2-Al)
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray calibrator (Multi Sera Calibrator:
105-001144-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray Multi Sera Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 40 days on BS-800 chemistry
analyzers. The calibration stability may vary on different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
« As changed reagent lot.
« As required following quality control procedures or out of control.
« As executes specific maintenance or troubleshooting procedure of
chemistry analyzers.
3.The calibrator values are lot-specific with the matched models listed in the
value sheet.
Quality control
1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.
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2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.
3.Each laboratory should establish its own internal quality control scheme
and procedures for corrective action if control doesn‘t recover within the
acceptable tolerances.
Calculation
AA=(A2-A1) sample or calibrator.
C sample = (AA sample/AA calibrator) xC calibrator.
The BS series chemistry analyzer detects the change of absorbance(AA) and
calculates the Direct Bilirubin concentration of each sample automatically
after calibration.
Conversion factor: mg/dL x 17.1=pmol/L.
Dilution
If the value of sample exceeds 260 pmol/L, the sample should be diluted
with 9 g/L NaCl solution (saline) (e.g. 1+3) and rerun; the result should be
multiplied by 4.
Expected values®
Sample Type Units
Serum / Plasma < 5.13 pymol/L (< 0.3 mg/dL)
The expected value is provided from reference, and Mindray has verified it
by 162 samples of people from China.
Each laboratory should establish its own reference intervals based upon its
particular locale and population characteristics since expected values may
vary with geography, race, sex and age.
Performance Characteristics
® Analytical Sensitivity
The Bilirubin Direct Kit has an analytical sensitivity of 1 pmol/L on BS-800.
Analytical sensitivity is defined as the lowest concentration of analyte that
can be distinguished from a sample that contains no analyte. It is calculated
as the value lying 3 standard deviations above that of the mean from 20
replicates of an analyte-free sample.
® Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum / Plasma 1-260 pmol/L
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A high concentration sample (approximately 260 pmol/L) is mixed with a low
concentration sample (< 1 pmol/L) at different ratios, generating a series of
dilutions. The Direct Bilirubin concentration of each dilution is determined
using Mindray System, the linearity range is demonstrated with the
correlation coefficient r > 0.9900. The reportable range is 1-1040 pmol/L.
m Precision

Precision was determined by following CLSI Approved Guideline EP05-A35,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-800 are summarized below*.

. Repeatability Within-Lab
Specimen Type Mean sD )

N=80 mol/L o o

( ) (umol/L) @moi/ty V% (umoiry V%
Control Level 1 13.08 0.10 0.75 0.24 1.84
Control Level 2 59.04 0.45 0.77 1.08 1.83

*Representative data, results in different instruments, laboratories may vary.

B Analytical Specificity

The samples with different concentration interfering substance were
prepared by addition of interferent to human serum pools, and recovers are
within £ 10% of the corresponding control value to be considered as no
significant interference.

No significant interference was observed when the following substances
were tested for interference with this methodology. The data of interference
studies on BS-800 are summarized below *.

Interfering Interferent Analyte Relative
Substance Concentration Concentration Deviation
Ascorbic acid 30 mg/dL 45,38 pmol/L -1.10%

*Representative data, results in different instruments, laboratories may vary.

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results®.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A37. The Mindray System (Mindray BS-2000/Mindray Bil-D Reagent)
(y) was compared with comparison system (Roche cobas c¢701/Roche Bil-D
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below*:

Regression Fit Correlation Sample Concentration
9 Coefficient (r) (N) Range (pmol/L)
y=0.9523x+2.8688 0.9982 102 1.31-245.93

*Representative data, results in different instruments, laboratories may vary.
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Result interpretation
The results could be affected by drugs, disease, or endogenous
substances®8. When the reaction curve is abnormal, it is recommended to
retest and check the result.
Warmngs and precaution

. Forin vitro diagnostic use only. For laboratory professional use.

Z. Please take the necessary precautions for handling all laboratory
reagents.
3. Please confirm the integrity of the package before use. Do not use the

kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results can't be assured when stored at
inappropriate condition.

. If unintentionally opened before used, store the reagents tightly capped
at 2-8°C and protected from light, and the stability is equally to in-use
stability.

. Do not mix reagents with different lots and bottles.

Do not use the reagents beyond the expiration date and the in-use date.
Do not mix fresh reagents with in-use reagents.
Avoid the formation of foam.

. Instability or deterioration should be suspected if there are visible signs
of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.

. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

. Do not swallow. Avoid contact with skin and mucous membranes.

. When the reagents accidentally enter the eyes and mouth, or contact
with the skin, immediately wash with plenty of water. If necessary, visit
the doctor for further medical treatment.

10.Safety data sheet is available for professional user on request.

11.Disposal of all waste material should be in accordance with local

guidelines.

12.All human material should be considered potentially infectious.

13.All identified risks have been reduced as far as possible without adversely

affecting the benefit-risk ratio, and the overall residual risk is acceptable.
14.Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
15.This kit contains components classified as follows in accordance with the
Regulation (EC) No 1272/2008:

IN

o]

o

~

© ©
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Danger
H314 | Causes severe skin burns and eye damage.
Prevention:
P260 Do not breathe mist/vapours/spray.
Wash all exposed external body areas thoroughly after
P264 "
handling.
Wear protective gloves, protective clothing, eye
P280 N N
protection and face protection.
Response:
11(21;1')330 IF SWALLOWED: Rinse mouth. Do NOT induce vomiting.
P303+P361 IF ON SKIN (or hair): Take off immediately all
+P353 contaminated clothing. Rinse skin with water/shower.
P305+P351 IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy
+P338
to do. Continue rinsing.
Immediately call a POISON CENTER/doctor/physician/
P310 " N
first aider
P363 Wash contaminated clothing before reuse.
P304+P340 IF INHALED: Remove person to fresh air and keep
comfortable for breathing.
Disposal:
Dispose of contents/container to authorised hazardous
P501 or special waste collection point in accordance with any
local regulation.
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Graphical symbols

Ce. [l 2

In Vitro Diagnostic Unique device European ConsultInstructions ~ Use-by
medical device identifier Conformity For use date

EC [REP| [LOT] J’ u

Authorized representative in

Temperature Catalogue

Batch Cod:
atch Code Manufacturer number

the European Community limit

Az
~d4i-
AN
a
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ansa onp py C €
npsimoro, DSA meton 0123
op ans oop
N2 kar. Pasmep ynakoBku
105-000851-00 R1: 4x20 mn + R2: 1x20 mn
105-000890-00 R1: 4x32 mn + R2: 4x8 mn
105-001626-00 R1: 4x48 mn + R2: 4x12 mn

LieneBoe Ha3HaueHne

AHanus in vitro Ans KONMYECTBEHHOTO ONpeAeneHNs KOHLEHTPaUWM NpsMoro
6unupybnHa B CbIBOPOTKE M MiasMe 4YenoBeka Ha  XWMUYeCcKux
aHanusartopax Mindray cepum BS. OH npeaHasHayeH Ans nomowu B
[MarHoOCTMKe U MOHWTOpUMHre 3aboneBaHWii MeYeHU U KeNuHbIX MyTeil,
ZIMarHOCTMKE 1 MOHWUTOPUHIE XKENTYXN HOBOPOX/IEHHBIX.

KpaTtkas cnpaska'"

BunupybuH ofpasyetcs B PeTUKYNO3HAOTENManbHOW cucTeMe npu
paspyLeHnn CTapblX 3pUTPOLLMTOB. YacTb rema OT reMornobuHa u Apyrux
reM-cozepxalimx 6enkos yaansetcs v metabonmsupyetcs B 6UnUpy6uH.
Mocne o6pasosaHms 6MIMPY6MH TPAHCMIOPTUPYETCS B NeYeHb B KOMM/IEKCe C
anbbyMMHOM. 3Ta dpakumna 6unmpybuHa HasbiBaeTCs HeMnpsiMbiM - UK
HEKOHBIOMMPOBAHHBIM 6UIMPY6UHOM. B neueHn 6UnMpy6uH Cesi3biBaeTcs C
F/IIOKYPOHOBOW KWCNOTOW (MOHO- WM AWIMIOKYPOHMAbI) C o6pasoBaHueM
KOHBIOTMPOBAHHOTO 6unupy6uHa npu noMoum epmenTa
ypuanHANDOChaTINIOKYpOHUNTPpaHcdeppasbl.  KOHBIOrMPOBaHHbIA — unn
npsaMoit 6UNNPY6MH BblaensieTcs yepes 6UNnapHy CUCTEMY B KULLEYHUK,
rae Metabonusupyetcs 6akTepusiMM B PNy COEAMHEHW, KOTOPYIO
Ha3blBAIOT CTEPKOBWINHOreH. BbIBOAUTCS MPaKTUYECKW MOMHOCTbIO, W
CbIBOPOTOUHAS KOHUEHTPALMS B HOPME HUUYTOXHO Mana.

MpsiMoit  BUNUPYBUH  SBNSIETCA CYMMOI  KOHBIOMMPOBAHHbLIX (DpaKumid.
V3MepeHme ypoBHS NPsiMOro 61IMpy61Ha NCMONb3YETCS NPY ANArHOCTUKE 1
NeyeHnM 3a60NeBaHWii MEYEHM, FEMOMIUTUYECKMX M FeMaToNorMieckux
3a6o. i, Hapy n me Ma, BKIOYas renatuT U 3aKynopky
KEYHbIX MPOTOKOB. OnpeaeneHue obiero 6uIMpy6uUHa CbiIBOPOTKM U
npaMoro 6unnpy6uHa ucnonb3ayetcs npu aAnddepeHLnanbHOR AMarHocTuke
renatura.
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MpuHuMn ananusa
Peakuus ¢ AMasoTMPOBaHHOM cynbhaMnHoBoi kucnotoit (DSA)

H*, Surfactant
Bunupy6uH + conb AnasocoeanHerus ﬁAsoﬁwnwpyﬁwH
Mpsmoit 6MNMpy6UH CBA3LIBAETCA C CONbIO AMa30HWS B KWCIOW cpeae,
o6pasys OKpalleHHbIi B KpacHblii LBET as306unupybuH. Ysenuuexue
NOrNOLEHNs NPSIMO NPOMOPLMOHA/LHO KOHLLEHTPALMM NPpsMOro 6unnpy6uHa
B npobe.

PeareHTbl u Tbl
R1: CynbdamnHoBas KucaoTta 110 mmonb/n
ConsHas kncnoTa 100 r/n
R2: 2,4-pnxnopbeHsonanasoHuii-1,5-

0,354 mmonb/n
HadTanuHancynbhoHaT ruapat

XpaHeHue u cTabunbHOCTb

Mcnonb30BaTk 10 MCTEUEHMS CPOKa MOZIHOCTH, YKa3aHHOTO Ha STUKETKe, Npu
XpaHeHun B HepacneyaTaHHOM Buae npu 2-8°C B 3alMLIEHHOM OT cBeTa
mecTe.

Mpn WCronb3oBaHMM B aHanWsaTope peareHTbl CTabuibHbI B TeyeHue
40 CyTOK NPy XpaHeHUM B OXNXACHHOM COCTOSIHUM Ha aHanusatope.
Heo6xoanmo nsberaTb 3arpsasHeHmns.

He 3aMopaxwBaiiTe peareHT.

OT60p 1 noaroToBka o6pasuos

® Tunbl o6pasuoB

B kayecTBe Npo6 MOXHO MCMONb30BaTh CbIBOPOTKY UK nnasmy ¢ SATA.

m MoaroToBKa nepea aHaM3oM

1.Heo6x0AMMO MCMONb30BaTL NOAXOASLUNE NPOGUPKN WM KOHTEHepb! Ans
c6opa npo6 ¥ CneaoBaTb MHCTPYKUMSIM UM3roToBWTeNs; WusGeratb
BO3/€CTBMA MaTepuanos NPo6bMPOK MK APYr1X KOHTeliHepoB Ans cbopa
npo6.

2.Mpo6bl, coaepxalume 0canok, Nepes nposeaeHUeM aHannsa HeobxoauMo
UeHTpUdyrmposaTs.

3.06pasubl nocne cbopa W npeaBapuTenbHOi 06paboTku  cneayeT
npoaHann3MpoBaTh Kak MOXHO CKOpee.

4.3awmwaiite o6pasubl OT BO3AENCTBUA CBETA.
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® CtabunbHOCTb Npo6bl (NpeaoTBpallaiiTe BO3AeNCTBYE CBeTa):
1 feHb npu 15-25°C
7 nHeit npu 2-8°C
3 mecsiua npwm (-25)-(-15)°C
Ansi Gonee ANUTENBHOTO XpaHeHUsi Npobbl HEOGXOAMMO 3aMOPO3UTL NP
TemnepaType (-20°C)%. TpeboBaHus Kk CTabunbHOCTM 06pasuoB 6biin
YCTaHOB/IEHbI W3rOTOBUTENEM W/WAM OCHOBaHbI Ha 3TasoHax, Kaxaas
nabopatopusi [0fKHA yCTaHaBNMBaTb CBOM COGCTBEHHblE —KpUTEpUN
cTabunbHOCTM 06pasLoB.
MoaroToBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
BbINONHSATE NNaHOBOE TeXHMYECKOe OBCIyXMBaHME U  CTaHAapTHbe
onepauuy, BKIloYasi KaJIMBPOBKY U @aHasu3 CUCTEMbI, YTOGbI rapaHTMPOBaTh
paboToCcnoco6HOCTb aHaNUTUYECKOI CUCTEMbI.
Heo6xoanMble MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bluHble nabopaTopHble MaTepuansl: Pactsop NaCl B KOHUeHTpauuu
9 r/n (dpnsmnonornyeckwnii pacTsop), AMCTUNINPOBaHHas/AeNOHU30BaHHas
BoAa.
2.Kanubpatop M KOHTposb: O3HaKOMbTeCb C Pa3AenoM MHCTPYKUMM Mo
NpUMEHeHNIo peareHToB «Kanubposka W KOHTPOsb KauecTsax.
3.Xumnyeckne aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaoBaHue o6LEero HasHayYeHNs.
MeroanKka KONMYECTBEHHOrO aHanusa
XnMuyeckue aHanmsatopbl

MapameTpbl BS-800
Tun aHanusa MeToA KOHEUHOMN TOYKM
AnnHa BoNHbI 546/700 HM
(nepBUYHas/BTOpUYHASN)
HanpasneHue peakuun Ysenuuerue
R1 160 mkn
Mpo6a wnu kanubpatop 16 Mkn

CMeluaiiTe, UHKY6UpYiTe npu 37°C B TeyeHune 5 MUH, onpeaenute
nornoweHune Al, 3atemM gob6aBbTe:
R2 40 mkn
TwaTenbHo nepemellaiiTe, MHKYGUpyiiTe npu 37°C B TeueHne 5 MUH,
3aTeM onpejenuTe nornoweHve A2,
3ateM paccuuTainTe AA=(A2-Al)
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MapameTpbl MOryT OTNMYATLCS Ha PasHbIX XUMUYECKMX aHannusatopax, npu
HEO6X0ANMOCTM WX  MOXHO MPOMOPLMOHANBHO  KOPPeKTMpPOBaTh.  [inst
XUMUYecKknx aHanusaTtopos Mindray cepuu BS napametpbl Ans peareHToB
npeaocTasnsoTca  no  3anmpocy. OBpatuTeck K COOTBETCTBYiOLIEMY
PYKOBOACTBY NO 3KCM/lyaTauuu 3TUX aHanu3aTopos.

Kanu6poBka

.PekomeHayeTcs  mcnonb3osaTh kanubpatop Mindray (CblBOPOTOUHBIN
mynbTUkanubpaTop: 105-001144-00 nnm apyrue noaxoAsive Kanmbpartopsl) n
9 r/n NaCl (dpu3pacTsop) Ans ABYXTOUEYHO kannbposku. MHdopmaumio o
npocnexunsaemocTn CblBOPOTOYHOrO MynbTukanubpatopa Mindray cM. B
MHCTPYKLMM NO MCMO/b30BaHMio kannbpatopa komnaHuu Mindray.
2.YacToTta kann6posku

Kanubposka xuMuueckux aHanusatopoe BS-800 ctabunbHa B TeueHue

npubnusnutensHo 40 cyTok. [ns pasHbIX NpuGopoB CTabUNbHOCTHL

KanubpoBKM  MOXET OTNMYaTbCs; Kaxaoi nabopatopuu cneayeT

YCTaHOBUTL YacToTy Kanubposku B NapameTpax Npu6opa B COOTBETCTBUN

CO CBOMM PEXWMOM UCTO/b30BaHMS.

MoxeT noHagobuTbCs NoBTOpHas KkanubpoBka NP  BO3HMKHOBEHUM

cneayiowmx 06CToATeNbCTE:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHuWIo CoBntoAaeMbIX MPOUEAYP KOHTPOns KadyecTsa
UMM MPW  BbIXOAE 3HAYEHMIT ANA  KOHTPOMbHOrO ~MaTepuana 3a
AonyCTUMble npeaensl.

« [py BBINONHEHMM KOHKPETHOM MPOLIEAYPbI MO TEXHUYECKOMY 06CTYXMBaHMIO
UMW YCTPAHEHMNIO HEeNCrpPaBHOCTY GMOXMMUYECKUX aHaNN3aTopos.

3.3HadyeHns Ans kanubpaTopa 3aBUCST OT MapTUM C COOTBETCTBYIOLUMMM

MOAENAMM, YKa3aHHbIMW B Tabnnue 3HaueHuii.

KoHTponb kavectBa
1.PekoMeHAyeTCs UCMO/Ib30BaTh KOHTPOSIbHbIA MaTepuan Mindray (KnuHuko-

XUMUYECKMUIA  MYyNbTUKOHTPONb: 105-009119-00, 105-009120-00 wunwu

ApYroii  MOAXOASIWMIA  KOHMTPONbHbIA  MaTepuan) [ANs  MpoOBepKU

3heKTUBHOCTY NPOLieayPbl U3MEPEHIst; AOMOSHUTENBHO MOXHO MCMONb30BaTL

ApYrvie MoAXOASILME KOHTPONbHbIE MaTepuansl.

2.PeKoMeHAYyeTCA UCMob30BaTh ABA YPOBHA KOHTPO/bHbIX MaTepuanos ans
aHanMsa kaxaoi napTum npo6. Kpome TOro, KOHTPOSbHbIA MaTepuan

CneayeT aHanM3MpoBaTh AN KaXAo HOBOM KanubpoBKY, KaXAoro HOBOrO

KapTpuaXa C peareHTaMu W MOCAe OMpeaeneHHoro TeXHUYEeCKoro

06C/YXMBaHNSA UMW YCTPAHEHUS HEUCTIPABHOCTeN, kak NoApo6HO onncaHo

B COOTBETCTBYIOUIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

-
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3.B kaxpoit nabopatopuu cnefyeT YCTaHOBUTb COGCTBEHHYK Cxemy
KOHTPO/IS KaYecTBa 1 NOPSI0K BbIMOHEHNSI KOPPEKTUPYIOWIMX AeCTBIN,
€CN KOHTPO/bHblE MaTepuanbl He BOCCTaHaBNMBAIOTCS B npeaenax
[I0MYCTUMBIX OTK/IOHEHNIA.

Pacuer

AA=(A2-A1) obpasua nnun kanmbpatopa.

Mpo6a C = (AA npo6bl/AA kanubpaTopa) x kanubpatop C

Xvumnyecknii aHanusaTtop cepum BS ong nor.

(AA) v aBTOMaTUYECKM PaCCYUTLIBAET KOHLIEHTPALMIO NpsMOro 6unmpybuHa

AN Kaxaou npobbl nocne KanmbposKu.

KoaddurumeHT nepecyeta: mr/an x 17.1 = MKMonb/n.

Passenexune

Ecnu 3HaueHue npobbl npesbiwaer 260 MKMoOnb/n, npoby Heo6XxoAWMO

passectv pactBopoM NaCl B koHUeHTpauum 9 r/n (cbuspactsop) (Hanpumep,

1+43) 1 NOBTOPUTL @HaNM3; MONYYeHHbI! PE3yNbTaT CieAyeT YMHOXMTb Ha 4.

n 3

Twun npo6bi

CbiBopoTka/Mnasma < 5,13 mkmonb/n (< 0,3 mr/an)
MNpeanonaraemoe 3Ha4YeHue NOJTy4eHO Ha 0CHOBe pedpepeHCHoro 06pasuia, 1
KoMnaHus Mindray noATBepAWNa 3T0 3HaYeHMe C UCroNb30BaHNeM 162 Npo6,
B3ATbIX Y NioAel B Kutae.
Kaxaasi nabopatopusi A0MKHA YCTaHOBUTL CBOM COBCTBEHHbIE pedepeHcHble
VHTEPBa/ibl B 3aBUCMMOCTM OT €e KOHKDETHOTO PacriofiokXeHus u
NOMY/SAUMOHHBIX XapaKTePUCTMK, MOCKOMbKY MpeanoiaraeMble 3HaueHus
MOTYT OT/IMYATLCS B 3aBUCMMOCTM OT reorpadui, pacel, nona v Bo3pacra.
Pa6oune xapaKTepucTukm
B AHanMTUuYecKas YyBCTBUTE/IbHOCTL

AHanuTMyeckas YyBCTBUTENLHOCTb Habopa ANns onpeseneHus 6unupybuHa
npsiMoro Ha aHanmsatope BS-800 cocTtaBnsieT 1 MKMONb/N. AHanuTUYeckas
UYBCTBMTENLHOCTL ONPeAENsSeTCA Kak HaMMEeHbILAs KOHLEHTPaLmUs aHanuTa,
No KOTOPOWM MOXHO OTNMUNTL 06pasell, He coaepXaluunit 3TOT aHanuT. OHa
paccuuTbiBaeTCs  Kak 3HaueHue, Ha 3  CTaHAAPTHbIX  OTK/OHEHMs
np cpeaHee , NOlyYeHHOe 13 20 NOBTOPHbIX aHaNM30B
npo6bl, He coAepXaluero aHaaM3MpyemMoro BeulecTsa.

B [lnanasoH usMepeHni

Cuctembl Mindray cepumn BS o6ecneuvsatoT cneayiowmin nanasoH
NHerRHoCTM:
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Tun npo6bl EAvHMUBI u3MepeHus

CbiBopoTka/lMnasma 1-260 mMkmMonb/n

CwmewwaiiTe npoby C BbICOKOWM KOHLEHTpauvei (NpubnusutensHo 260 MKMONb/N)
Cc npo6oii C HW3KOM KOHUEHTpauweit (< 1 MKMONb/N) B pasHbIX
COOTHOLWEHWSAX NS MOJTyHeHUsi Cepun passeaeHuii. KoHueHTpaums npsmoro
6MnnpybrHa KaXKAoro pasBefieHWs OnpefenseTcs C MOMOLbIO CUCTEMbl
Mindray, AvanasoH NMHENHOCTM [AEMOHCTpUpyeTcsi C  KO3(hdULMEeHTOM
koppensumu r = 0,9900. Pernctpupyemsiii AnanasoH cocTasnseT 1-1040
MKMONb/N.

B [peunsnoHHOCTb

MPeLmn3noHHOCTb OonpeAensnacs C MOMOWbIO CeAyioLWero 0A06peHHoro
CLSI pykoBoacTBa EP05-A35, kaxaas npoba aHanuanposanach no 2 pasa 3a
0AHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyToK. [laHHble
NPELM3MOHHOCTU KOHTPO/IbHbIX MaTepuanos Ha BS-800 npuseaeHs! Himke*.

Y

Twun o6pasuos CpeaHee

(N=80) (Mkmonb/n) SD CV % SD CV %
(Mkmonb/n) (MkMonb/n)
KormponbHbii 43 og 010 075 024 1,84
ypoBeHb 1
KorTponbHbil 54 04 045 077 1,08 1,83
YPOBEHb 2

*PenpeseHTaTuBHbIE AaHHbIE, Pe3yNbTatbl, MoNy4eHHble Ha PasHbIX MPUGopax u &
Pa3HblX 1a6opaTopusix MOryT OTINYATLCS.

B AHanuTuueckas cneunduyHoCTb

Mpo6bl C PasnMUHON KOHUEHTPALMEN MELaloWero BellecTsa roToBuin
nyTeM Ao6GaBfeHWs Melalouero KOMMOHEHTa K MynaM 4esnoBeuyeckoit
CbIBOPOTKY, M OTCYTCTBMEM 3HAUMMOrO MelLaloLLero BO3AECTBUS CUUTaNoCh
BOCCTaHOBNEHMe B npefenax = 10% OT COOTBETCTBYIOLIEr0 KOHTPONLHOMO
3HauEHNs!.

He Habnwoaanu 3HauMMOro MELAoWero BO3AEHCTBUS yKasaHHbIX Aanee
BEWeCTs NpU MCCIEA0BaHMUAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
METOoA0N0rMN. [laHHble MCCeA0BaHUs MELLAWMX MaTepuanos Ha BS-800
npuBeAeHbl Hike*.

K ITpaums  OTHOCMTenbHoe
BELECTBO _ KOHUEHTpaums aHanmTa
Ackop6uHosas 30 mr/an 45,38 MKMONb/N -1,10 %
KucnoTa

*Penpe3seHTaTnBHbIe AaHHbIE, Pe3ynbTaTel, MONyHYEHHbIE Ha PasHblX Mpuéopax u B
Pa3HbIX 1a6OPATOPHSIX MOTYT OTANYATBCS.
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B oueHb peakmMx cnyyasx ramMMmMonaTtus, B 4acTHOCTM Tun IgM, Moxer
NPUBECTM K HEHAIXHBIM pe3yNbTaTam®,

m CpaBHeHWe MeToA0B

ViccnenosaHyst KOPPENsILMM BbIMOHSIIMCE C UCMO/b30BaHNEM 006PeHHOro
CLSI pykoBoactBa EP09-A37. Cucrtema Mindray (aHanusatop Mindray
BS-2000/pearent Mindray Bil-D) (y) 6bina conocraBneHa c cucTemon
cpaBHeHus (aHanusatop Roche cobas c701/pearent Roche Bil-D) (x) c
MCNO/b30BaHNEM O/MHAKOBbIX 06pasuUoB CbiBOPOTKM. CTaTucTUyeckue
AaHHble, NoJTyYeHHble JIMHEHOM perpeccueit, nokasaHbl B Tabnuue Huxe*:

K, T Avana3soH
v T vn KOHLUEHTpaumn
perpeccum koppensauuu (r) (N (MKMonb/n)
y=0,9523x+2,8688 0,9982 102 1,31-245,93

*PenipeseHTaTuBHbIE AaHHbIE, PE3YTbTaTb!, MONYYEHHbIE Ha PasHbiX MPUGOPax U B
Pa3HbIX 1aBOPATOPUSIX MOIYT OTANYATBCS.

WHTepnpeTauusa pesynbTaToB

Ha pe3ynbTaTtbl MOTYT BNUATb NEKapCTBEHHblIE CPeACTBa, 3aboneBaHns unn
3HAoreHHble BewecTsa®®. ECiM  rpaduk  peakuwu OTK/IOHSeTCs  oT
HOPMa/IbHOTO, PEKOMEHIYETCs MPOBECTU MOBTOPHLIA aHanu3 U NPoBEpUTL
pesyneTar.

Mpepynp W Mepbl np: TOp ™

1. Tonbko ANs AMarHoCTUKY in vitro. ins npodeccroHanbHoro nabopatopHoro
NpUMEHEHNs!.

Heo6xo0anMo coboaaTh Mepbl MPeA0CTOPOXHOCTM NpK paGoTe co BCeMu
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LU€NIOCTHOCTM YNaKoBKM Nepes NCrosib3oBaHmnem Habopa. He
WCronb3yiTe Habopbl C MOBPEXAEHHOM YNakoBKOW. MckniounTe Bo3aeicTBue
Ha peareHTbl MPSIMOTO COMHEYHOrO CBETA M MX 3aMopaxwusaHue. Mpu
Heco6nioAeHNN  COOTBETCTBYIOWNX — YCNIOBMIt  XpaHeHWsi  peareHToB
no/y4eHne KOPPEKTHbIX PE3y/bTaToB aHaNn308 He rapaHTUpyeTCs.
Ecnu peareHTbl b1 HenpeaHaMepPeHHO OTKPLITbI A0 MCMONb30BaHNs,
XpaHWTe UX MI0THO 3aKPbITbIMK NpU TemnepaTtype 2-8°C 1 3allMLLEeHHbIMU
OT cBeTa. B 3TOM ciyyae MX CTabWUbHOCTE He OTAMYaeTcs OT
CTabUNLHOCTMA MPU UCTONB30BAHMN.

He ponyckaiiTe cMelWMBaHNs peareHToB U3 pasHbiX NapTuil U $hnaKkoHos.
He ncnonb3yiiTe peareHTbl NOCIe UCTEUEHUS UX CPOKE FOAHOCTU U ATkl
1CMonb30BaHNs. He fonyckaiiTe CMELINBAHUS CBEXMX PeareHToB C yxe
MCONb3YEMbIMM.

W36eraiiTe 06pasoBaHus NeHbl.

~

w

»

i
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. CneayeT 0XuaaTb MoTepto CTabUILHOCTU NN YXyALEHUE KayecTsa npu

HaNMYUN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHUS OCAAKOB MW pocTa

MUKDOOPraHM3MOB, a TakxKe €eCNi KanubpoBKa WM KOHTPO/bHbIE

onpefeneHnsi He COOTBETCTBYIOT KPUTEPUSIM, YKa3aHHbIM B NIACTKE-

BKNaablwe u/unu ans cuctembl Mindray.

HajexHoCTb  pesynbTatoB aHanusa He rapaHTMpyeTcsi B Cryyae

HECOBI0EHNSI MHCTPYKLIMIA, NPUBEAEHHbIX B IaHHOM JINCTKE-BKNaAbILLE.

. 3anpewaetca npornatbiBaT. W3beraiiTe KOHTaKTa C KOXeld w

CNMBUCTBIMK 060M10UKaMU.

Mpw cnyvaiiHoM nonaaaHny peareHTa B rnasa AWM POTOBYIO NONOCTb, @

TaKKe Ha KOXY HEMEANEHHO OBGWILHO MPOMOIATE MOPaXeHHbIe YHacTKn

60n1blWMM KONMYECTBOM BoAbI. Mpu HeobxoanMocTn obpaTuTeck K Bpady

ANSE MONYYEHUS! MEAVLIMHCKOM NOMOLLN.

10.MacnopT 6e3onacHOCT Matepuana NpeaoCTaBNseTcs MPodeccroHanbHOMy
Nonb3oBaTeNio Mo 3anpocy.

11.YTunusaumnsi Bcex OTXOAOB [OJKHA MPOM3BOAUTLCS B COOTBETCTBUM C
MECTHBIMU MpaBUIaMu.

12.Becb 4enoBeyeckwii MaTepuan CNeAyeT CYWTaTb  MOTEHUMAbHO
VNHDEKLMOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIKEHbI HACTONIbKO, HAcKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHUS HA COOTHOLIEHWE MOJb3bl M pUcKa, 1
06LWNit OCTATOYHBIN PUCK ABNAETCA NPUEMIEMBIM.

14.0 nto6oM CepbesHOM MHUMAEHTE, MpoM3OlWeAWeM B CBA3W C 3TUM
YCTPOIACTBOM, HEeO6X0AMMO cOO6LATL MPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO/ OTHOCWTCS NO/Ib30BaTeNb W/UAW NaLMUeHT.

15.370T Habop COAEPXMT KOMMOHEHTbI, Knaccuduumpyemble B COOTBETCTBUM
c PernamenToM (EC) N2 1272/2008 cneaytowmm o6pasom.

o

N

®

©

OnacHo!

H314 | BbI3bIBAET TAXKENbIE OXKOrM KOKMU U MOBPEXAEHUe rnas.

Mpodunakmnka:

P260 He BabIxaTh TyMaH/napbl/aspo3onu.

264 Mocne paBoThl TlaTeNnbHO NPOMOATE BCE MOABEPKEHHbIE
BO3/AENCTBMIO YacTu Tena.

280 Hapesalite 3awuTHble nepyaTku, 3alWWUTHYIO OAEXAY,
CpeAcTBa 3alWuThl rNas v iuua.
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Mepbl pearmpoBaHus:

P301+P330 NPV MPOTNATBLIBAHUN: MpononowwuTte poT. HE

+P331 Bbi3blBaiiTe PBOTY.

NP MONAOAHUM HA KOXY (unu Bonocel): HemeaneHHo
CHUMUTE BCIO 3arpsisHeHHyto oaexay. Mpomoiite koxy
BOAOW/NOA AylweM.

MPU MONAOAHWN B FNA3A: OCTOPOXHO MpOMblBaiiTe
P305+P351 BO/ZIO HECKONTbKO MUHYT. CHUMWUTE KOHTaKTHbIE JINH3bI,
+P338 €C/IN OHU UMEIOTCS M Nerko CHUMatoTcs. MpoaonxkaiTe
npoMbiBaHue.

HemeaneHHo obpatutech B TOKCMKOMOMMYECKNIA
P310 LIEHTP/k Bpauy/MeanuMHCKOMY paboTHUKY/
CcneLuanucTy CKopoii NoMoLmu

MocTupaiiTe 3apaxeHHyto oaexAay nepes ee MoBTOPHbIM

P303+P361
+P353

P363
MCNonb30BaHNeM.
P304+P340 NPN BOBIXAHWUW: BbiBeanTe NoCTpaaaBlIero Ha CBeXun
BO3Alyx 1 obecneybTe KOMOPTHbIE YCNIOBUS AbIXaHUS.
YTnnusaums:

YTUAUBNPYIITE COAEPKNMOE/KOHTENHED B Pa3pellieHHbIX
P501 MecTax c60pa OMacHbIX UM ChelnanbHbIX OTXOA0B B
COOTBETCTBUM C NI06bIMU MECTHBIMM NPaBUiaMm.
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