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105-004612-00 R1: 4x59 mL + R2: 2x42 mL

Intended Purpose
In vitro test for the quantitative determination of Creatinine (CREA)
concentration in human serum, plasma and urine on Mindray BS series
chemistry analyzers. It is intended to be used for aiding to diagnose and
monitoring therapeutic effect of renal diseases.
Summary®*
Creatinine is a break-down product of creatine phosphate in muscle, and is
usually produced at a fairly constant rate by the body (depending on muscle
mass). It is freely filtered by the glomeruli, and under normal conditions, it
is not re-absorbed by the tubules to any appreciable extent.
Creatinine measurements are used in the diagnosis and treatment of renal
diseases, in monitoring renal dialysis, and as a calculation basis for
measuring other urine analytes. Reduced renal function results in an
increased serum creatinine concentration. Measurement of serum creatinine
is used to diagnose and monitor acute and chronic renal disease, estimate
glomerular filtration rate (GFR), or assess the status of renal dialysis
patients. Urine creatinine analysis is used to calculate creatinine clearance,
confirm completeness of 24-hour collections, or serve as a reference
quantity for other analytes, such as in calculation of the albumin/creatinine
ratio.
Assay Principle
Sarcosine Oxidase Method
First Reaction:

CRTase
Endogenous Creatine + H0 === Sarcosine+ Urea

Sarcosine Oxidase
—_—
Endogenous Sarcosine + 02+ H O Glycin + HCHO + H202

POD
2H;0, <~ 2H.0+ Oz
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Second Reaction:

Creatininase
Creatinine + HO==———— Creatine
CRTase
. _ .
Creatine + H2O==—— Sarcosine+ Urea
Sarcosine Oxidase
Sarcosine+ O + HO =~ Glycin + HCHO + H20>

POD
2H,0; + 4-aminoantipyrine + ToosS =7 Quinonimine + 4H,0
In first reaction, endogenous creatine and sarcosine in samples are
eliminated. In second reaction, creatinine in the sample is hydrolyzed by
creatininase to creatine. Then, creatine is hydrolyzed by creatine
amidinohydrolase (CRTase) to sarcosine and urea. Sarcosine is oxidized by
sarcosine oxidase to glycine, formaldehyde (HCHO) and H»0,. Catalyzed by
peroxidase (POD), the H»0: reacts with 4-aminophenazone and TOOS to
form a quinone imine chromogen. The color intensity of the quinone imine
chromogen formed is directly proportional to the creatinine concentration in
the reaction mixture.
(TOOS: N-ethyl-N-(2-hydroxy-3-sulfopropyl)-m-toluidine sodium)

C
TAPS 99.88 mmol/L
TOOS 1.21 mmol/L
Ascorbic acid oxidase >5 KU/L
R1: Peroxidase >10 KU/L
Sarcosine Oxidase >15 KU/L
Creatine Amidinohydrolase >20 KU/L
TAPS 50.15 mmol/L
4-Aminoantipyrine 3.94 mmol/L
R2: Peroxidase > 5 KU/L
Creatininase >150 KU/L
ProClin300 0.05%

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 28 days when refrigerated on
the analyzer.
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Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
B Specimen types
Serum, lithium heparin or sodium heparin and EDTA plasma are suitable for
samples.
Urine Sample is suitable. 24-hour urine: Store cooled during collection.
Before performing the assay, urine sample should be diluted with NaCl
solution 9 g/L (saline) or distilled/deionized water (e.g. 1+9), and the result
should be multiplied by 10.
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.
m Sample Stability®
Serum/Plasma:
7 days at 15-25°C
7 days at 2-8°C
3 months at (-25)-(-15)°C
Urine:
2 days at 15-25°C
6 days at 2-8°C
6 months at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)é7. 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-2000 chemistry analyzers
Assay type Endpoint
Wavelength (Primary/Secondary) 546/700 nm
Reaction direction Increase
R1 150 pL
Sample or Calibrator 5L
Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:
R2 50 pL

Mix thoroughly, incubate at 37°C for 5 min, 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 28 days on BS-2000 chemistry
analyzers. The calibration stability may vary in 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.
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,
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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 CREA concentration of each sample automatically after
calibration.
Conversion factor: pmol/L x 0.0113 = mg/dL.
Dilution
If the value of sample exceeds 7000 pmol/L, the sample should be diluted
with 9 g/L NaCl solution (saline) (e.g. 1+9) and rerun; the result should be
multiplied by 10.
Expected values
Sample Type Units
Male: 57-97 umol/L

20-59 years
Y Female: 41-73 pmol/L
Adults®
Male: 57-111 pmol/L
60-79 years
Female: 41-81 pmol/L
28 days - < 2 years 13-33 umol/L
Serum/
Plasma 2 - < 6 years 19-44 pumol/L
6 - < 13 years 27-66 pmol/L
Children® 1 37-
13 - <16 years Male: 37-93 umol/L
Female: 33-75 umol/L
16-18 years Male: 52-101 pmol/L
Female: 39-76 umol/L
< 40 years Male: 2.12-3.46 mmol/L
. Y Female: 1.41-2.89 mmol/L
Random urine
Male: 1.94-2.90 mmol/L
> 40 years
Urine#10 Female: 1.32-2.46 mmol/L

Male: 3.54-24.6 mmol/L
Female: 2.55-20.0 mmol/L
Male: 8.6-19.4 mmol/24h
Female: 6.3-13.4 mmol/24h

Fist morning urine

24h urine
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The expected value is provided from references, Mindray has verified the
serum expected values of adults by 483 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 Creatinine Kit has an analytical sensitivity of 10 pmol/L on BS-2000.
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.
B Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum/Plasma 10-7000 pmol/L

A high CREA concentration of serum/plasma sample (approximately 7000
umol/L) is mixed with a low concentration sample (<10 umol/L) at different
ratios, generating a series of dilutions. The CREA concentration of each
dilution is determined using Mindray System, the linearity range is
demonstrated with the correlation coefficient r=0.990. The reportable range
of serum/plasma is 10-70000 pmol/L.

For urine, the results of all samples should be multiplied by 10 through
auto-analyzer or manual dilution, the measuring range is extended.

m Precision

Precision was determined by following CLSI Approved Guideline EP05-A311,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls and human samples on BS-2000 are
summarized below*.

Specimen Type Mean Repeatability Within-Lab
(N=80) = (umol/L) B v oD Ve

Control Level 1 90.12 0.58 0.64 2.48 2.76

Control Level 2 374.33 2.18 0.58 5.31 1.42
Serum 1 49.26 0.37 0.74 1.20 2.43
Serum 2 149.10 0.85 0.57 2.78 1.87
Serum 3 511.14 2.28 0.45 7.44 1.46

*Representative data, results in different instruments, laboratories may vary.
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® 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-2000 are summarized below*.

. Interferent Analyte Relative
IS":Esr:z:::leg C ration C {ation iati
(mg/dL) (umol/L) (%)*
Ascorbic acid 30 137.37 -3.69
Hemoglobin 100 142.78 +8.58
Bilirubin 20 137.95 -5.42
Intralipid 250 141.74 +0.22

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

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results!2.

Acetaminophen metabolite N-acetyl-p-benzoquinone imine(NAPQI) and N-
Acetylcysteine that is frequently used as an antidote to Acetaminophen
intoxication may cause falsely low results independently.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A313, The Mindray System (Mindray BS-800/Mindray CREA Reagent)
(y) was compared with comparison system (Mindray BS-800/BSBE CREA
Reagent) (x) using the same serum specimens. The Mindray System
(Mindray BS-2000/Mindray CREA Reagent) (y) was compared with
comparison system (Mindray BS-2000/BSBE CREA Reagent) (x) using the
same urine specimens. The statistical data obtained by linear regression are
shown in the table below *:

Sample Regression Fit Corre!ation Sample Concentration
Type Coefficient (r) (N) Range (pmol/L)
serum y=0.9841x-0.1568 1.0000 110 21.66-6802.0
urine  y=0.9134x+159.84 0.9999 110 355.8-56383.6

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

The results could be affected by drugs, disease, or endogenous
substances!214, When the reaction curve is abnormal, it is recommended to
retest and check the result.
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Warnings and precaution
. Forin vitro diagnostic use only. For laboratory professional use.

-

2. 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.

4. 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.

5. 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.

6. 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.

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

8. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

9. 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:

Warning
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H317 | May cause an allergic skin reaction.

H412 | Harmful to aquatic life with long lasting effects.
Prevention:

P280 Wear protective gloves, protective clothing.

P261 Avoid breathing mist/vapours/spray.

P273 Avoid release to the environment.

P272 Contaminated work clothing should not be allowed out

of the workplace.

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

If skin irritation or rash occurs: Get medical advice/
attention.

P362+P364 Take off contaminated clothing and wash it before reuse.|
Disposal:

P333+P313

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.. [1i]

InVitro Diagnostic  Unique device European ConsultInstructions  Use-by
medical device identifier Conformity For use date
Authorized representative in Temperature Catalogue
Batch Code
the European Community limit Manufacturer 1 mper

N
,.Y
&
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onpeaeneHns KpeaTMHMHa, C €
depMeHTaTUBHDII METoA C CAapKO3UHOKCUAA30M 0123
¢dop Aansa ogop
N2 kar. Pasmep ynakoBku
105-004614-00 R1: 2x27 mn + R2: 1x18 mn
105-000868-00 R1: 4x40 mn + R2: 2x28 mn
105-004612-00 R1: 4x59 mn + R2: 2x42 mn

LieneBoe Ha3HaueHue
AHanus in vitro ANA  KONUYEeCTBEHHOro onpeaeneHns KoHueHTpauuu
kpeaTuHuHa (CREA) B CblIBOpPOTKE, nnasMe W Mo4ye uYenoseka Ha
6uoxmmmnyecknx aHanusatopax Mindray cepuu BS. [aHHbil aHanus
npeaHasHayeH A9 NCNosib30BaHns B ANArHOCTUKE U MOHUTOPUHIa Bd)d)eKTa
neyenuns 3abonesaHuit noyex.
KpaTtkas cnpaBka'™*
KpeaTuHuH npeactaensieT coboit npoayKT pacnasa kpeatuHdocdaTa B MbilLax
1 06bIYHO EleasaTblEaeTCﬂ OpraHusMoMm C A0BOJIbHO MOCTOSIHHOW CKOPOCTbIO
(B 3aBUCVMMOCTM OT MbILLIEYHOM Macchl). OH CBO60AHO pUNbTPYeTCs Knyboukamm
M B HOpPManbHbIX  yCroBWsX ~He  peaBcopbupyetcs  KaHanbLamu
B CKO/TbKO-HMGYAb 3aMETHO CTeneHu.
V3MepeHue KpeaTWHWHA WCMONb3yeTca NpWU AWarHoCTUKE W JedeHun
3a6oneBaHuii noyek, NPy MOHUTOPUHIE AMaNN3a U B KayecTBe OCHOBbI ANs
pacyeta npu W3MepeHUn APYrnx aHasuTos B Mode. CHuxkeHune dyHKUMM
noyeKk MPUBOAMT K MOBbIWEHMIO KOHUEHTPaLMN KpeaTMHWHA B CbIBOPOTKE
KPOBW. M3MepeHMe KOHUEHTpauun KpeaTWHUHa B CblBOPOTKE KpOBM
UCMONb3yeTcs AN AMArHOCTMKM M HabnioaeHMs 3a TeyeHueMm OCTpOro
1 XpOHMYeckoro 3abonesaHWs MOYeK, OLEHKW CKOPOCTM Kiy6ouKoBO#
dunbTpaumm (CK®) MAM OLEHKM COCTOSHWS NAUWEHTOB Ha MOYEYHOM
Ananuse. AHanM3 MOUM Ha KOHUEHTPaLMIO KpeaTWHMHa Ucronb3yeTcs Ans
pacueta KNMpeHca KpeaTuHUHa, MOATBEPXAEHWS MOMHOTHI 24-4acoBbiX
c60pOB MAK CNYXWUT B KayecTse pedepeHCcHOro KonuyecTsa ANs APYrnx
aHannToB, HanNpUMep, NPy pacyeTe COOTHOLWEHMUS anbbyMIUH/KpeaTUHNH.
MpuHUMN aHanusa
Peakus ¢ capKo3MHOKCWAA30#
MepBas peakuus:

CRTase
DHAOreHHbI kpeaTnH + H20 _— CapKo3WH + MoYeBWHa
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DHAOTEHHBIN CapKO3NH + 03 + H0 === yuun + HCHO + H,0,

POD
2H;0, =~ 2H:0+ Oz

BTtopas peakuwus:

Creatininase
—_—
KpeaTnHuH + H,O0 =<———— KpeaTuH

CRTase
_
KpeatuH + H,0 =<——————" capKO3WH + MO4YeBUHa

Sarcosine Oxidase
CapkosuH + 0; + H0 == muuuH + HCHO + H,0

POD

—_ =
2H;0; + 4-aMMHO@HTUMUPUH + TOOS=<—"—"—"—— XUHOHWUMUH + 4H,0
B ﬂepEOVI peakumn 3HAOreHHbIE KpeaTUH U CapKO3uH B oGpaauax YAANawTCs.
Bo ETODOVI peakumn KpeaTtuHuH B 06p63Lle rmaponusyetcsa KDEaTVIHVIHaHOVI
A0 KpeaTuHa. 3aTeM KpeaTuH rMapoNM3yeTcs KpeaTuHaMWAMHOTMAPONasoit
(CRTase) [0 capko3MHa W Mo4yeBWHbl. CapkO3WMH  oKMUCnseTcs
CapKO3MHOKCWAa3ol Ao ravuvHa, dopmanbaeryaa (HCHO) un Hz0,.
KaTtanusupyemsblit nepokcupasoit (POD) H 202 BcTymaeT B peakuuio
C 4-aMmHoeHazoHoM 1 TOOS c o6pa3oBaHNEM XMHOHUMUHOBOTO XPOMOreHa.
VIHTEHCMBHOCTb LiBETa 06pasyiolerocs XMHOHMMMHOBOTO XPOMOreHa NpsAMo
NPOMopUMOHanbHa KOHLEHTPaLWM KpeaTUHWHa B PeaKLMOHHOM cMecu.
(TOOS: N-3T1n-N-(2-ruapokcu-3-cynbdonponun)-m-TonyuanH HaTpus
PeareHTbl U Tbl

TAPS 99,88 mmonb/n
TOOS 1,21 mmonb/n
AckopbaTtokcuaasa > 5 kEa./n
R1: Mepokcunaasa > 10 kEa./n
Capko3unHokcuaasa > 15 kEa./n
KpeatnHamnanmHornaponasa > 20 kEa./n
TAPS 50,15 mMmonb/n
4-aMUHOAHTUNUPUH 3,94 mmonb/n
R2: Mepokcunpasa > 5kEa./n
KpeaTuHuHaza > 150 kEa./n
ProClin300 0,05%
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XpaHeHue n cTabunbHOCTb
Mcrnons3oBaTe 10 WUCTEYEHWsI CPOKA FOAHOCTY, YKA3aHHOrO Ha STUKETKe, npu
XpaHeHun B HepacrneyaTtaHHoM Buae npu 2-8°C B 3alLMLLEHHOM OT CBETa MecTe.
I'Ipvl NCNONb30BaHNUM B aHanNM3aTope peareHTbl cTabunbHbl B Teyenve 28
CYTOK NMpu XpaHeHnu B OX/1aXAEeHHOM COCTOAHUM Ha aHanusaTope.
Heobxoanmo nsberatb 3arpasHeHms.
He 3amopaxuBaiite peareHT.
OT160p M Nnoarotoska o6pasuyos
B Tunbl o6pa3suos
CblBOpOTKa, MiasMa C NIUTUii-renapuHoM Unu HaTtpuii-renapuHom v SATA
NpUroAaHbl ANA UCNONb30BaHUA B KayecTse Hpoﬁ.
Mpoba Moum sBnseTcs noaxoasuleit npo6oii. CyTouyHas Moya: XpaHuTb
OXNaXAeHHbIM BO BpeMs Cﬁopa. I'Iepeu BbIMNO/IHEHWEM aHanusa npoﬁy MOo4Yun
Heobxoammo passect 9 r/n pactsopom NaCl (cduspactsopom) wunm
AUCTUIINPOBAHHOW/ AENOHM3NPOBaHHOM BoAOW (Hanmp. 1+49), pesynbTtar
Heo6X0AMMO YMHOXMWTb Ha 10.
m MoaroToBka nepea aHa/iM3oM
1.Heo6x0A1MO MCNONb30BaTL NOAXOASILLVE NPOGUPKM UK KOHTEIHEpbI Anst cGopa
npo6 M CneaoBaTb MHCTPYKUWSM M3roToBuTens; usberaTb Bo3aeiicTeus
MaTepuanos NPo6MpoK UK ApYrux KOHTeHepPoB Ans cbopa npob.
2.Mpo6bl, coaepxalune 0Caaok, nepes NpoBeAeHNeM aHanusa Heo6xoaMMo
LeHTpUdyrmposars.
3.06pasubl nocne cbopa U npeaBapuTenbHoi 06paboTku cneayeTt
npoaHasn3npoBaTh Kak MOXHO CKopee.
m CtabunbHOCTb Npo65
CbiBopoTKa/Mnasma:
7 AHel npu 15-25 °C
7 nHeit npn 2-8 °C
3 mecsua npm (-25)-(-15) °C
Moua:
2 gHAa npu 15-25 °C
6 AHeit npu 2-8 °C
6 mecsaues npu (-25)-(-15) °C
Ans Gonee ANUTENbHOTO XpaHeHUs Npobbl HEOGXOAMMO 3aMOPO3UTL NP
Temnepatype (-20°C)®7. Tpe6oBaHWs K CTabuUiabHOCTM 06pasuoB 6biin
YCTaHOBNEHbI W3rOTOBMTENEM W/WIM OCHOBaHbI Ha 3TanoHax, Kaxaas
naGopaTopusi [ONXKHa yCTaHaBNMBaTb CBOM COGCTBEHHble KpuTepun
cTabunbHOCTU 06pasLoB.
MoaroTtoBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/Ib30BaHMIO.
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BbinonHsiiTe nnaHoBoe TexHUueckoe ob6CyXMBaHWE W CTaHAapTHble

onepauuy, BKIloYas KanubpoBKy M aHanu3 CUCTEMbI, YTOGbI rapaHTUPOBaTL

paboToCnoCco6HOCTb aHANUTUHECKOWM CUCTEMBI.

I . pble He B

1.06bl4Hble nabopatopHble Matepuanbi: PactBop NaCl B koHueHTpauum 9 r/n
(dbmsronornyeckmii pacTeop), ANCTUNNMPOBAHHAs/ AENOHN30BaHHas BOAA.

2.Kann6patop u KoHTponb: O3HakoMbTeCb C pasAesioM MHCTPyKuuu no
npuUMeHeHnio peareHTos «Kannbposka 1 KOHTPONb KauecTsa».

3.Xumnyeckve aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaoBaHue obLIero HasHadeHus.

MeToanka KOIMYECTBEHHOr0 aHanumsa

XuUMUyeckue aHanusaTopsl

MapameTpbl BS-2000
Twn aHanusa MeToz KOHEYHOW ToUKKN
(nepﬁ::i/zig;;LHan) 546/700 Hm
HanpasneHnue peakunn YBenuuenne
R1 150 mkn
Mpo6a unu kanuépaTtop 5 mkn

CMmeluaiiTe, UHKY6UpyiiTe npu 37°C B TeyeHue 5 MUH, onpenenuTe
nornoweHne Al, 3atem po6asbTe:
R2 50 mkn
TwaTtenbHO nepemeluaiite, UHKY6MpyiTe npu 37°C B TeyeHune 5 MUH,
onpeaenuTte nornoujeHne A2, 3atem paccyutaite AA=(A2-Al)

MapaMeTpbl MOryT OT/IMYATLCA Ha PasHbIX XUMUUYECKWUX aHanusatopax, npu
Heo6X0ANMOCTM  MX  MOXHO MPOMOPUMOHANbHO  KOpPeKTMpoBaTh. [ns
XUMUYECKUX aHanusatopos Mindray cepuu BS napametpel Ansi peareHToB
NpeaocTaBnsioTCs Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCANyaTalnn 3TUX aHann3aTopos.
Kanun6poska
1.PekomeHayeTcs  ucnonb3osaTh kanubpatop Mindray  (CblBOPOTOUHbIN

MynbTukanubpaTop: 105-001144-00 wnum Apyrve NOAXOAsLIME KanubpaTophbl)

1 9 r/n NaCl (¢n3pacTsop) Ans ABYXTOUEUHOI kanubposku. NHdopmaumio

0 npocnexueaeMocT ChlBOPOTOUYHOMO MynbTUKanubpatopa Mindray cM.

B MHCTPYKUMM MO MCMONb30BaHMIO KanubpaTtopa koMnaum Mindray.
2.YacTtoTa Kanu6posku

KannbpoBka XuMU4eckux aHanusatopos BS-2000 ctabunbHa B TeuyeHue

npuénusnTenbHo 28 cyTok. /NS pasHbiX MPUEOPOB CTabUNbHOCTL

KanubpoBKM MOXET OTAMYaTbCs, Kaxaoih nabopatopuu cneayet
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YCTaHOBUTb 4acToOTy kannbpoBkW B NapameTpax npubopa B COOTBETCTBUM

CO CBOWMM PEXMMOM UCMOJIb30BAHUSA.

MoxeT noHagobuTbcs MOBTOPHas KanubpoBka NPWM BO3HWKHOBEHWUMU

cneayrowmnx obcTosTenbCTB:

. I'Ipvl W3MEHeHUWN NapTuKn pearexHTa.

CornacHo Tpe6oBaHMio CO6M0AaEMbIX Mpoueayp KOHTPONA KayecTsa

win  npu BbIXoAe 3HaYeHun ANA  KOHTPO/bHOro Martepuana 3a

AonycTuMble npeaensl.

. nDVI BbINOTHEHMN KOHKDSTHOVl npoueaypbl no TEXHUYECKOMY
OGUY)KVIEBHVHO Wnn  yCTpaHeHUK HencnpaBHOCTU BMOXUMUYECKNX
aHanu3aTopos.

3.3HaueHus ans KaﬂVIGpaTOpa 3aBUCAT OT NapTMM C COOTBETCTBYHOLWWUMU
MoAensiMn, yKasaHHbIMU B Tasl’lML\e 3HaYeHWiA.

KoHTponb kavectBa

1.PekoMeHAyeTCS  WUCMONIb30BaTb  KOHTPOJ/IbHbLIA  MaTepuan Mindray
(KnuHuko-xumMmyeckuii MYNbTUKOHTPONb 105-009119-00,
105-009120-00 unu Apyroii NOAXOAALWMIA KOHTPONbHbIA MaTepuan) ans
nposepkn 3(PEKTUBHOCTM NpoueAypbl W3MEPEHWs; AOMONHUTENbHO
MOXHO MCMO/b30BaTh APYrie NOAXOASILME KOHTPOIbHbIE MaTepuabl.

2.PeKkoMeHAYeTCA UCMO/Ib30BaTh ABA YPOBHS KOHTPOJIbHbIX MaTepnanos Ans
aHanmMsa kaxaoi naptum npo6. Kpome TOro, KOHTPOMbHbIN MaTepuan

CcneayeT aHanM3MpoBaTh ANS KaXAOM HOBOW KannbpoBKK, KaXaoro HOBOro

KapTpuaXa C peareHTaMu W MoCne OMpeaeneHHoro TexHUYEecKoro

06C/YXMBaHNSA WIN YCTPaHEHUS HeNCNPaBHOCTel, kak NoApo6HO onncaHo

B COOTBETCTBYIOWIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI .

3.B «kaxaoit nabopaTopuu CleAyeT YCTaHOBWUTb COBGCTBEHHYIO CXeMmy
KOHTPONA KayecTsa M NOPSAOK BbIMOHEHNS KOPPEKTUPYIOLUMX AEHCTBUN,
€CN KOHTPO/bHble MaTepuasibl He BOCCTaHaBNMBAIOTCS B npeaenax
AONYCTUMBIX OTKNOHEHMIA.

Pacuer

DA=(A2-A1) obpasua unu kanmbpatopa.

Mpo6a C = (AA npobbl/AA kanubpatopa)x kanuépartop C

XuMudeckuii aHanusatop cepun BS onpeaensieT usMeHeHue MnornoueHns

(DAA) M aBTOMaTUYECKM PaCCUMTLIBAET KOHUEHTPaUMIO KpeaTuHuHa Ans

KaX a0 npobbl nocne Kanubposku.

KoadduuneHT nepecyerta: Mkmonb/n x 0,0113 = mr/an.

Pa3BeneHue

Ecnu 3HayeHune npobbl npesbilwaeT 7000 MkMONb/n, Npoby HeobXxoANMO

passectu pactsopom NaCl B koHueHTpauun 9 r/n (dpwuspacTsop)

(Hanpumep, 1+9) W NOBTOPUTb aHanNU3; MONMYYEHHbIt pesynbTaT

cnefyeT yMHOXWTb Ha 10.
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n

Tun npo6bl P!
My>XUMHbI: 57-97 MKMOb/N
20-59 net
JKeHWMHbI: 41-73 MKMOMb/N
B3pocbie®
My>XUMHbI: 57-111 MKMOnb/n
60-79 net

KeHumHbl: 41-81 MKMONIb/N
28 pHeit - <2 et 13-33 MkMonb/n

CoiBopoTka/

nasma 2 - <6 net 19-44 pMKMOMb/N
6 - <13 ner 27-66 uMKMOnb/N
etn® MyxunHbl: 37-93 MKMONb/N
A 13 - <16 ner Y /
JKeHWMHbI: 33-75 MKMOMb/N
MyxunHbl: 52-101 MkMonb/n
16-18 net
JKeHLMHbI: 39-76 MKMOMb/N
MyxunHel: 2,12-3,46 MMonb/n
< 40 net
. KeHumHel: 1,41-2,89 MMons/n
Cny Moua
MyxunHel: 1,94-2,90 Mmons/n
= 40 net
Mouad10 XKeHuwwmHbl: 1,32-2,46 MmMonb/n

MyxunHel: 3,54-24,6 MMonb/n
JKeHwmHb!: 2,55-20,0 MMonb/n
MyxunHel: 8,6-19,4 MMmonb/24y
JKeHwmHb!: 6,3-13,4 MMONb/244
Mpeanonaraemoe 3HaueHne NoOJyYeHo Ha OCHOBE pedepeHCHbIX 06pasLoB,
M KoMnaHus Mindray noaTBepAWna 3TM 3HaYeHWs AN CbIBOPOTKM C
ncnonb3oBaHneM 483 Npob, B3ATbIX Y B3pOC/bIX Ntoaei B Kutae.

Kaxaas nabopatopusi AOMKHa YCTAHOBWTbL CBOM COGCTBEHHble pedepeHcHble
VHTEPBa/ibl B 3aBMCMMOCTV OT €€ KOHKPETHOMO PacrioNoeHMs 1 NONYASLMOHHBIX
XapaKTepUCTUK, MOCKO/bKY MpeanosiaraeMble 3HaueHWs MOryT OTMYaTLC B
3aBMCMMOCTM OT reorpacm, pachl, Nona v Bospacta.

Pa6oune xapaKTepucTukm

B AHaNMTUYecKasn YyBCTBUTE/IbHOCTb

Mepeas yTpeHHss Moua

CyToyHas mova

AHanuTMYeckas YyBCTBUTENILHOCTb HaBopa AN OMpeAeneHns KpeaTUHWUHa
Ha aHanusatope BS-2000 coctaBnsieT 10 uMonb/n. AHanuTUYeckas
UYBCTBMTENLHOCTL ONPeAeNsieTcs Kak HaMMEeHbLLas KOHLEHTPaL s aHanuTa,
No KOTOPOWM MOXHO OTNMUNTL 06pasel, He coAepXaluunit 3TOT aHanuT. OHa
paccuuTbiBaeTCs  Kak 3HaueHue, Ha 3  CTaHAapTHbIX  OTKMOHEHUs
np cpeaHee , NoJTydeHHoe 13 20 NOBTOPHBIX aHanu308
npo6bl, He COAEPXALLEro aHaM3MpPyeMoro BellecTsa.
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B /lnanasoH nsMepeHuin

Cvcrembl Mindray cepum BS obecnieumnaloT cieytowmin AnanasoH JIMHERHOCTU:
Tun npo6bl

CbiBOpOTKa/nnasma 10-7000 mkmonb/n

Cwmetuaiite npoby C BbICOKOI KOHLIEHTpaLMeil KpeaTHHa B CbIBOPOTKE/MasMe
KpoBU (NpubnunsmuTensHo 7000 uMosb/n) € NPO6OI € HU3KOW KOHLIeHTpauueit (<10
MKMOb/N) B PasHbIX COOTHOWEHWSX ANS MOSyYeHWs CepuM  pasBedeHuii.
KoHUeHTpaums Kp KaXz0ro passes or 5 C MOMOLLbIO
canctembl Mindray, AvanasoH JIMHENHOCT AEMOHCTPUPYETCA C KothduuMeHToM
koppensiumm  r=0,990. Peructpupyemblii  AvanasoH ANs  CbIBOPOTKW/MNasMbl
cocrasnset 10-70000 MKMONb/N.

[Ans Moum pesynbTaTel Beex Npo6 cneayeT yMHoXaTb Ha 10, Mockonbky npn
aBTOMAaTMYECKOM aHanu3e WAN PYYHOM pa3BeleHWN AManasoH U3MepeHns
pacwmpseTcs.

B MpeunsnmoHHOCTbL

MpeUnsnoHHOCTL OMpeieNisinacs C NOMOLLbI CIeAYIOIEro 0A06PEeHHOMo
CLSI pykoBoacTBa EP05-A31!!, kaxaas npoba aHanusuposanack no 2 pasa
3a oAHy o6paboTky, 2 obpaboTku B cyTku, Bcero 20 cyTok. [laHHble
NPELM3MOHHOCTM KOHTPOMIbHbIX MaTepuanos W YenoBeyeckux npob Ha
BS-2000 npuBeaeHbl HUXE*.

Twun o6pasuos CpeaHee hd L
(N=80)  tmxwomw/n; SO oo S0 o %
(Mkmonb/n) (MKkMonb/n)
KoHTtponbHblii yposers 1 90,12 0,58 0,64 2,48 2,76
KoHTponbHblii ypoeHb 2 374,33 2,18 0,58 5,31 1,42
CobiBopoTka 1 49,26 0,37 0,74 1,20 2,43
CbiBOpOTKA 2 149,10 0,85 0,57 2,78 1,87
CbIBOpOTKA 3 511,14 2,28 0,45 7,44 1,46
AaHHblE, Ha pasHbIX PUBOPAX M B PasHbIX

n1abopatopusix MOryT OT/INYATLCA.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C pasnMuHOI KOHUEHTpauMel Melalowero BewecTsa roTOBAIM
nyTeM AO0GaBfeHWs Melalolero KOMMOHEHTa K MynaM 4esnoBeyeckoit
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MEeLWaloWero BO3AENCTBUS CUNTANOCh
BOCCTaHOBNeHWe B npeaenax £10% OT COOTBETCTBYIOLWIEr0 KOHTPOSLHOMO
3HaUEHNs!.

He HabnwoAanu 3HaunMOro MeLalolWero BO3AEHCTBUA yKasaHHbIX Aanee
BEWeCTs NpU UCCNEA0BaHMUAX BMECTE C HUMM C MCMO/b30BaHWEM [AaHHOM
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MeToAonorun. [laHHble MCCNeaoBaHUs MellaloLnx Matepmanos Ha BS-2000
npuBeAeHbl HUXe™*.

Tpauns O

Mewaowee KOHUeHTpaumsa aHanmTa OTIUIOHEHne
Beuectso (mr/an) (MKkMonb/n) (%)*
AckopbrHoBas KMCsIoTa 30 137,37 -3,69
Femorno6uH 100 142,78 +8,58
Bununpy6un 20 137,95 -5,42
WHTpanunua 250 141,74 +0,22
gaHbie, Ha paskIX MPUBOPaX 1 B PasHbix
1aGOPATOPUSIX MOTYT OTINYATHCS.

B ouyeHb peakux cnyyasx ramMmonaTtus, B 4acTHoCcTM Tun IgM, moxer
NpuBECTN K HEHAAEXHbIM DEHYﬂbTaTaM‘Z.

JIoXHble HW3KMe pe3ynbTaTbl He3aBUCMMO ApYyr OT Jpyra MoryT 6biTh
BbI3BaHbl MeTabo/MTOM aLLeTaMVIHOd)SHa N’aLleTIAﬂ’H’GEH‘?OXMHOHMMMHOM
(NAPQI), a Takxe N-aUueTUNLUWUCTEMHOM, YacTo WCMONb3yeMbIM B kayecTse
@HTUAOTa NpU UHTOKCUKaUnn aLLeTaMVIHOd)SHOM.

B CpaBHeHWe MeTOAOB

ViccnepoBaHmus Koppensumnm BbIMOMHAIMCL C UCMONb30BaHWEM 0A06peHHOro
CLSI pykoBoactBa EP09-A3!3. Cucrema Mindray (aHanusatop Mindray
BS-800/pearent Mindray CREA) (y) 6blna conocTaBneHa C CUCTEMOI
cpaBHeHusi (aHanusatop Mindray BS-800/peareHT BSBE CREA) (x) ¢
MCMo/b30BaHWEM OAMHAKOBbIX 06PasuoB CbIBOPOTKM. CucTema Mindray
(aHanuszatop Mindray BS-2000/peareHT Mindray CREA) (y) 6bina
conocTaBneHa  C  CUCTeMOW  cpaBHeHus  (aHanusatop  Mindray
BS-2000/peareHT BSBE CREA) (X) C WCnonb3oBaHUMEM OAMHAKOBbIX
o6pasuos Mouu. CTaTUCTMYECKUE AaHHbIE, MONYYEHHbIE SIMHENHON
perpeccueit, nokasaHbl B Tabauue Huke*:

Tun y K T Tvn Ananason
npo6bl perpeccumn koppensaumm (r)  (N) K?::z:;:a/':;"
cbiBopoTKa y = 0,9841x-0,1568 1,0000 110 21,66-6802,0
Moua  y=0,9134x+159,84 0,9999 110 355,8-56383,6
AaHHble, y Ha pasHbiX Mpubopax v B pasHbiX

N1abopatopusix MOryT OT/INYaTLCS.

WHTepnpeTtauus pesynbTaTos

Ha pesynbTaTbl MOryT BAUSITL NEKapCTBEHHbIE CPEACTBA, 3a60NeBaHUs WK
SHAOreHHble BelwecTal2!4, Ecnu rpaduk peakuun OTKIOHSETCs OT
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HOPMasibHOr0, PEKOMEHAYETCs NPOBECTV MOBTOPHBLIN aHaAM3 U NPoBepUThL
pesynbTar.

Mpenynp n Mepbl TOp ™

1. Tonbko Ana AuarHocTvkm in  vitro. [ns  npodeccroHanbHoro

NabopaTopHOro MpYMEHeHUs:.

Heo6xoanmMo cobnioaaTe Mepbl NPeAOCTOPOXHOCTM Npy paboTe co BCeMM

NabopaTopHbIMM peareHTamu.

. Y6eauTech B LUENOCTHOCTM YNaKoBKM Nepes NCrosib3osaHnem Habopa. He

ucnonb3yitTe Habopbl C  MOBPEXAEHHOW YyNakoBkoOW. WcknouuTte

BO3/E/CTBME Ha peareHTbl MPSIMOTO  COJIHEYHOTO CBETa U UX

3amopaxwuBaHue. [lpu  HecobNoAEHWM  COOTBETCTBYIOLWMX  YCOBWIA

XpaHeH sl peareHToB NoJlydeHne KOPPeKTHbIX Pe3yNbTaTos aHannsos He

rapaHTupyetcs.

Ecnu peareHTs! 6bU11 HenpeiHaMepeHHO OTKPbITbI /10 CNO/b30BaHNS,, XpaHUTe

WX MIOTHO 3aKPbITbiMW NpU TeMnepatype 2-8°C 1 3allMiLeHHbIMA OT CBeTa.

BatoM ciyyae Mx  CTaBWNBHOCTL HE OT/IMYAETCS OT CTabUNbHOCTU MpU

UCrIO/Nb30BaHUM.

He fonyckaiiTe cMelINBaHNA peareHToB U3 pasHbIX NapTuit 1 hakoHOB.

He ncnonb3yiiTe peareHTbl NOCe UCTEYEHUS UX CPOKa FOAHOCTU W AaTbl

UCMonb30BaHNs. He AonyckaiiTe CMELINBAHUA CBEXMX PeareHToB C yxe

UCMOsIb3yeMbIMU.

WN36eraiiTe 06pasoBaHns NeHbI.

. CneayeT oXuaaTb MoTepto CTabUILHOCTU AN YXyALEHUe KayecTsa npu

HaZMYMN BUAMMBIX MPU3HAKOB YTEUKM, BbINaAEHWs 0CaAKOB MW pocTa

MUKPOOPraHM3MOB, @ Takxe eC/n KanubpoBKa WM KOHTPOsbHblE

onpeaenexns He COOTBETCTBYIOT KpuTEpUAM, yKa3aHHbIM

B JIUCTKe-BKNaAbIWe u/Win Ans cuctembl Mindray.

HafexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

HEeco6N10AeHNS MHCTPYKLNIA, NPUBEAEHHBIX B AAHHOM INCTKE-BKNAABILE.

. COAepXMT KOHCepBaHT. 3anpelwaeTtca npornatbiBats. Wsberaiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 06onouKaMu.

Mpwn cnydaiiHoM MonasaHun peareHTa B rnasa WAM POTOBYIO MOJIOCTb,

a TaKKe Ha KOXY HEeMEANEeHHO 06W/IbHO NPOMOiiTe NOpaXeHHbIe YUacTku

60/1bINM KONMYECTBOM BOAbI. PN HEOBX0AMMOCTH 06paTUTeCh K Bpauy

ANS MONYYEHUA MEAULIMHCKOM NOMOLLK.

10.MacnopT 6e3onacHoCTV MaTepuana NPeAoCTaBNSeTCs NPodeccMoHanbHoMy
no/b30BaTeNio Mo 3anpocy.

11.YTUnusauns BCEX OTXOAOB AO/KHA MPOW3BOAMUTLCA B COOTBETCTBMM
C MECTHbIMW NpaBuaaMu.

12.Becb uenoBeveckwit MaTepuan CNeAyeT CuUuTaTb MOTEHUMAsbHO
MHMEKLNOHHbIM.
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13.Bce BbifBNIEHHbIE PUCKW GbUIM CHWXEHbI HACTO/IbKO, HACKO/IbKO 3TO
BO3MOXHO 6€3 HEraTUBHOIO BNNSIHWSI HAa COOTHOLLEHNE MOMb3bl U PUCKA,
1 06NN OCTATOUHBIV PUCK SIBNSIETCA NPUEMNEMbBIM.

14.0 nw6oM cepbe3HOM WHUWAEHTe, Mpou3olWesWemM B CBS3M C 3TUM
YCTPOICTBOM, HEO6X0ANMO COO6LIATL MPOU3BOAMTESNNIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOV OTHOCUTCSI M0/1b30BaTeb W/ UMK NaLMEHT.

15.270T Habop COAEPXMT KOMMOHEHTbI, Knaccubuumpyemble B COOTBETCTBUW
¢ Pernamertom (EC) N© 1272/2008 cneaytolumm o6pasom:

Npeny

H317 Mo>eT BbI3bIBaTb a/Iepruyeckme peakuum KoXu.

H412 OkasbiBaeT BpeaHoe BOB,C[EVICTBVIE Ha BOAHblE
OpraHu3Mbl C ANNTENbHbIM 3heEKTOM.

NMpodunakmmka:

P280 HapeBaiiTe 3alUuUTHbIE NepYaTKK, 3aLLMTHYIO OAEXAY.

P261 W36eraiite BabIXaHWs TyMaHa/napoB/aspo3onei.

P273 He nonyckaiite nonagaHvs B OKpyXaloLlyto cpeay.

p272 He BbIHOCUTe 3apaxeHHyto pabouyio oaexay 3a

npenenbl pa6oyero Mecra.

Mepbl pearmpoBaHus:

P302+P352 MPU MONAOAHUN HA KOXY: O6unbHO NpoMo¥iTe BOAOIA.|
Tpy1 BO3HMKHOBEHUN Pa3APaXKeHNsi KOXM UK Chinu:

P333+P313 o
O6paTtuTech 3a KOHCybTaUMel/NOMOLWbI0 K Bpady.
P3624P364 | CHYMMTE 33paxeHHylo OAKAY U MOCTUPAIATE ee nepea
NOBTOPHBIM MCMONb30BaHMEM.
YTunusauus:

YTUNN3NPYITEe COAEPXNMOE/KOHTEHEp B Pa3pelLeHHbIX
P501 MecTax c6opa OnacHbIX UM CrelmnanbHbIX 0TXOA0B
B COOTBETCTBUM C NIO6LIMIU MECTHBIMU NPaBUNaMA.
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