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A A1
Cat. No. L-OCAUIOIT, LVlUluUVgackage size

105004616 OMOL DOV BUROPERNALS -
105-000870- : T mL
105-004601-00 R1: 3x42 mL + R2: 3x12 mL

Intended Purpose

In vitro test for the quantitative determination of Creatine Kinase-MB
(CK-MB) activity in human serum and plasma on Mindray BS series
chemistry analyzers. The determination of CK-MB is an important element in
the assistant diagnosis of myocardial ischemia.

Summary®?

Creatine kinase (CK) appears as three isoenzymes which are dimers
composed of two types of monomer subunits. The isoenzymes comprise all
three combinations of monomers, M (for skeletal muscle derived) and B (for
brain derived), as represented by the notations CK-MM, CK-MB, and CK-BB.
Many organs contain CK, but the distribution of isoenzymes is different in
each one. Skeletal muscle is very rich in the MM isoenzyme, while brain,
stomach, intestine, bladder, and lung contain primarily the BB isoenzyme.
The MB isoenzyme has been mostly found in myocardial tissue with
appreciable amounts (approximately 20 percent).

The striking difference in the CK isoenzyme patterns from different organs
has made determination of CK-MB values possesses highly specificity in
myocardial damages. So, measurement of CK-MB is used for diagnosis and
monitoring of myocardial infarction.

Assay Principle

International Federation of Clinical Chemistry and Laboratory Medicine (IFCC)
method.

Creatine kinase activity is measured in the presence of an antibody to the
creatine kinase-M monomer which completely inhibits creatine kinase-MM
but does not affect the B monomer activity of the creatine kinase-MB or
creatine kinase-BB. Since the CK-BB isoenzyme only rarely appears in serum
and the catalytic activity of the CK-M and CK-B subunits hardly differ, the
remaining CK-B activity, corresponding to half the CK-MB activity in the
absence of the antibody. Creatine kinase-B monomer activity is then
determined in the following reaction sequence.

0123
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CK-MM + Anti-CK-MM <= Antigen-Antibody Complex

Creatine Kinase-B
ADP + Creatine phosphate =<~———————— Creatine + ATP

Hexokinase

ATP + Glucose =< ADP + Glucose -6-phosphorate
G-6-PDH

Glucose-6-phosphorate + NADP* =<————— Gluconate-6-phosphate +
NADPH + H*
In the reaction, the creatine kinase-B catalyzes the transfer of a phosphate
group from the creatine phosphate substrate to ADP. The subsequent
formation of ATP is measured through two coupled reactions catalyzed by
hexokinase (HK) and glucose-6-phosphate dehydrogenase (G-6-PDH)
which results in the production of the reduced form of NADPH from NADP.
The rate of absorbency increase is directly proportional to the activity of
creatine kinase-B.

C

Imidazole buffer 100 mmol/L

Glucose =23 g/L

R1: N-Acetyl-L-cysteine (NAC) >1g/L
NADP disodium salt >1.57 g/L
Hexokinase (HK) >5.0 KU/L

Sodium azide 0.095%
Bis-Tris-Propane 50 mmol/L

Adenosine -5'-diphosphate (ADP) 23 g/L

5'-adenylic acid (AMP) 25g/L

R2: Phosphocreatine disodium salt 235g/L
G-6-PDH >15.0 KU/L

CK-M Antibody 25g/L

Sodium azide 0.095%

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 30 days when refrigerated on
the analyzer.

Contamination must be avoided.

Do not freeze the reagent.
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Specimen collection and preparation
® Specimen types
Serum, lithium heparin and sodium heparin 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.
® Sample Stability
8 hours at 15-25°C
7 days at 2-8°C
4 weeks 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.

Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 340/700 nm

Reaction direction Increase

R1 200 pL

Sample or Calibrator 10 pL

Mix, incubate at 37°C for 3 min, then add:
R2 50 uL

Mix thoroughly, after incubate at 37°C for 3 min,
measure the absorbance value continuously within further 3 min
Then calculate AA/min
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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 (CK-MB Calibrator:
105-001132-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray CK-MB Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 30 days in BS-800 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,
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

The BS series chemistry analyzer detects the change of absorbance (AA/min)

and calculates the CK-MB activity of each sample automatically with a

specified calibration curve from calibration process.

Conversion factor of conventional units (U/L) into S.I. units (pkat/L):

U/L x 0.0167=pkat/L
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Dilution
If the value of sample exceeds 600 U/L, the sample should be diluted with 9
g/L NaCl solution (saline) (e.g. 1+6) and rerun; the result should be
multiplied by 7.
Expected values
Sample Type Units
Serum/Plasma < 24 U/L
The expected value is established by Mindray company using 171 serum
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 Creatine Kinase-MB kit has an analytical sensitivity of 5 U/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 5-600 U/L

A high CK-MB activity sample (approximately 600 U/L) is mixed with a low
activity sample (<5 U/L) at different ratios, generating a series of dilutions.
The CK-MB activity of each dilution is determined using Mindray System, the
linearity range is demonstrated with the correlation coefficient r=0.990. The
reportable range is 5-4200 U/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 and human samples on BS-2000 are
summarized below™.

2024-04, English 1-5 P/N: 046-024240-00 (3.0)



CK-MB mindray

Specimen Type Mean ility Within-Lab
(N=80) (U/L) sp(U/L) CV% SD(U/L) CV %

Control Level 1 41.84 0.72 1.72 0.81 1.95

Control Level 2 94.04 0.87 0.93 1.30 1.39
Serum 1 34.21 0.44 1.30 0.75 2.20
Serum 2 89.49 0.56 0.62 1.15 1.28

*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-2000 are summarized below.

N Interferent Analyte Rel
Is":ssr:::zeg Concentration Activity Deviation
(mg/dL) /L) (%)*
Ascorbic acid 30 31.40 -0.26
Intralipid 250 33.82 +2.03
Bilirubin 40 30.11 -8.94

*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-2800M/Mindray CK-MB
Reagent) (y) was compared with comparison system (Beckman AU5800/
Beckman CK-MB Reagent) (x) using the same serum specimens. The
statistical data obtained by linear regression are shown in the table below *:

Regression Fit Correlation Sample Activity
9 Coefficient (r) (N) Range (U/L)
y=0.9741x+0.7892 0.9993 177 5.42-583.97

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

Warnings and precaution

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

. Please take the necessary precautions for handling all laboratory
reagents.

. 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 new opened 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.

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

. When the reagent accidentally enters 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:
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&

Danger

H360D | May damage the unborn child.

Prevention:

P201 | Obtain special instructions before use.

P280 | Wear protective gloves and protective clothing.
Response:

P308+P313 | IF exposed or concerned: Get medical advice/attention.
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

C€.. [l &

In Vitro Diagnostic  Unique device European Consult Instructions ~ Use-by

medical device identifier Conformity For use date

ec [rep] [LoT] { il

Authori .
wuthorized representatlv.e in Batch Code er:
the European Community limit

Temperature Catalogue
Manufacturer

Al
_:-‘o{__
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ansa onpenenexns c E
KpeaTuHkuHasbl-MB, IFCC meTon 0123
¢dop Ans ogop
N2 kar. Pasmep ynakoBku
105-004616-00 R1: 2x35 mn + R2: 1x18 mn
105-000870-00 R1: 4x38 mn + R2: 2x20 mn
105-004601-00 R1: 3x42 mn + R2: 3x12 mn

LieneBoe Ha3HaueHne

AHanus in vitro ansa KONM4YeCTBEHHOro onpeaeneHnsa AKTUBHOCTU
KpeaTWHKMHasbi-MB (CK-MB) B CbiBOPOTKE W MiasMe KpOBM YenoBeka Ha
6Broxummueckmx aHanusatopax Mindray cepum BS. Onpeaenenme CK-MB sensietca
Ba)KHOM YaCTblO BCNIOMOraTe/lbHOM ANArHOCTMKM UWeMnn Mmokapaa.

Kpatkas cnpaBka'?

KpeatnHkuHasa (CK) cywectByeT B Buae Tpex M30(EPMEHTOB, SIBNSHOLUMMUCS
AvMepaMy, COCTOSILLIMMMN U3 ABYX TUMOB MOHOMEPHBIX CyEbeanHULL. N30dhepMeHTb!
BIUTIOHAIOT BCE TPW KOMEMHALIMM MOHOMEPOB, M (ANS NOMYYEHHBIX U3 CKENETHBIX
MbILL) U B (ANs Nony4YeHHbIX M3 Mo3ra), Ha uTo ykasblBatloT 0603HayeHns CK-MM,
CK-MB un CK-BB.

MHorvie opraHbl copepxat CK, HO B K&XAOM V3 HWX M30(EPMeHTLI pacripeaeeHbl
0-pasHOMy. CKeNeTHbIE MbiLLLbI 04eHb GoraTbl VBodepMeHToM MM, Toraa kak Mo3r,
XKENYAOK, KULWEYHWK, MOYEBOM Mysbipb M JIErkve COAEPXKAT MPeVMyLLECTBEHHO
nsoepmeHT BB. VBocepMeHT MB B 3aMeTHbIX KOMMHECTBaX MPeMMYLLECTBEHHO
06Hapy>KMBaEeTCs B TkaHW M1okapaa (NpuénmauTesnisHo 20 NPOLIEHTOB).

W3-3a CyLecTBeHHO PasHMLLbl B NaTTepHax M30dhepMeHToB CK B pasnnuHbix
opraHax MoBpeXaeHWs MUoKapAa BAWSIOT Ha yposeHb CK-MB c Bbicokoi
cneunduuHocTbio. Mo3ToMy n3MepeHne yposHs CK-MB ucrnonb3yoT ans
ANarHOCTUKM N MOHWTOPUHIa MHbapKTa MMoKapaa.

MpuHUMN aHanusa

MeToa MexayHapoaHoii deaepaumnn KIMHUYECKOWH XMMUKM U nabopaTopHoi
MeanumHsl (IFCC)

AKTUBHOCTb KpeaTMHKMHa3bl U3MEPSETCS B NPUCYTCTBUM aHTUTEN K MOHOMEpY
KpeaTUHKIHa3bI-M, KOTOpble NONHOCTLI0 NFMBMPYIOT KpeaTUHKMHa3y-MM, Ho
He BAMAIOT Ha aKTMBHOCTb MOHOMepa B B cocTaBe kpeaTMHKMHa3bl-MB uau
-BB. Tak kak n3ocdepmeHT CK-BB peako o6HapyxuBaeTcs B CbIBOpPOTKE
M KaTanuTuyeckasl akTMBHOCTb cy6beanHnuy CK-M u CK-B pasnuuaetca
HE3HAUMTENbHO, OCTaBLIAACA aKTUBHOCTL CK-B COOTBETCTBYET MONMOBUHE
akTMBHOCTM CK-MB B OTCYTCTBMM aHTuTena. 3aTeM aKTMBHOCTb MOHOMepa
B KpeaTWHKMHa3bl ONPEAENsIETCs B CEAYIOWEi LIENoUyKe peaKLni.
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CK-MM + AHTU-CK-MM <= KoMnieKkc aHTUreH-aHTuTeno

KpeatuHkuHasa-B
ADP + KpeatuHdpochar ==——————==KpeatuH + ATP

rekcokunHasa

ATP + tokoza === ADP + 110k030 -6-chocdar
G-6-PDH

noko30-6-bocopar + NADP+ <= [nioKkoHaT-6-docdar +
NADPH + H*
B 3Toi1 peakumm kpeaTuHKMHasa-B kaTanusupyeT nepeHoc cdocdaTHon
rpynnel ¢ kpeaTuHdocdhata Ha ADP. YposeHb o6pasyiowierocs ATP
M3MepsieTCs C MOMOLLbIO  COMPSKEHHbIX PeaKuwii, KaTanmsnupyeMbix
rekcokuHason (HK) wu rnoko3o-6-dochartaernaporeHasoit (G-6-PDH),
KOTOpble MPUBOASAT K 06pa3soBaHMi0 BOCCTaHOBEHHOM ¢opmbl NADPH u3
NADP. YBenuueHve mMornioweHns npsmMo MponopuvoHanbHO aKTUBHOCTU
KpeaTWHKMHa3bI-B.

PeareHTbl U Tbl

NmnaasoneHelii 6ydep 100 mmonb/n

[nioko3a >3r/n

R1: N-auetun-L-uncrenH (NAC) =1r/n
[Awvnatpuesas conb NADP >1,57r/n
FekcokuHasa (HK) > 5,0 kEa/n

A3npa HaTpus 0,095%
Buc-Tpuc-nponax 50 mmMonb/n

AneHosunH-5'-andocdat (AOD) >3r/n

5'-apeHunnoBas kucnota (AMP) >5r1/n

R2: [AvHaTpuesas conb dochokpeaTnHa 235r/n
G-6-PDH > 15,0 kEa/n

AHTUTENO CK-M >5r/n

A3npa HaTpus 0,095%

XpaHeHue u cTabunbHOCTb

Vcronb3oBath A0 MCTEUEHWS CPOKA FOAHOCTM, YKa3aHHOrO Ha 3TWKETKe, mpu
XpaHeHnu B HepacnedataHHoM Buae npu 2-8°C B 3alUMLLEHHOM OT CBETa MecTe.
TMpu UCroNb30BaHNM B aHanM3aTope peareHTbl CTabuibHbI B TeyeHue 30
CYTOK MpU XpaHEHWUM B OXNaX/AEHHOM COCTOSHUN Ha aHanusaTope.
Heo6xoanMo nsberaTb 3arps3HeHus.

He 3amMopaxuBaiite peareHT.
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OT160p M noarotoska o6pasuyos
® Tunbl o6pasuos
B kadectBe Npo6 MOXHO WUCMOML30BaTL CbIBOPOTKY, MasMy C SIMTUIA-renapuHom
W HaTpWii-renapyHoM.
® MoaroToBka nepea aHannM3oM
1.Heo6x0AMMO MCroNb30BaTh NOAXOASLLME NPOBUPKY MU KOHTEVHEPbI 415t cGopa
HDOG W C1enoBatb  UHCTPYKUMAM  USFOTOBUTENSA; nsberaTb BOB[JE;NCTBMS!
MaTepuanos NPo6MpoK UK ApYrux KOHTelHepoB ans cbopa npob.
2.Mpobbl, coaepxallne ocafok, nepes NpoBeieHUeM aHanusa Heo6xoaAnMo
ueHTpudyruposats.
3.06pa3ubl nocne cbopa U npeaBapuTenbHoit o6paboTku cneayet
NpoaHanu3npoBaTh Kak MOXHO CKOopee.
® Cra6unbHOCTb Npo6
8 yacos npu 15-25 °C
7 nHelt npu 2-8 °C
4 Hepenv npu (-25)-(-15)°C
,CLHH Gonee ANUTENBHOIO XpaHeHus ﬂposb\ HSOSXO[JMMO 3aMopo3nTb Npu
Temnepatype (-20°C)%. Tpe6oBaHusi K CTabunbHOCTM 06pasuoB 6biin
YCTaHOBNIEHbl W3rOTOBMTENIEM W/WAM OCHOBaHbI Ha 3TanoHax, Kaxaas
na6opaTopus [ONXKHA YCTaHaBNMBaTb CBOM COGCTBEHHble KpuTepuu
cTabunbHOCTM 06pasLoB.
MoaroToBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCNONb30BaHMIO.
BbiNONHAATe NnaHoBoe TexHWYeckoe O6CIyXMBaHWE U CTaHAapTHble
onepaumy, BKItoYas KanubpoBKY M aHann3 CUCTeMbl, YTOGbI rapaHTMPOBaTL
paboToCcnOCO6HOCTL aHANNTUYECKOH CHCTEMbI.

I p pbie He np B P

1.06bl4Hble nabopatopHble MaTepuanbl: PactBop NaCl B KOHUeHTpauun 9 r/n
(chmsronormyeckuii pacTeop), AMCTUINPOBaHHaS/ AGMOHN30BaHHas BOAA.

2.Kanu6patop 1 KoHTponb: O3HaKOMbTECb C PasfenoM WHCTPYKUWKU NO
NPUMEHEHNIO peareHTos «KanubpoBska 1 KOHTPOSb Ka4yecTsa».

3.Xumnyeckne aHanuszatopbl Mindray cepuu BS u nabopatopHoe
060pyAoBaHme oBLLero HasHaueHus.
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MeToanka KO/IMMECTBEHHOro aHanunsa

Xumuueckue aHanusaTopsbl
MapameTpbl
-800
Tun aHanusa KuHetnyeckas
Anua Bonrel 340/700 Hm
(nepBuYHas/BTOpUYHAN)
HanpasneHnve peakuwn Ysenuuenue
R1 200 mkn
Mpo6a unu kanuépaTtop 10 mkn
Mepemewaiite, nHKYGMpYiiTe Npu 37°C B TeyeHne 3 MUHYT, 3aTeM
AobasbTe:
R2 50 mkn

TwaTtenbHO nepemellaiite, 3aTeM MHKY6UpyiiTe npu 37°C B TeuyeHue
3 MWH, U3MepsiiTe 3HaYeHne nornowalleil CnocobHOCT HeNpepbIBHO
B TeYeHWe creaytowmx 3 MUHYT 3aTteM paccuuTainTe AA/MUH

I’]apaMe‘rpbl MOTyT OT/IN4ATLCA Ha pasHbIX XMMUYECKUX aHanusaTtopax, npu
Heo6X0AIMMOCTM WX MOXHO MPOMOPLMOHaNbHO KOppekTMpoBaTb. [ns
XMMUYeckux aHanusaTtopos Mindray cepuu BS napaMmeTpbl Ans peareHToB
npefocTapnslOTcA  no  3anpocy. OBpaTuTecb K COOTBETCTBYIOWEMY
PYKOBOACTBY MO 3KCMIyaTaUMM 3TUX aHann3aTopos.
Kanu6poBka
1.PekomeHayeTcs ucnonb3osaTte kanuépatop Mindray (kanu6patop CK-MB:

105-001132-00 unu apyrue noaxoaswme kanuépatopel) v 9 r/n NaCl

(dbuspactBOp) ANS  ABYXTOYEYHOW KanMbpoBKU. WHdopmauuio

0 npocnexusaemocTn kanvépatopa CK-MB Mindray cM. B MHCTpyKUWM NO

MCnonb30BaHNIo Kanubpatopa koMnaHum Mindray.

2.YacTtoTa KanmbpoBKu

KannbpoBka Xumuyeckux aHanmsatopos BS-800 crabunbHa B TeuyeHue

npu6nusutensHo 30 cyTok. [ns pasHbix Npu6OpoB CTabUibHOCTL

KanubpoBKM MOXET OTIMYaTbCs, Kaxaoi nabopaTopuu —cneayet

YCTaHOBUTL YacTOTy KaAMBpOBKY B NapamMeTpax Npuéopa B COOTBETCTBUM

CO CBOMM PEXMMOM MCMO/b30BaHMS.

MoxeT NOHafo6uTLCH MOBTOPHas kanubposka MPW BO3HUKHOBEHMM

cneayiowmx 06CToATeNbCTE:

« Mpu U3MeHeHUM NapTUM peareHTa.

« CornacHo Tpe6oBaHWIO COBniOAaeMbIX MPoUEAYyp KOHTPOns KadyecTsa
MAW MpU  BLIXOAE 3HAYEHMIt AN KOHTPONbHOMO MaTepuana 3a
AonycTuMble npeaens.

« MpU BBINOMHEHMN KOHKPETHOM NPOLIEAYPbI MO TEXHUUECKOMY 06CTYXUBaHMIO
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WM YCTPAHEHUIO HEMCMPABHOCTV BUOXMMUYECKMX aHaI3aToOPOB.
3.3HayeHns ana kanubpatopa 3aBUCST OT NapTMM C COOTBETCTBYHOWMMMU
MOAensiM1, yKasaHHbIMU B Tabnuue 3Ha4yeHunit.

KoHTponb kauecTsa

1.PekoMeHayeTCs  WCMONb30BaTb  KOHTPO/bHLIA  MaTepuan  Mindray
(KnnHuko-xumMmueckuii MYNbTUKOHTPONb: 105-009119-00,
105-009120-00 unu Apyroii NOAXOAAWMIA KOHTPONbHbLIA MaTepuan) ans
nposepkn 3h(EKTUBHOCTM Npoueaypbl M3MEPEeHWs; AOMONHUTENbHO
MOXHO MCNONb30BaTh ApPYyrne noaxoAsine KOHTPONbHble Marepuansl.

2.PeKOMeHﬂyeTCH NCNONb30BaTh ABa YPOBHA KOHTPO/IbHbIX Matepuanos Ans
aHanusa Kaxaoi naptum npo6. Kpome TOro, KOHTPO/bHbIA MaTepuan
cneayeT aHann3nposaTb AN Ka)KIZlOVI HOBOW KaﬂVIspOEKVI, Kaxaoro Hosoro
KapTpuaxa C peareHtaMmm U1 nocsie onpeaeneHHOro TexXHUYeckoro
06CNyXUBaHWS WKW YCTPaHEHUsI HEMCMPABHOCTEN, Kak NoAPO6HO onucaHo
B COOTBETCTBYHLWEM PYKOBOACTBE MO 3KCNayaTauun CUCTEMbI.

3.B kaxpoit nabopatopuu cnefyeT YCTaHOBUTb COGCTBEHHYI CXeMy
KOHTPONIA Ka4yecTBa v NOPsAOK BbINOJIHEHUS KOPPEKTUPYOWNX [JEIZCTEMLZ,
€CNN  KOHTPOJibHblE MaTep! He BOCCT: TCA B T
AONYCTUMbIX OTKOHEHMIA.

Pacuer

XuMnyeckuii aHanusatop cepum BS onpeaensier UsMeHeHue mornoweHuns

(AA/MWH) 1 aBTOMaTUYECKM paccyuTbIBaeT akTUBHOCTb CK-MB ans kaxzaow

npobbl C yKasaHHOW KanMb6pOBOYHOI KPUBOK, MONyYyeHHoW B npouecce

KannubpoBKK.

KoaddurumeHT npeobpasoBaHns TpaauLMOHHbIX eanHuy, (Ea/n) B eavHWUbI

CW (Mkkat/n):

Ea/n x 0,0167=mkKat/n

PasBeneHune

Ecnu 3HaueHne npo6bl npesbiwaeT 600 Ea/n, npoby HeobxoanMo pas3tasutb

pactsopom NaCl 9 r/n (duspactBopom) (Hanp. 1+6) U NOBTOPUTL aHanus;

NONYYEHHBIA Pe3yNbTaT ClleAyeT YMHOXUTL Ha 7.

n

Tun npo6bi EAMHMUbI M3MepeHns
CbIBOpPOTKa/NNasmMa < 24 Ep/n
Mpeanonaraemoe 3HayeHne yCTaHOBNEHO KoMmaHueil Mindray ¢ noMouibio
171 06pasuoB CbIBOPOTKY, B3SATbIX y Nntoaei u3 Kutas.
Kaxaasn nabopatopusi AOMXKHa YCTAHOBTL CBOM COGCTBEHHblE pecepeHcHble
MHTEPBa/Ibl B 3aBMCMMOCTY OT €€ KOHKDETHOTO PACTIONIOKEHMS 1 MOMY/ISILIMOHHBIX
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XapaKTepUCTUK, MOCKOMbKY MpearnonaraeMble 3HaYeHWst MOryT OT/MYaTbCst
B 3aBMCMMOCTM OT reorpacbvu, pachl, Mona u Bo3pacra.

Pa6oune xapakTepucTukm

u AHanwn y

AHanuTMyeckas 4YyBCTBUTENbHOCTb Habopa Ans OnpeAeneHus akTMBHOCTU
KpeaTuHKMHa3bli-MB Ha BS-2000 coctaenser 5 Ea/n. AHanuTuyeckas
YYBCTBUTENIbHOCTb ONPEAEeNseTCs Kak HanMeHbllasi KOHLEHTPaLUmns aHanuTa,
MO KOTOPO¥ MOXHO OTMuMTL o6pasew, He coAepXalwmit 3TOT aHanuT. OHa
paccunTbiBaeTCA Kak 3HayeHue, Ha 3  CTaHAapTHbIX  OTKJIOHEHUs
np llee cpeaHee , NoNydeHHoe u3 20 NOBTOPHbIX aHaNN308
npo6bl, He coAepXalyero aHaaM3MpyemMoro BewecTsa.

B [1nanasoH usmepeHuit
Cucrembl Mindray cepumn BS obecneyvBaloT cneayioLmii AnanasoH IMHEHOCTU:

Tun npo6bl

CbIBOPOTKa/Masma 5-600 En/n

Mpo6a c BbicokoW akTUBHOCTbIO CK-MB (npubnusutensHo 600 Epn/n)
CcMelWwmBaeTcs € npoboi C HU3KOM aKTMBHOCTbIO (<5 Ea/n) B pasHbiX
COOTHOWIEHNSX, B pe3ynbTaTe MO/yyaeTcs cepus passeseHuii. CK-MB
KaXAoro pasBeaeHWs onpeaenserca C MOMOwWbl cucTembl  Mindray,
ANanasoH IMHEHHOCT AEMOHCTPUPYeTCs C KO3(dUUNEHTOM Koppensumum
r=0,990. Peructpupyemblii AnanasoH coctasnset 5-4200 Ea/n.

B MpeunsmoHHOCTb

TMpeUn3MoHHOCT OMpeensinace C NOMOLLbIO CIEAYIOLLEro 0A06PEeHHOMo
CLSI pykosoacTsa EP05-A35, kaxaas npoba aHanmanposanack no 2 pasa 3a
ofHy 06paboTky, 2 06paboTku B cyTku, Bcero 20 cyTok.

[AaHHble NPeuM3NOHHOCTN KOHTPO/IbHbIX MaTepuanos 1 Yenoseyeckux npod
Ha BS-2000 npuBeAeHbl Huxe*.

Tun o6pasuos CpeaHee b y
(N=80) (Ea/n) sD (Ea/n) CV% SD (Ea/n) CV %
KOHTPOnbHbIi yposeHb 1 41,84 0,72 1,72 0,81 1,95
KOHTPOnbHbIiA ypoBeHs 2 94,04 0,87 0,93 1,30 1,39
CbiBopoTka 1 34,21 0,44 1,30 0,75 2,20
CbiBOpOTKA 2 89,49 0,56 0,62 1,15 1,28
AaHHbIE, Ha pasHbix npubopax n B pasHbIx

1aboparopusix MOryT OT/IMHaTLCS.
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B AHanuTMuyeckas cneun@UUHOCTb

Mpo6bl C pasnnMuHO KOHLEHTpaLueli MHTepthepUpyIoLLIEro BeLLLeCTBa roToBUIN
nyTeM 06aBNEHNS MELIAIOWIErD BEWECTBA K My/laM YesOBEHECKON CbIBOPOTKY,
1 OTCYTCTBMEM 3HAYMMOTO MELLAOLLEro BO3AEHCTBUS CHUTANIOCh BOCCTAHOB/IEHNE
B npeaenax +£10% OT COOTBETCTBYIOLLEro KOHTPO/IBHOTO 3HAYEHMS.

He Habniojany 3HauvMMOro Melalulero BO3AENCTBUA yKasaHHbIX Aanee
BEWECTB MPU UCCIEN0BAHNSX BMECTE C HUMM C MCMO/Ib30BAHWEM [aHHOM
MeToaonoruu. [laHHble UCCIeN0BaHNS MellalLwmnx Matepmanos Ha BS-2000
NpUBEAEHBI HUXKE.

Mewarowasn AKTMBHOCTb  OTHOCUTENbHOE
Mewarowee
semecrso KOHUeHTpaumsa aHanmTa OTIJIOHEHne
(mr/an) (En/n) (%)*
AckopbuHoBas K1CoTa 30 31,40 -0,26
WHTpanunua 250 33,82 +2,03
Bunupy6un 40 30,11 -8,94
naHHbie, Ha pasHbIX MPUBOPaX 1 B pasHbix
1aBOPaTOPHSX MOTYT OTAMYATECS.

B oueHb peAKMX Clyyasix raMMonaTtisi, B 4YacTHOCTU Tun IgM, Moxer
NPUBECTM K HEHAAGXHBIM pe3ynbTatam®,

B CpaBHeHWe MeTOAOB

ViccnepoBaHmus Koppensiuum BbIMOMHAIMCH C UCMONb30BaHMEeM 0A06PeHHOro
CLSI pykosoactea EP09-A3 7. Cuctema Mindray (Mindray
BS-2800M/peareHT Mindray CK-MB) (y) cpaBHMBanach C cuctemoin
cpaBHeHusi (Beckman AU5800/peareHT Beckman CK-MB) (x) ¢
MCMo/b30BaHNeM OAMHAKOBbIX 06Pa3LoB CbiBOPOTKM. CTaTcTUYecKmne
AaHHble, MONyYEHHbIE JIMHENHON perpeccueli, nokasaHbl B Tabnuue Huxe*:

y K T Mpo6a AvanasoH
perpeccuu PP (r) (N) (Ea/n)
y=0,9741x+0,7892 0,9993 177 5,42-583,97
AaHHble, Ha pasHbix 1pubopax n B pasHbix

N1abopatopusix MOryT OT/INYaTLCS.

WHTepnpeTtauus pesynbTaTos

Ha pesynbTathl MOTYT BAMSTb NEKapCTBEHHbIE CPEACTBa, 3a60neBaHMs Win

3HAOreHHble BellecTsa®®, ECM rpadhvk peakunm OTKIOHSETCS OT HOPManbHOro,

PpeKoMeH/lyeTcsi IPOBECTV NOBTOPHBII aHanus 1 NPOBEPUTL Pe3yNbTaT.

MNMpeaynpexaeHns U Mepbl NPEAOCTOPOXKHOCTH

1. Tonbko Ans  AMarHoCTMKM in  vitro. [Ans  npodeccroHanbHoro
NabopaTopHOro MpUMEHEHMS.
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Heo6xoanmo cobnioaatb Mepbl NPeaoCTOPOXHOCTH Npu paboTe co BceMn

nabopaTopHbIMK peareHTamu.

. YbenuTtecb B LIENOCTHOCTM YMaKOBKW nepes WCrosib3oBaHWeM Habopa. He

ncnonb3yiite Habopbl C NOBPEXAEHHOW ynakoskoi. Ucknounte BosaeiicTene

Ha peareHTbl NpAMOro CO/IHEYHOrO CBETa W WX 3aMOpPaXUBaHWE. HDM

HECOGHIOIJEHVIVI COOTBETCTBYHOLUMX \/CHOEVIVI XPaHeHs peareHToB nosyvyeHue

KOPPEeKTHbIX Pe3yNbTaToB aHa/IM30B HE rapaHTUpyeTCs.

Ecm peareHTbl Bbin HenpeaHaMepeHHO OTKPbITbl 10 UCNONBb30BAHUSA, XpaHUTe

WX MIOTHO 3aKPbITbiMK MpW TemnepaType 2-8°C U 3alLMLLEHHbIMWA OT CBETa.

BatoM clyyae ux CrabunbHOCTb He OTIMYaeTCs OT CTabunbHOCTU Mpu

NCNONb30BaHUN.

He uonchaVlTe CMelnBaHMA peareHToB U3 pasHbIX nap'rw? n d)ﬂaKOHOE.

He VICnOﬂh3yVITe peareHTbl NOCNe UCTEYEHUS UX CPOKa rogHOCTU U AaTbl

NCNONb30BaHUSA.

He [JOHVCKaﬁTe CMEeWunBaHMA HeAaBHO OTKPbITbIX peareHToB C YyXe

NCNONb3yEeMbIMU.

WN36eraiite 06pasoBaHns NeHbI.

. CneayeT 0XuaaTb MoTepto CTabUILHOCTU AN YXyALEHUE KayecTsa npu

HaZMuMN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHWS OCAAKOB MW pocTa

MUKPOOPraHM3MOB, @ TakxKe €eCnn KanubpoBKa WM KOHTPObHbIE

matepwansi He COOTBETCTBYIOT KpuTEpUAM, yKa3aHHbIM

B JIUCTKe-BKNaAbIWe u/win Ans cuctemsbl Mindray.

HajexHoCTb pesynbTaToB aHanu3a He rapaHTMpyeTcs B Cryyae

Heco610AeHNs MHCTPYKU NI, NPUBEAEHHBIX B AAHHOM INCTKe-BKNaAbIWE.

. ConepXuT KOHCepBaHT. 3anpellaeTcs npornaTteiBaTh. M3beraiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 06onouKamMu.

Mpy cyyaiiHoM NonaaaHum peareHTa B rnasa Wik poToBYlo NOMOCTb, @ Takxke

Ha KOXy HeMeasieHHO O6WIbHO MpoMoifTe 3TO Mecto  BOAOK. [Mpu

Heo6x0AMMOCTM 0BpaTHTeCh K Bpady ANS NOYYEHNS MEAULIMHCKOI NoMoLwm.

10.MacriopT 6e3onacHoCT MaTepuasna MPeAOCTaBSETCs NPOheccHoHasbHOMY
no/1b30BaTeNio Mo 3anpocy.

11.YTUnusauns BCeX OTXOAOB AOSKHA MPOW3BOAMTLCA B COOTBETCTBMM
C MeCTHbIMW NpaBunamMu.

12.Becb 4enoBeveckwit MaTepuan CNneayeT CuuTaTb  MOTEHUMabHO
MHMEKLNOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIKEHBI HACTONbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEraTUBHOIO BNWSHWS Ha COOTHOLIEHWE MONb3bl U PUCKa,
1 06WWWNit OCTATOUHBIN PUCK ABNSETCA NPUEeMeMbIM.

14.0 no6oM Cepbe3HOM WHUMAEHTE, MpPOU3OLIEAWEM B CBS3U C 3TUM
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CK-MB mindray
YCTPOWCTBOM, HEO6X0AMMO COOBLLATL NPOU3BOAUTENIO U KOMMETEHTHOMY
OpraHy CTpaHbl, K KOTOPOW OTHOCUTCSI NONIb30BaTENb W/WUNW NaLWEHT.

15.310T Habop COAEPXUT KOMMOHEHTbI, KnaccuduLmpyembie B COOTBETCTBUM
c PernamenTom (EC) N2 1272/2008 cneaytolmm o6pasom.

OnacHo!

H360D | MoxeT npninHNTbL Bpea pebeHky B yTpobe matepu.

Mpodunakmmka:

201 MNepea 1cnonb3oBaHneM 03HaKOMbTECH CO
CreumnabHbIMU MHCTPYKLNSIMU.

P280 HapeBaiiTe 3aWMTHbIe NepyaTKu U 3alLUTHYIO OAEXAY.

Mepbl pearmpoBaHus:
Mpn BO3AEHCTBAM WMAM NOTEHUMaNbHOM BO3AEHCTBUN:
O6paTuTech 3a KOHCY/bTaLKell/NoMOLLbI0 K Bpayy.

P308+P313 |

YTnnusaums:

YIUnusupyiire cofepXXMMoe/KOHTEMHEp B paspeLLeHHbIX
P501 MecTax c6opa OnacHbIX WK creLmanbHbIX OTXOA0B
B COOTBETCTBMM C /106bIMU MECTHbIMW NpaBuiIaMu.
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