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Creatine Kinase K'tDIath(:: %4%26602'02 15:20:2@?
i i i . .
order Information I&eason: f\ao‘R{Slgn Signa 0123
cat. No. Location: Moldovackage size
105-004615-00 : ¢ 8 mL
105-000869-00 MOLDO\Z% mgﬁé@% xL
105-004600-00 R1: 3x42 mL + R2: 3x12 mL
Intended Purpose
In vitro test for the quantitative determination of creatine kinase (CK)
activity in human serum and plasma on Mindray BS series chemistry
analyzers. It is intended to be used for aiding to diagnose heart and muscle
diseases.
Summary'?
Creatine kinase (EC 2.7.3.2, CK) is a dimeric enzyme that catalyzes the
reversible phosphorylation of creatine (Cr) by adenosine triphosphate (ATP).
CK is synthesized by a number of different genes, the respective gene
products are called CK-M (muscle), CK-B (brain) and CK-Mi (mitochondrion).
The total CK activity measurable in serum is composed of the activities of the
cytoplasmic, dimeric isoenzymes CK-MM, CK-MB, CK-BB and their
post-synthetically modified forms. In healthy individuals the total activity
consists mainly of CK-MM while the other CK isoenzymes and variants are
only present in trace amounts or are undetectable.
Elevated CK values are observed in cardiac muscle damages and in skeletal
muscle diseases. Measurement of CK is used especially in conjunction with
CK-MB for diagnosis and monitoring of myocardial infarction.

Assay Principle

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

Creatine phosphate + ADP =<———— Creatine + ATP

ATP + Glucose é ADP + Glucose-6-phosphate

G-6-PDH
Glucose-6-phosphate + NADP* =<— Gluconate-6-phosphate +
NADPH + H*
Creatine kinase (CK) catalyzes the phosphorylation of ADP, in the presence of
creatine phosphate, to form ATP and creatine. The catalytic concentration is
determined from the rate of NADPH formation, measured at 340 nm, by
means of the hexokinase (HK) and glucose-6-phosphate dehydrogenase
(G-6-PDH) coupled reactions.
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C
Imidazole buffer 100 mmol/L
Glucose 23 g/L
R1: N-Acetyl-L-cysteine (NAC) >1g/L
Hexokinase (HK) >5.0 KU/L
NADP disodium salt =1.57 g/L
Sodium azide 0.095%
Bis-Tris-Propane 50 mmol/L
Adenosine -5'-diphosphate (ADP) 23 g/L
R2: 5'-adenylic acid (AMP) 25g/L
Phosphocreatine disodium salt >35g/L
G-6-PDH >15.0 KU/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.
Specimen collection and preparation
® Specimen types
Serum, lithium heparin or sodium heparin and K»-EDTA plasma are suitable
for samples.
® 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
2 days 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.
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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-2000 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 340/546 nm
Reaction direction Increase
R1 200 pL
Sample or Calibrator 5L
Mix, incubate at 37°C for 3 min, then add:
R2 50 pL

Mix thoroughly, after incubate at 37°C for 3 min,
measure the absorbance value continuously within further 3 min
Then calculate AA/min
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 30 days on BS-2000 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:

2024-04, English 1-3 P/N: 046-024239-00 (3.0)



CK mindray

« 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 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
Dilution
If the value of sample exceeds 1000 U/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: 50-310 U/L
Female: 40-200 U/L
The expected value is provided from reference, Mindray has verified it by
401 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.

Serum/Plasma Adults
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Performance Characteristics
® Analytical Sensitivity
The Creatine kinase 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 5-1000 U/L

A high CK activity sample (approximately 1000 U/L) is mixed with a low
concentration sample (<5 U/L) at different ratios, generating a series of
dilutions. The CK 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 5-10000 U/L.

B Precision

Precision was determined by following CLSI Approved Guideline EP05-A36,
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) (U/L)  sD(U/L) CV % SD(U/L) CV%

Control Level 1 142.96 0.76 0.53 1.03 0.72

Control Level 2 317.33 1.48 0.47 2.32 0.73
Serum 1 97.63 0.37 0.38 1.06 1.08
Serum 2 237.04 0.94 0.40 2.02 0.85
Serum 3 180.29 0.74 0.41 1.63 0.91

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

®m 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*.
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Interfering Interfereqt Ana_ly_te Rel_ iye
Substance Concentration Activity Deviation
(mg/dL) /L) (%)*
Ascorbic acid 30 98.09 -2.35
Hemoglobin 200 232.04 +1.66
Bilirubin 40 97.27 -2.24
Intralipid 500 219.48 +2.65

*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-A38. The Mindray System (Mindray BS-2000/Mindray CK Reagent) (y)
was compared with comparison system (Roche cobas c701/Roche CK
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=0.9762x+1.5014 0.9997 100 9.49-994.25

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

Result interpretation

The results could be affected by drugs, disease, or endogenous

substances’-°. When the reaction curve is abnormal, it is recommended to

retest and check the result.

Warnings and precaution

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

2. 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.

w

IS

«
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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.

. Preservative contained. 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:

&

o

~

®

©

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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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, IFCC metopa 0123
¢dop Ans ogop
N2 kar. Pasmep ynakoBku
105-004615-00 R1: 2x35 mn + R2: 1x18 mn
105-000869-00 R1: 4x38 mn + R2: 2x20 mn
105-004600-00 R1: 3x42 mn + R2: 3x12 mn

LieneBoe Ha3HaueHue

AHanms in vitro ONs KONTMYECTBEHHOro onpeaeneHnsi akiMBHOCTU KpeaTtMHKUHas bl
(CK) B CbIBOpOTKE U NnasMe KPOBYM YenoBeka Ha B1OXMMMYECKUX aHanM3aTopax
Mindray cepuu BS. [laHHblii aHanvM3 npeaHasHayeH ANsi UCTIONb30BaHUS
B ANArHOCTUKE CcepAeyHbIX U MbilLeYHbIX 3abonesaHuit.

KpaTtkas cnpaBka'?

KpeatuHkmniasa (EC 2.7.3.2, CK) npenctansieT co6oii AMMepHbIN  (epmeHT,
KaTanusnpyoLLmin obpatvimoe hoapopunvpoBaHne KpeatuHa (Cn
aneHosuHTpudocdaToM (ATP). CK CUHTE3MPYETCS HECKONBKUMY PasN4HBIMU FreHaMu,
(COOTBETCTBYIOLLME MPOAYKTbI reHOB HasbieatoTcst CK-M (Mbiwna), CK-B (Mo3r) u CK-Mi
(MuTOoXOHApUS). Oblwas akmeHOCTL CK, v3MepsieMas B CbIBOPOTKE, COCTOMT W3
aAKTMBHOCTW LIMTONNa3MaTUHECKNX, ANMEPHBIX 1BodepmeHToB CK-MM, CK-MB, CK-BB
N WX MOCTCMHTETVHECKN MOAMMULMPOBaHHBIX (hOPM. Y 310poBbIX Ntoaeii obluas
aKTVIBHOCTb COCTOMT MPenMyLLeCTBEHHO 13 CK-MM, Toraa kak Apyrvie n3ohepMeHTsb 1
BapyaHTbI CK MPUCYTCTBYIOT TONbKO B CIEA0BbIX KONMHECTBaX W He 0GHapYXXMBAKOTCS.
MoBbilweHHbIi yposeHb CK HabnoAaeTcs Npy NOBPEXAEHNU CepAeLHO MbllLbl
1 3a601€BaHNAX CKeNeTHbIX Mbilil. W3vepenne CK B couetaHun c CK-MB
MCONb3YIOT AN AMATHOCTUKM N MOHMTOPMHIa WHdapKTa M1okapaa.

MpuHuMn aHanusa

MeToa MexayHapoaHoii deaepaumnn KIMHUYECKOH XM U nabopaTopHoi
MeanumHsl (IFCC) K

KpeaTuHdocdat + ADP =<——= KpeaTuH + ATP

HK
ATP + rniokoza === ADP + rok030-6-dpocdhar
G-6-PDH

ntoko30-6-oaat + NADP* niokoHaT-6-docat + NADPH + H*
KpeatuHkuHasza (CK) katanusupyet cocdopunmposaHme ADP B npucyTCTBUM
kpeaTuHdocdaTa ¢ obpasosaHuem ATP 1 kpeaTHa. KOHLEHTpaLms Katanmsartopa
onpeaensieTcs Mo yposHio o6pasoBaHnsi NADPH B pesynbTate COMpshKeHHbIX
peakumit rekcokuHasbl (HK) 1 rntoko3o-6-ocdaraernaporerasst (G-6-PDH),
n3mepsieMoMy Ha 340 HM.
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PeareHTbl u Tbl
WMmnpasonbHblil 6ycdep 100 mmonb/n
rniokosa 23r/n
R1: N-auetun-L-umncrenH (NAC) 21r/n
FekcoknHasa (HK) > 5,0 kEa/n
AunHatpueas conb NADP 21,57r/n
A3up HaTpusi 0,095%
Buc-Tpuc-nponaH 50 mmonk/n
AneHo3unH-5'-audocdar (AAD) =23r/n
R2: 5'-apeHunnoBas kucnota (AMP) 25r1/n
AvHaTpuesas conb dochokpeatnHa 235r/n
G-6-PDH > 15,0 kEa/n
A3up HaTpusi 0,095%

XpaHeHue u cTabunbHOCTb
WCroNb3oBaTs [0 WCTEUEHWS CPOKa MOIHOCTM, YKa3aHHOMO Ha 3TUKeTKe, Mpu
XPaHEHNM B HEpacneyaTaHHoM Buae Npy 2-8°C B 3aLUMLLEHHOM OT CBETa MecTe.
Mpu 1CronbL30BaHNM B aHanM3aTope peareHTbl CTabusbHbl B TeyeHne 30
CYTOK MpU XpaHEHNM B OX/1@X/AEHHOM COCTOSHUN Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpsasHeHmns.
He 3amMopaxwuBaiiTe peareHT.
OT60p 1 noaroToBka o6pasuos
® Tunbl o6pasuoB
B kauecTse Npo6 MOXHO MUCTIO/Ib30BaTb CbIBOPOTKY, MNa3My C IMTUI-renapuHoM,
HaTpuit-renapmHoM unu SATA-Ka.
m MoaroToBKa nepea aHaM3oM
1.Heo6x0AMMO 1Cr0N1b30BaTL NOAXOASALLME NPOGMPKY WK KOHTEIHepb! Ans c6opa
npo6 ¥ CNenoBaTb MHCTPYKUMSM M3rOTOBUTENs; w36eratb BO3AEACTBAS
Marepuasnos Npo6MpoK WM Apyrix KOHTeiHepoB Ans cGopa npob.
2.Mpo6bl, coaepxalume 0canok, Nepes nposeaeHUeM aHannsa HeobxoauMo
UeHTpUdyrmposars.
3.06pasubl nocne cbopa W npeABapuTenbHoi 06paboTku  cneayet
npoaHann3MpoBaTh Kak MOXHO CKOpee.
® CtabunbHOCTb Npo6
2 gHAa npu 15-25 °C
7 AHelt npn 2-8 °C
4 Hepenu npu (-25)-(-15)°C
[ns 60nee ANUTENLHOO XpaHEeHWUsi MPo6bl HEOEXOAMMO 3aMOPO3UTL MpH
Temnepatype (-20°C)*. TpeboBaHusi K CTabuabHOCTU 06pasuoB 6biin
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YCTAHOB/IE€Hbl U3roTOBUTENEM VI/VII'IVI OCHOBaHbl Ha 3TanoHax, Kaxaas
nabopaTopusi [ONXKHa YyCTaHaBnMBaTb CBOWM COGCTBEHHble KpUTEPUM
crabunbHoOCTM 06pasLoB.

MoaroToska peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbinonksiiTe nnaHoBoe TexHUYeckoe OGCI'I\/)KVIEBHVIE n CTaHaapTHble
onepauuvn, Bkn4vas KaﬂM6DOBKy W aHann3 CucTemsbl, 4TOGbI rapaHTMpoBsaTb
paboToCNOCO6HOCTb aHANUTUHECKOW CUCTEMBI.

I p y pble He np B P
1.06bl4Hble nabopatopHble Matepuanbl: PactBop NaCl B KoHUeHTpauuu 9 r/n
(dbvsronornyeckmii pacTeop), ANCTUNNMPOBaHHAs/ AENOHN30BaHHas BOAA.
2.Kannbpatop n KoHTponb: O3HaKoMbTeCb C pasfenioM WMHCTPYKUUU MO
NpUMeHeHNIo peareHToB «Kanubposka W KOHTPO/b KauecTsax.
3.Xumnyeckve aHanusatopbl Mindray cepuu BS wu nabopaTtopHoe
o6opyaoBaHue o6LIero HasHaYeHus.

MeToaunka T )
ﬂapaMeprl Xumunueckune aHanusatopbl
BS-2000
Tun aHanusa KuHeTtnueckas
Anvra BonHe! 340/546 HM
(nepBuuHas/BTOpUYHasA)
Hanpasnenue peakumn YBenuuenne
R1 200 mkn
Mpo6a unu kanuépaTtop 5 Mkn
Mepemewwaiite, MHKY6MpYiiTe Npu 37°C B TeYeHWe 3 MUHYT, 3aTeM
AobasbTe:
R2 50 mkn

TwaTensbHo nepemeluaiiTe, 3aTeM MHKY6upyiiTe npu 37°C B TeyeHne
3 MUH, N3MepAliTe 3HaUeHWe NoryolaroLet CnoCoOGHOCTU HenpepbIBHO
B TeYeHne cneaylownx 3 MUHYT 3aTeM paccuunTaiite AA/MUH

TMapaMeTpbl MOryT OTNIMYATLCS Ha PasHbIX XMMUYECKWUX aHanusatopax, npu
HEOGXOAMMOCTM  UX MOXHO ~MPOMOPUMOHANbHO  KOPPeKTUpoBaTh. [ns
XUMUYeCKuUX aHanusatopos Mindray cepun BS napameTpbl Ans peareHToB
NpeaocTaBnsiOTCA Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCAAyaTalnn 3TUX aHann3aTopos.
Kanun6poska
1.PexoMeHayeTcs  ucnonb3oBatb  kanubpatop  Mindray  (CblBOPOTOUHbIiA

MynbTUkanubépaTop: 105-001144-00 wim Apyrve noaxoAsine Kanubpatophbl)
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n9 r/n NaCl (dwuspactsop) Ans AByXTOUeYHOW kanubposku. WHdopmaumio

0 npocnexmeaeMocTt  CbIBOPOTOYHOMO — MynbTukanubpatopa Mindray M.

B MHCTPYKUWM MO MCMONb30BaHMIO Kanubparopa koMnaHum Mindray.

.YacToTa kanmbposku

Kanubposka xmmmnyeckux aHanusatopos BS-2000 crabunbHa B TeyeHue

npubnusntensHo 30 cyTok. [Ans pasHbix npubopos CTabunbHOCTbL

KanMGpOBKM MOXET OTInMuaTbCsi; KaxaoW nabopaTtopun — cneayer

YCTaHOBUTL HacTOTy KaMGPOBKY B NapamMeTpax npuéopa B COOTBETCTBUM

CO CBOMM PEXVMOM UCMO/b30BaHNS.

MoxeT noHafo6WTbCsi MOBTOPHas KkanubpoBka MPU  BO3HWUKHOBEHWN

cneayoWmnx 06CToATENbCTB:

« Mpu M3MeHeHUM NapTuM peareHTa.

« CornacHo Tpe6oBaHWIO COBNI0AAEMbIX MPOLEAYP KOHTPONs KauyecTsa
VMW MpU BbIXOZAE 3HAYEHUI AN KOHTPONILHOMO MaTtepuana 3a
[ONyCTUMbIE Npeaens.

N

. I’]pm BbINOTHEHMN KOHerTHOﬁ npoueaypbl no TEXHUYECKOMY
06CﬂV)KVIEaHVIIO Win  yCTpaHeHUK HencnpaBHOCTU BMOXUMUYECKUX
aHanu3aTopos.

3.3HaueHns ans kanubpaTopa 3aBUCST OT MapTUM C COOTBETCTBYIOLUMMM
MOAENSIMU, YKa3aHHbLIMU B TabnnLie 3HaUeHNN.

KoHTponb kavecTsa

1.PekoMeHayeTCs UCMob30oBaTh KOHTPONb Mindray (KnuHWMKO-XxuMuyeckui
MYNbTUKOHTPONb:  105-009119-00, 105-009120-00 wnu  apyroi
MNOAXOAALWMIA KOHTPO/bHBIA MaTepuan) Ans nNpoBepku 3ddeKTUBHOCTU
npoLeaypbl M3MEPEHUS); [IOMONHUTENIBHO MOXHO MCMO/b30BaTh Apyrue
NOAXOASIUME KOHTPO/IbHbIE MaTepUansl.

2.PeKkOMeHAyeTCs CMO/Ib30BaTh ABA YPOBHS KOHTPO/IbHBIX MaTepnanos Ans
aHanMsa kaxaoi napTum npo6. Kpome TOro, KOHTPOsbHbIA MaTepuan
CreayeT aHanM3MpoBaTh ANs KaXAOM HOBOW KannbpoBKK, Kaxaoro HOBOro
KapTpuaXa C peareHTaMM W MOCNe OMPeAENeHHOro TEeXHUYECKoro
06CNYXKMBaHMS WK YCTPAaHEHMUS! HEUCTPABHOCTEN, Kak MoAPOGHO OMMUcaHo
B COOTBETCTBYIOUIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

3.B kaxaoi naGopaTopun CneayeT YCTaHOBUTb COGCTBEHHYID Cxemy
KOHTPONIS KauecTsa M NOPSAOK BbIMOHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€C/IM KOHTPONbHbIE MaTepuansl He BOCCTAaHaBAMBAlOTC B npeaenax
[AONYCTUMBIX OTKNOHEHWIA.

Pacuer

XuMudeckuit aHanusatop cepun BS onpeaensieT usMeHeHue MornoweHuns
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(AA/MMH) M aBTOMATUMYECKM paccyMTbiBAET akTMBHOCTL CK Ans kaxaoit
npobbl C ykasaHHOW KanuMbBpOBOYHOI KPUBOWA, MONyYeHHOW B npouecce
KanmbpoBKu.

KoaddurumeHT npeobpasoBaruns TpaaULMOHKHbIX eannuny, (Ea/n) B eavkunubl
CW (mkkat/n):

En/n x 0,0167=mkkat/n

Passenenune

Ecnu  3HadeHne npobbl npesbiwaer 1000 Ea/n, npoby Heo6xoaumo
pa36asutb pactsopom NaCl 9 r/n (¢puspactsopom) (Hanp. 1+9) 1 NOBTOPUTL
aHanu3; NonyyeHHblii pesynbTaT cneayeT YMHOXMUTL Ha 10.

n

Tun npo6bl

My>xxuuHbl: 50-310 Ea/n
KeHwwuHbl: 40-200 Ea/n
OxupaemMoe 3Ha4eHMe NoTy4eHO NpU UCMOJb30BaHWM STaroHa, koMnaxust Mindray
noaTeepavna ero Ha 401 npo6ax CbIBOPOTKY, B3STbIX Y toAei n3 Kutas.
Kaxaas nabopatopus A0SXHa YCTaHOBUTL CBOW COGCTBEHHbIE PedepeHCHble
VHTEpBanbl B 3aBUCMMOCTM OT €e  KOHKPETHOrO  PacrosioXeHns
1 MONYNSALUMOHHBIX XapaKTepUCTUK, MOCKO/bKY Npearnonaraemble 3HaueHns
MOTYT OTNINUATLCA B 3aBUCUMOCTM OT reorpacduy, pacsl, noia U Bospacta.
Pa6oune xapaKTepucTmku
B AHanMTHYeckas YyBCTBUTESIbHOCTb
AHanuTMyeckas 4yBCTBUTENbHOCTb Habopa AN onpeAeneHns aKkTMBHOCTW
KpeaTWHKWHasbl Ha BS-2000 coctaBnser 5 Ea/n.  AHanutuyeckas
UYYBCTBUTENLHOCTL ONPeAenseTca Kak HaMMeHblUas KOHLEHTpaLmus aHanuTa,
No KOTOPOWM MOXHO OTNMUNTL 06pasell, He coAepXaluunit 3TOT aHanuT. OHa
paccuuTbiBaeTcs  KakK 3HaueHue, Ha 3 CTaHAapTHbIX OTK/IOHEHWs
np cpeaHee , NOyYeHHOe 13 20 NOBTOPHbIX aHaNM30B
npo6bl, He coAepXaluero aHaaM3MpyemMoro BeulecTsa.
® [lnanasoH usMepeHui
Cucrembl Mindray cepumn BS obecrieumsatoT Ceflyolmii AnanasoH JIMHERHOCTU:
Tun npo6bl
CbIBOpOTKa/NNasmMa 5-1000 Ea/n

CbiBOpOTKa/nnasma B3pocnbie

CwmelwuaiiTe npoby ¢ Bbicokoit CK (npubnusutenbHo 1000 ea./n) c npo6oi
C HM3KOM KOHUeHTpauueit (< 5 EA/n) B pasHbIX COOTHOLIEHWAX ANs
nony4eHns cepun passefeHuit. CK Kaxaoro passedeHust onpeaensietcs
C oMol cucTembl Mindray, AWanas’oH NMHENHOCTU AEMOHCTpUpyeTcs
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c ko3 duumneHTom koppensiummn  r=0,990. Peructpupyembiii  AnanasoH
cocrasnsiet 5-10000 Ea/n.

® MpeunsmoHHOCTb

npeLU’IHVIOHHOCTh onpeaensinace C NOMOLWbIO cCrejylouwero ouoﬁpeHHoro
CLSI pykosoacTea EP05-A36, kaxaas npoba aHanuamposanack no 2 pasa 3a
oaHy o6paboTky, 2 o6pabotku B cyTku, Bcero 20 cyToK. [laHHble
NPeuM3MOHHOCTM KOHTPO/IbHbIX MaTepuasioB wn Yel0Be4YeCKUxX HD06 Ha
BS-2000 npuBeaeHbl HuKe*.

Tuno6pasuos  Cpennee b Buy
(N=80) (Ea/n) SD (Ea/n) CV% SD (Ea/n) CV %
KoHTpOnbHbiih yposerb 1 142,96 0,76 0,53 1,03 0,72
KOHTPOnbHb I ypoBeHs 2 317,33 1,48 0,47 2,32 0,73
CbigopoTka 1 97,63 0,37 0,38 1,06 1,08
CbigopoTka 2 237,04 0,94 0,40 2,02 0,85
CbigopoTka 3 180,29 0,74 0,41 1,63 0,91

Aatbie, Ha paskbIX PUBOPaX 1 B pasHbiX

N1abopatopusix MOoryT OT/INYaTLCA.

B AHanuTMuyeckas cneunduyHoCTb

Mpobbl C pasnuuHOI KOHLEHTPaLMel MHTEphEPUPYIOLLErO BELLECTBA roOTOBUIN
nyTeM A06aBNeHNs MeWaloLero BeLecTBa K My/laM YesioBeYecKoi CbiIBOPOTKY,
1 OTCYTCTBMEM 3HAYMMOrO MELIAIOLLETO BO3AEHCTBUS CYUTANIOCh BOCCTAHOB/EHNE
8 npenenax +10% OT COOTBETCTBYIOLLIErO KOHTPOSILHOTO 3HaUEHMS.

He Habnoaanu 3HauMMOro MELIAIOWEro BO3AEHCTBUS yKasaHHbIX Aanee
BEILECTB MPU WCCIEAO0BAHNAX BMECTE C HAMU C WUCTONb30BaHWEM AaHHOI
MeToA0NorMn. [laHHble uccneaoBaHUs MelarLWmnx Matepuanos Ha BS-2000
npuBeAEeHbl HMXKe™*.

Mewmoue  Hemenen T Aeweorts Orieores
BelecTso
" (mr/an) (Ea/n) (%)*
AckopbuHoBas KUCioTa 30 98,09 -2,35
Femorno6uH 200 232,04 +1,66
Bunupy6uH 40 97,27 -2,24
WHTpanunua 500 219,48 +2,65
AaHHble, Ha pasHbix rpubopax u B pasHbix

1aboparopusix MOryT OT/IMHaTLCS.
B oueHb peakux cnyvasx ramMmonaTus, B 4YacTHOCTM Tun IgM, Moxer
NPUBECTU K HEHAAGXKHBIM pe3ynbTaTam’.
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m CpaBHeHWe MeToA0B

ViccneioBaHms KOPPeNsiiMm BbIMOMHSNIUCL C UCMONb30BaHMEM 0406PEHHOTO
CLSI pykoBoactea EP09-A38. Cucrema Mindray (Mindray BS-2000/peareHT
Mindray CK) (y) cpasHuBanacb C cuctemoit cpasHeHus (Roche cobas
c701/peareHT Roche CK) (x) c ucnonb3osBaHueM OAMHaKOBbIX 06pasLoB
CbIBOPOTKM. CTaTUCTUHECKME AaHHbIE, NOyHeHHbIe INHEIHO perpeccuei,
nokasaHbl B Tabnuue Hmke*:

y K T Npo6a [AvanasoH
perpeccum ppensuvm (r) (N) (En/n)
y=0,9762x+1,5014 0,9997 100 9,49-994,25
Aawrbie, Ha pasHbIX IPUBOPax U B PasHbix
N1aBOPATOPMSX MOTYT OTIMYATCA.

WUHTepnperauus pesynbTaTtos

Ha pesynsTaTel MOTyT BAWSTb NekapCTBeHHble CPEACTBa, 3abonesaHws wn
3HAOreHHble BelllecTsa’?. ECn rpadvk peakumm OTKIIOHSIETCS OT HOpMasbHOTO,
PeKOMeH/lyeTCs NPOBECTV MOBTOPHbIV aHaNM3 U NPOBEPUTL Pe3y/bTaT.

Mpepynp W Mepbl np: TOp ™

. Tonbko ans  AvarHocTMkM in  vitro. [na  npodeccrmoHanbHoro
NabopaTopHOro MPUMEHEHNS.

Heo6xo0anMo cobioaaTb Mepbl MPeA0CTOPOXHOCTM NpK paGoTe co BCeMu
NabopaTopHLIMIA peareHTamm.

. Y6eautechb B LIENIOCTHOCTV YNakoBKM Meped MCrosib3oBaHveM HaGopa. He
WCronb3yiTe Habopbl C MOBPEXAEHHOW YNakoBKoi. VckounTe BosaeiicTBre
Ha peareHTbl MPSIMOrO COSIHEWHOMD CBETa M WX 3aMopaxusaHve. [pu
Heco6/1I0AeHMN COOTBETCTBYIOLMX YC/IOBUI XPaHEHUs peareHToB monyueHune
KOPPEKTHbIX PE3y/ILTATOB aHANN30B He rapaHTUpyeTCs..

EC/M peareHTb! 6bi1 HEMPeaHaMEPEHHO OTKPITbI 10 UCMO/Nb30BaHMS, XPaHITe
WX MOTHO 3aKPbITbiMM Npu Temnepatype 2-8°C 1 3alMLLEeHHbIMA OT CBETa.
B3TOM Cllydae MX CTabuibHOCTL HE OTMYEETCst OT CTabWbHOCTU Mpn
MCTIO/Nb30BaHMN.

He aonyckaiiTe cMelnBaHMs peareHToB U3 pasHbiX NapTii 1 hnakoHos.
He ncnonb3yiiTe peareHTbl NOCIE UCTEUEHMUS UX CPOKA FOAHOCTU W AaTbl
MCMonb30BaHNs. He fonyckaiiTe CMeLINBaAHUS CBEXMX PeareHToB C yxe
MCMONb3YEeMbIMM.

W36eraiiTe o6pazoBaHuUs NeHbI.

Cnelyer oXwuaaTb MOTEPIO CTABWILHOCTA WM YXyAWEHUE KadyecTBa Mpu
HaNMYMM  BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHUSI OCAAKOB WM PoCTa
MKPOOPraHM3MOB, @ Takke e/ KanubpoBKa UK KOHTPOSbHbIE MaTepuaribl
HE COOTBETCTBYIOT KPUTEPUSIM, Y B8 JICTK wwwm ana
ancrembl Mindray.
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7. HapexHoCTb pe3ynbTaToB aHanvMsa He rapaHTupyetcss B cnyvae
HECOBNI0EHNS MHCTPYKLMIA, NPUBEAEHHbIX B 1aHHOM IMCTKe-BKNaAbILLE.

8. CopepxuT KOHCEpBaHT. 3anpellaeTtcs npornarbiBate. Wsberaite
KOHTaKTa C KOXeil U CIM3UCTBIMK 060/104KaMU.

9. Mpu cyyaiiHOM MOMajaHUM peareHTa B r1asa WAM POTOBYIO MOJOCTb,
a TaKKe Ha KOXY HEME/NIEHHO 06MIbHO NPOMOMTE MOPaXKEHHBIE Y4aCTKM
60n1blWKMM KONMYECTBOM BOAbI. Mpy HEO6XxoAMMOCTU 06paTUTech K Bpayy
ANS MONYYEHUS! MEAVLIMHCKOM NOMOLLN.

10.MacropT 6e30nacHOCTU MaTepuana npefocTaBnsieTcs npodeccuoHanbHoOMy
M0/b30BaTENO MO 3aMpocy.

11.YTunusaumsi BCEX OTXOAOB [AO/KHA MPOV3BOAWUTLCS B COOTBETCTBUM
C MECTHbIMW NpaBuiIamMu.

12. Becb YenoBeyeckuii Matepuan cneayeT CHUTath NOTEHUUANBHO MHAEKLIMOHHBIM.

13.Bce BbISIBNIEHHbIE PUCKM GbUIM CHIXKEHBI HACTONIBKO, HACKOMBLKO 3TO
BO3MOXHO 6€3 HEraTUBHOTO BNWSIHWSI HAa COOTHOLIEHNE MOMb3bl U PUCKa,
1 061WWit OCTATOUHbI PUCK SBNSAETCA NPUEMIEMbIM.

14.0 /11060M CEPbESHOM MHUMAEHTE, MPOU3OWEAWEM B CBSI3U C 3TUM
YCTPOWCTBOM, HEO6X0AMMO COO6LLATh NMPOM3BOAUTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOii OTHOCUTCS MOJIb30BaTeNb W/ MW NaLMeHT.

15.370T HabOp COAEPXMT KOMMOHEHTbI, Knaccuduumpyemble B COOTBETCTBUM
c PernamenToM (EC) N2 1272/2008 cneayrowmm o6pasom:

&

OnacHo!

H360D I MoXeT Npu4MHUTL Bpes pebeHKy B yTpobe MaTtepu.
NMpodunakmmka:

201 Mepea Mcnonb3oBaHNeM 03HaKOMbTeCh CO

CneUmasbHbIMIU UHCTPYKLMSAMM.
P280 HapeBaiiTe 3alUMTHbIE NEpYaTKN U 3aLUNTHYIO OAEXAY.
Mepbl pearmpoBaHus:

Mpn BO3AEICTBAN NN NOTEHUMANLHOM BO3AECTBUM:
O6paTnTech 3a KOHCy/bTalMen/NoMOWbI0 K BpaYy.

P308+P313

YTunusauus:

YTUNU3MpYiTe COAEPXKMMOE/KOHTEIHED B PaspelLeHHbIX
P501 MecTax c60pa onacHbIX WK CreLmanbHbIX OTXOA0B
B COOTBETCTBUM C M106bIMU MECTHBIMW MpaBuiaMu.
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Keep away from sunlight
Indicates a medical device that needs protection from light sources
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MpoussoauTens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Appec: Mindray Building, Keji 12th Road South, High-Tech Industrial
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Appec 3N1eKTPOHHOM NMouThl: service@mindray.com
Be6-caitt: www.mindray.com
Ten.: +86-755-81888998; ®dakc: +86-755-26582680
MpeacrasuTtens B EC: Shanghai International Holding Corp.
GmbH (Espona)
Appec: EiffestraBe 80, Hamburg 20537, Mepmanus
Ten.: 0049-40-2513175; ®akc:0049-40-255726
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