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Order Information [.ocation: Moldova v
Cat. No. ze <
105-000816-00 / ¢ i
105-000855-00 R1: 6x40 mL + R2: 2x32 mL
105-004593-00 R1: 6x58 mL + R2: 3x32 mL

Intended Purpose

In vitro test for the quantitative determination of Alkaline phosphatase (ALP)
activity in human serum and plasma on Mindray BS series chemistry
analyzers. It is intended to be used for aiding to diagnose hepatobiliary
diseases.

Summary'?

Alkaline phosphatase (EC 3.1.3.1, ALP), a hydrolytic enzyme acts optimally
at alkaline pH, is formed in liver and is existed in almost all tissues of the
body. Serum ALP measurements is commonly used for the investigation of
hepatic disease. Under some conditions, such as gestation, budding children,
high ALP activities are normal physiological phenomena. Pathologic high ALP
activities may exist in hepatobiliary diseases, bone diseases, bone
metastases and hyperparathyroidism. Decreased ALP activity occurs
uncommonly and is only observed in about 0.2% old people.

Assay Principle

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

ALP
p-Nitrophenyl phosphate + Hzoﬁ p-Nitrophenol + Pi
Mg+
By the action of ALP and magnesium ions, p-Nitrophenyl phosphate is

catalyzed to p-Nitrophenol, and the absorbency increase is directly
proportional to the activity of ALP.

Ci
R1, Na»-EDTA 150 mmol/L
Magnesium acetate 2 mmol/L
Na»-EDTA 38 mmol/L
R2: Magnesium acetate 2 mmol/L
4-nitrophenyl phosphate, disodium salt:6H20 115 mmol/L
sodium azide 0.01%
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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 7 days when refrigerated on the

analyzer.

Contamination must be avoided.

Do not freeze the reagent.

Specimen collection and preparation

B Specimen types

Serum and lithium heparin 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*
7 days at 15-25°C
7 days at 2-8°C
2 months at (-25)-(-15)°C (Only frozen once)
For longer storage periods, samples should be frozen at (-20°C)5. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
Materials required but not provided
1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.
2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.
3.Mindray BS series chemistry analyzers and General laboratory equipment.
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Assay procedure

Parameters Item BS-800 chemistry analyzers
Assay type Kinetic
Wavelength (Primary/Secondary) 412/546 nm
Reaction direction Increase
R1 200 pL
Sample or Calibrator 4 pL
Mix, incubate at 37°C for 1-2 min, then add:
R2 50 pL

Mix thoroughly, after incubate at 37°C for 1 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 7 days on BS-800 chemistry
analyzers. The calibration stability may vary on different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
« As changed reagent lot.
« As required following quality control procedures or out of control.
« As executes specific maintenance or troubleshooting procedure of
chemistry analyzers.
3.The calibrator values are lot-specific with the matched models listed in the
value sheet.
Quality control
1.1t is recommended to use the Mindray Control (ClinChem Multi Control:
105-009119-00, 105-009120-00 or other suitable controls) to verify the
performance of the measurement procedure; other suitable control
material can be used in addition.
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2.Two levels of control material are recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

3.Each laboratory should establish its own internal quality control scheme
and procedures for corrective action if control doesn’t recover within the
acceptable tolerances.

Calculation

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

and calculates the ALP 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):

1 U/L =16.67x1073 pkat/L 1 pkat/L = 60 U/L

Dilution

If the value of serum/plasma sample exceeds 800 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 45-125 U/L
Adults® 20-49 years: 35-100 U/L
Female
50-79 years: 50-135 U/L
28 days - <6 months 98-532 U/L
6 months - <1 year 106-420 U/L
1-<2years 128-432 U/L
2 - <9 years 143-406 U/L
Serum/ 9 - <12 years 146-500 U/L
Plasma Male: 160-610 U/L
. 12 - <14 years
Children’ Female: 81-454 U/L

Male: 82-603 U/L
Female: 63-327 U/L
Male: 64-443 U/L
Female: 52-215 U/L
Male: 51-202 U/L
Female: 43-130 U/L

14 - <15 years

15 - <17 years

17 - <18 years
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The expected value is provided from reference, and Mindray has verified it
by 482 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 Alkaline phosphatase Kit has an analytical sensitivity of 5 U/L on BS-300.
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 5-800 U/L

A high ALP activity sample (approximately 800 U/L) is mixed with a low
activity sample (<5 U/L) at different ratios, generating a series of dilutions.
The ALP 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 5-8000 U/L.

® Precision

Precision was determined by following CLSI Approved Guideline EP05-A38,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-300 are summarized below*.

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

Control Level 1 193.19 0.24 0.12 0.54 0.28

Control Level 2 385.54 0.32 0.08 0.84 0.22

*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-300 are summarized below.
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Interfering Interferer?t Ana_ly_te Rel_ 'ye
Substance Concentration activity Deviation
(mg/dL) /L) (%)*
Ascorbic acid 30 199.63 -0.35
Hemoglobin 500 192.30 -2.72
Bilirubin 40 201.90 +2.74
Intralipid 500 192.80 +0.46

*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-A310, The Mindray System (Mindray BS-2000/Mindray ALP Reagent) (y)
was compared with comparison system (Roche cobas c701/ Roche ALP
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=0.9809x-1.0972 0.9999 100 40.88-753.95

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

Result interpretation

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

substances® 11, 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.

3. Please confirm the integrity of the package before use. Do not use the
kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results can't be assured when stored at
inappropriate condition.

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

. Do not mix reagents with different lots and bottles.

Do not use the reagents beyond the expiration date and the in-use date.

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

~

®

©

Warning
H317 May cause an allergic skin reaction.
Prevention:
P280 Wear protective gloves, protective clothing.
P261 Avoid breathing mist/vapours/spray.
Contaminated work clothing should not be allowed out
P272
of the workplace.
Response:
P302+P352 IF ON SKIN: Wash with plenty of water.
P3334P313 If skm. irritation or rash occurs: Get medical advice/
attention.
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P362+P364 Take off contaminated clothing and wash it before reuse.|
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] J’ u

Authorized representative in
uthorized representati .e Batch Code er:
the European Community limit

Temperature Catalogue
Manufacturer |

Az
FAN
a
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 ans onp w o Tasbl,
IFCC meTtoa, AMIN 6ydep
" N c €D123
Ans odop
N2 kar. Pasmep ynakoBku
105-000816-00 R1: 4x35 mn + R2: 2x18 mn
105-000855-00 R1: 6x40 mn + R2: 2x32 mn
105-004593-00 R1: 6x58 mn + R2: 3x32 mn

LieneBoe Ha3HaueHne

AHanus in vitro ANA KONMYEeCTBEHHOro onpeaeneHns akTMBHOCTU LueﬂOHHOﬁ
docdartasbl (ALP) B CbIBOPOTKE W MnasMe 4YesnoBeka Ha XUMUYECKUX
aHanusaTtopax Mindray cepun BS. AHanus npeaHasHayeH Ans MomoLuu
B AMArHoCTMKe 3a60/1eBaHui NeYeHn 1 XKeNuHbIX nyTen.

KpaTtkas cnpaBka'?

Ulenoynas docpartasa (EC 3.1.3.1, ALP) - ruaponutudeckuii epMeHT,
Haunyywum ob6pasoM AeiCTByOWMA npu LWenoyHoM pH, oH obpasyetcs
B MEYEHN M NPUCYTCTBYET MOYTM BO BCEX TKaHAX OpraHusMa. Viamepexve
CbIBOPOTOUHOM ALP  06bI4HO MpuUMeHsieTca Ans  obcnesosaHns  npu
3a60n1eBaHMAX MNeYeHn. B HEeKOTOpbIX COCTOSHUAX, Hampumep, npu
6epeMeHHOCT MAW BO BpeMs aKTMBHOTO pocCTa Yy AeTel, BbicoKas
aKTMBHOCTb ALP SBNSeTCA HOPMasbHbIM - (DU3MOSIOTUYECKUM  SIBIEHMEM.
MNatonornyeckn BbICOKAA aKTMBHOCTL ALP  MoxeT Habnioaatbcs npw
3a601€BaHNAX NEYEHN W XKenuHbIX NyTeid, 6onesHax KocTei, MeTacTasax
B KOCTM M runepnapatupeose. CHMxeHMe akTMBHOCTM ALP npoucxoaut
peako 1 HabnogaeTca npumMepHo y 0,2% NoXunbIX Noaen.

MpuHUMN aHanusa

MoanduumposaHHbii  MeToa MexayHapoaHoi deaepaumnu  KIMHWYeCKon
XUMUKM 1 nabopaTopHoi MeanumHbl (IFCC)

n-HuTpodenundocdat + H20 %n-HMTpOd}eHOn + Pi
Mg?*
B npucyTctBum ALP M MOHOB MarHus n-HutpodeHundocdat npespatiaeTcs

B N-HUTpOGEHON, W Mornowalouas CnocobHOCTL  BO3pacTaeT MpsMO
NPOMopLUMOHaNbHO aKTUBHOCTM ALP.

PeareHTbl n Thbl
RL SATA-Naz 150 MMonb/n
’ Auetat MarHus 2 MMonb/N
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3OTA-Naz 38 mmonb/n
R2. Auetar marHus 2 MMonb/n
4-nuTpodernndocdar, AByHaTpresas conb-6H0 115 mmons/n
asma HaTpus 0,01%

XpaHeHue n cTabunbHOCTb
Wcnonb3osatb A0 ncre4yeHnsa Cpoka roAHOCTN, yKasaHHOro Ha 3TMKeTKe, npu
XpaHeHun B Hepacne4aTtaHHOM Buae npu 2-8°C B 3alWMLLEeHHOM OT CBeTa MecTe.
nDVI WCNOMIb30BaHMN B aHanM3atope peareHTbl CTabunbHbl B TeYeHue 7 CyTOK
Npy XpaHeHnn B OXTaXXAEHHOM COCTOSIHUM Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpasHeHms.
He 3amopaxuBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
® Tunbl o6pa3uos
B kauyecTBe Npo6 MOXHO MCMONB30BaTh CbIBOPOTKY WK TU1asMy C JIMTUIA-renapyHOM.
m MoaroToBka Nepea aHa/iM3oM
1.Heo6x0aANMO MCMoNb30BaTL MOAXOASLUME NPOBMPKN WU KOHTENHEpPb! Ans
c60pa Npo6 1 CefoBaTL NHCTPYKUMSM U3rOTOBUTENS; M36eraTh BO3AEHCTBUS
MaTepuanos Npo6UpoK WK ApYrux KOHTeliHepoB ans c6opa npo6.
2.Mpo6el, conepxaline 0CaaokK, nepes NpoBeaeHUeM aHannsa HeobxoanuMo
UeHTpUdyrnposats.
3.06pa3ubl nocne cbopa U npeaBapuTenbHoi 06paboTku cneayeTt
NpoaHaN3MpoBaTh Kak MOXHO CKOPEe.
® CtabunbHOCTb NPo6bI*
7 AHel npu 15-25°C
7 nHeit npn 2-8°C
2 mecsita npm (-25)-(-15)°C (npu oAHOKpaTHOI 3aMOpo3ke)
Ans 60nee ANUTENBLHOTO XpaHeHWsi MPo6bl HEOEXOAMMO 3aMOpO3UTL MpH
Temnepatype (-20°C)°. K crabunbHOCTM 06pasuoB 6biu ycTaHOBAEHbI
NPOM3BOAMTENEM W/WIN OCHOBaHbI HasTanoHax, Kaxaas na6opatopus
[IONKHa yCTaHaBNMBaTh CBOW COBCTBEHHbIE KDUTEPUM CTaBUIBLHOCTY
o6pasuos.
MNMoaroToBka peareHToB
PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.
BbINO/HSANTE NNaHOBOE TexHUUYeckoe O06CIyXMBaHUE W  CTaHAapTHblE
onepawiy, BKIioYasi KanuBpOBKY U aHanN3 CUCTEMbI, YTO6bI rapaHTUPOBaTL
paboToCNOCO6HOCTL aHANNTUHECKOM CUCTEeMbI.
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I . pble He B

1.06bl4Hble nabopatopHble Matepuansi: PactBop NaCl B koHuUeHTpauum 9 r/n
(cuzmronormyeckuii pacteop), AMCTUINMPOBaHHAS/ AENOHM30BaHHas BoAa.

2.Kann6patop 1 KoHTposnb: O3HakoMbTeCb C pasfenioM MHCTPyKuuu ans
peareHTOB MO BbIMOMHEHNIO KaMEPOBKM 1 KOHTPONst KayecTsa.

3.Xumnyeckne aHanusatopbl Mindray cepun BS n nabopatopHoe o6opyaosaHue
06Lero HasHaueHms.

MeToanka KONUYECTBEHHOr0 aHanusa
XuMuueckue aHanmsaTopsbl

MNapameTpbl BS-800
Tun aHanusa KuHetnueckan
(nepﬂ::i/zig::hrian) 412/546 Hm
Hanpasnenue peakunn YBenuuenue
R1 200 mkn
Mpo6a unu kanuépaTtop 4 mkn

MepemeluaiiTe, NHKYBUPYiiTe B TedeHne 1-2 MUHYT npu 37°C,
3aTem pobasbTe:
R2 50 mkn
TwarenbHO NepemelLaiiTe, 3aTeM MHKY6UpYiiTe npu 37°C B TeyeHue 1 MUH,
M3MepsiiTe 3HaueH1e Noriowaiolei CoCcoGHOCTU HeNpPepLIBHO
B TeYyeHue cneayowmnx 3 MUHYT 3aTeM paccyuTaiite AA/MUH

MapaMeTpbl MOMYT OTAMYETBC HAa PasHbIX XMMMYECKUX aHanusatopax, npu
HEoBX0AMMOCTY X MOXHO MPOMOPLMOHANBHO KOPPEKTUPOBATb. 1St XMMUYECKNX
aHanusaTopos Mindray cepun BS napamMeTpbi A5t peareHToB NpeAoCTaBsioTcs no
3anpocy. OB6paTUTeCh K COOTBETCTBYIOLLIEMY PYKOBOACTBY MO SKCTUlyaTalum STHX
aHanM3aTopos.
Kanun6poska
1.PekomeHayeTcs  ucnonb3osaTh kanubpatop Mindray (CblBOPOTOUHbIN

MynbTukanubpaTop: 105-001144-00 unm Apyrve NOAXOAsLIME KanubpaTopbl)

1 9 r/n NaCl (¢uspacTsop) Ans AByXTOUEUHOI Kannbposku. NHbopmaumio o

npocnexusaemMocTi CbiBOPOTOUHOO MynbTUKanu6partopa Mindray cM.

B MHCTPYKU MW MO UCMONb30BaHMIO KanubpaTopa KoMnaHuu Mindray.
2.YacTtoTa Kanuéposku

KannbpoBka XMMUYeCKkux aHanuszaTopos BS-800 cTabunbHa B TeueHue

NpUBAN3UTENBHO 7 CYTOK. [INs pasHbiX NPUEOPOB CTabUNbHOCTb KannbpoBKu

MOXET OTANYATLCS; Kaxaoi NabopaTtopuu CreayeT yCTaHOBUTL YacToTy

KanubpoBku B napaMetpax npuéopa B COOTBETCTBAW CO CBOMM PEXUAMOM
MCMO/Ib30BaHMSI.
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MoxeT noHagobuTbcs MOBTOPHas KanubpoBka NPWM BO3HWKHOBEHWUMU

cneayoWmnx 06CToATeNbCTB:

« Mpyn M3MeHeHWn NapTum peareHTa.

« CornacHo TpeGoBaHuiO cobniopaembix npoueayp KOHTPOAS KavecTsa
win  npu BbIXoAe 3HaYeHun ANnA  KOHTPONbHOrO MaTepuana 3a
AonycTuMble npeaensl.

o Mpn  BLINONHEHWM  KOHKPETHOW Mpoueaypbl MO  TeXHUYECKoMy
OGCHY)KVIEBHVIIO Win  yCTpaHeHMK HencnpaBHOCTU BMOXUMUYECKNX
aHanM3aTopos.

3.3HaueHus ansa KaﬂVlﬁpaTOpa 3aBMCAT OT NapTMM U COOTBETCTBYHOLWNX
Mojenei, ykasaHHbIX BTabnuvue 3Ha4eHuii.

KoHTponb kavectBa

1.PekoMeHAyeTCS  WUCMONIb30BaTb  KOHTPOJ/IbHbLIA  MaTepuan Mindray
(KNMHMKO-XMMNYECKNIA MyNbTUKOHTPOSb: 105-009119-00,
105-009120-00 unu Apyroii NOAXOAAWMIA KOHTPONbHbIV MaTepuan) ans
nposepkn 3(PEeKTUBHOCTM NpoueAypbl W3MEPEHWs; AOMNONHUTENLHO
MOXHO MCNONb30BaTh APYyrne noaxoAswne KOHTPO/ibHble MaTtepuansl.

. PEKOMEHAYETCS UCONb30BaTH ABa YPOBHS KOHTPO/bHbIX MaTepuarnos Ans aHanvsa
KaXkaoi NapTm o6pasuoB. Kpome Toro, crieayeT aHaM3MpoBaTh KOHTPOSIbHIN
Matepuan C KaXkAOh HOBOW KaIMGPOBKOW, C KaXabiM HOBbIM KapTPUMDKEM C
peareHTaMu W NOCTe OMpeae/eHHbIX MPoLeayp TEXHUYECKOO 06CITyXMBaHWS Wik
YCTpaHeHUsi HeMaIpaBHOCTel, Kak MOAPOGHO OMMCcaHo B COOTBETCTBYHOLIEM
PYKOBOACTBE MO 3KCTUTyaTaLii CUCTEMbI.

.B  Kaxaoii nabopaTopum ClesyeT yCTaHOBUTb COGCTBEHHYKO CXeMy
KOHTPONA KayecTsa U NOPSAOK BbIMOHEHNS KOPPEKTUPYIOLUMX AECTBUN,
€CNN KOHTPO/bHble MaTepuasibl He BOCCTaHaB/MBAIOTCS B npeaenax
[AONYCTUMBIX OTKNOHEHMIA.

Pacuer

XuMudeckmnii aHanusatop cepun BS onpenensier u3MeHeHue MOrnoweHus

(DA/MWH) WM aBTOMATUYECKW BbIMUCISET aKTUBHOCTb ALP Ans Kawaoi npobbl

C yKa3zaHHOW KannbpoBOYHOI KPUBOIA, MONYYEHHOM B NpoLiecce KannbpoBKy.

KoahcmumeHT nepesosa TpaanLmoHHbIX eanHnu, (Ea/n) B eanHmubl CU (Mkkat/n):

1 Ea/n =16,67x10°3 Mkkat/n 1 mkkat/n = 60 Ea/n

Pa3BeneHune

Ecnu 3HaueHue cbiBOPOTKW/NNasMbl npesbilwaeT 800 Ea/n, npoby Heobxoanmo

pas6asutb pacteopom NaCl 9 r/n (¢puspactsopom) (Hanp. 1+9) U NOBTOPUTL

aHanus; nonyyeHHsIi pesynbTaT CieayeT yMHOXHTL Ha 10.

N
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Tun npo6bl ERMHMLE!
My>X4MHbI 45-125 Ea/n
B3pocnbied 20-49 net: 35-100 Ea/n
KeHLWuHbI
50-79 ner: 50-135 Ea/n
28 aHel - <6 MecsLeB 98-532 Ea/n
6 mecsaues - <1 roga 106-420 Ea/n
1- <2 ner 128-432 Ea/n
2 - <9 ner 143-406 Ea/n
CbIBOpOTKa/ 9 - <12 net 146-500 Ea/n
Mnasma : »
12 - <14 ner MyxuuHbl: 160-610 En/n
Detn’ KeHwwmHbl: 81-454 En/n
M : 82-603
14 - <15 net et Eain
JKeHwwuHbl: 63-327 En/n
My>xunHbl: 64-443 E/n
15 - <17 net e Bl
DKeHwmHbI: 52-215 E/n
17 - <18 ner Mys#unHbl: 51-202 Ey/n

JKeHwwmHb: 43-130 En/n
Mpeanonaraemoe 3HayeHMe MONYYEHO MPU WCMO/IL30BAHUM 3TanoHa,
1 komnaHus Mindray roaTeepanna ero Ha 482 npo6ax CbIBOPOTKM, B3SThIX
y ntoaei n3 Kutas.
Kaxpas na6opaTopusi [AOMKHA yCTaHaBNuBaTb CBOM  COGCTBEHHbIE
pedepeHCHbIe NHTEPBabl B 3aBUCMMOCTY OT €8 KOHKPETHOTO PacroNOXKeH st
1 MOMYNSLMOHHbIX XapaKTEePUCTUK, MOCKOMbKY NpeanonaraeMble 3HaueHns
MOTYT OTIMYATLCS B 3aBUCMMOCTM OT reorpadui, packl, nona v Bospacra.
Pa6oune xapaKTepucTukm

B AHaNIMTMUYecKasn YyBCTBUTE/IbHOCTb

AHanUTMYecKasn YyBCTBUTEILHOCTb AHANUTUYECKasi YyBCTBUTENbHO Ha
BS-300 cocraBnseT 5 EA/n.  AHanuTMyeckas  YyBCTBUTENbHOCTb
onpeaenseTcs kak HauMeHbLUas KOHLEHTPaUMs aHanuTa, No KOTOPOi MOXHO
OTNNUMTL OBpasell, He COAepXallii 3TOT aHanuT. OHa paccUnTLIBAETCA Kak
3HaueHMe, Ha 3 CTAHAAPTHbIX OTKIOHEHWs MpeBbillaloulee cpeaHee
3HaueHWe, MoslyyeHHoe M3 20 MOBTOPHBLIX aHanu3oB Mpobel, He
coepxallero aHaM3MpyeMoro BellecTsa.
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B /lnanasoH nsMepeHuin
Cvcrembl Mindray cepum BS obecnieumnaloT cieytolwmin nanasoH IMHEHOCTU:
Tun npo6bl
CbiBOpOTKa/nnasma 5-800 Ea/n

Mpoba C BbLICOKOW aKTUBHOCTbIO ALP (npwbnusntensHo 800 Ea/n)
cMewmrBaeTcss € npoboi C HU3KOW aKTMBHOCTbIO (<5 Ea/n) B pasHbix
COOTHOLWEHWSX, B pe3ynbTaTe MoyqaeTcsi cepusi passeeHnin. AKTMBHOCTb
ALP kaxaoro passBeaeHus onpeaensietcs C MoMmollbio cuctembl Mindray,
AVanasoH NINHEAHOCTV AEMOHCTPUPYeTCs C Ko3(hdULMEHTOM Koppensuni
r=0,990. Pernctpupyemsiiti AnanasoH coctasnset 5-8000 Ea/n.

B [peunsnoHHOCTb

MPeLM3NOHHOCTb OnpeAensnacs C MOMOWbIO CeAyIoLWero 0A06peHHoro
CLSI pykoBoacTBa EP05-A38, kaxaas npoba aHanmanposanach no 2 pasa 3a
oAHy o6paboTky, 2 o6paboTkm B cyTku, Bcero 20 cyTok. [laHHble
NPEeLV3MOHHOCTM KOHTPO/IbHbIX MaTepuanos Ha BS-300 npuseaeHbl Huxe*.

Tun o6pasuos  Cpeanee

(N=80) (Ea/n) sSD(Ep/n) CV% SD(EA/n) CV%
KoHTponbHbIiA yposeHb 1 193,19 0,24 0,12 0,54 0,28
KoHTponbHblii yposeHs 2 385,54 0,32 0,08 0,84 0,22

AaHHble, Ha pasHbIX MpUBOPax 1 B PasHbX

N1abopatopusix MoryT OT/INYaTLCA.

B AHanuTMueckas cneunduyHoCTb

Mpo6bl C PasnMUYHON KOHUEHTPALMEN MELaoLlero BellecTsa roToBuIMu
nyTeM Ao6GaBNeHWs Melalolero KOMMOHEHTa K MynaM 4esoBeuyeckoit
CbIBOPOTKY, M OTCYTCTBMEM 3HAYMMOrO MelLaloLLero BO3AECTBUS CUUTaNoCh
BOCCTaHOBNEeHWe B npeaenax £10% OT COOTBETCTBYIOLIEr0 KOHTPOSbHOMO
3HauEHNs!.

He Habnoaanu 3Ha4MMOro MELIAoLWero BO3AEHCTBUS YyKa3aHHbIX Aanee
BEWeCTs NpU MCCIEA0BaHNAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
METOA0N0rMN. [laHHble UCCNeAO0BaHMs MELLaloWMX MaTepuanos Ha BS-300
npuBeAeHb! HiKe.
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Mewarowee A o

Bewectso KOHUEeHTpauusa aHanuta OTK/IOHEHue

(mr/an) (Ea/n) (%)*

Ackop6uHoBas! KcroTa 30 199,63 -0,35

Temorno6u 500 192,30 -2,72

Bunvpy6uH 40 201,90 +2,74

VHTpanunua 500 192,80 +0,46

Aatbie, Ha paskbIX MPUBOPax 1 B PasHbix
NaBOPATOPUSIX MOTYT OTAMUATBCS.

B ouyeHb peakux cnydasx raMmonaTtus, B 4acTHocTu Tun IgM, moxer
NPVBECTU K HEOCTOBEPHbLIM pesynbTatam®,

u CpaBHeHWe MeTo/10B

Wccneposanus KOppesunM  BbINONHAIM C WUCNONb30BaHWeEM oﬂoﬁpeHHoro
pykoBoacTBa CLSI EP09-A3%. Cucrema Mindray (Mindray BS-2000/peareHt
Mindray ALP) (y) cpaBHMBanacb C cucteMoii cpaeHeHus (Roche cobas
c701/peareHt Roche ALP) (X) C uCronb3oBaHMEM OAWHAKOBbLIX 06pasLoB
CbiBOPOTKN. CTaTUCTMUECKME AaHHble, MOJyYeHHble INHElHOM perpeccueis,
nokasaHbl B Tabnuue Hwke* :

Yy K T Mpo6a AvanasoH
perpeccumn Koppensauum (r) (N) aktmBHocm (En/n)
y=0,9809x-1,0972 0,9999 100 40,88-753,95
AaHHble, Ha pasHbiX 1prbopax u B pasHbixX

11abopaTopusIX MOryT OT/IMYATBCS.

WHTepnpetaumsa pesynbtaTtoB

Ha pesynbTatel MOTyT BAWsTb NeKapCTBEHHbIE CPEACTBa, 3aboneBaHus W
SHAOreHHble BelilecTsa’!!, Ecm rpadimk peakumn OTKIIOHSIETCS OT HOPMasbHOTO,
PEKOMEH/YeTC MPOBECTV MOBTOPHIV @HaNM3 U NPOBEPHUTL PE3y/bTaT.

MNpenynp W Mepbl Np ™
1. Tonbko Ans AMarHoCTUKY in vitro. Ana npod)echoHaanoro nabopaTopHoro
npUMeHeHNs..

. Heo6xoanMo cobnioaaTb Mepbl NPEAOCTOPOXHOCTU Npu paboTe co BCeMu
NabopaTopHLIMIA peareHTamm.

. Y6eauTech B LENOCTHOCTM YNakoBKW Mepes MCMonb3oBaHMeM Habopa. He
ncronb3yiite  HaBopbl C  MOBPEXAEHHOW  ynakoBKoW.  Mckiounte
BO3/€/iCTBIE Ha PeareHTbl MPSIMOro COMTHEUYHOrO CBETA U UX 3aMOpaXUBaHHe.
Mpn  HecobniogeHUN COOTBETCTBYIOWMX YCIOBUIA XPaHeHUs peareHTos
noNlyyeHre KOPPEKTHbIX PE3y/IbTATOB aHa/N30B HE rapaHTUPYeTCs.

N
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Ecnn peareHTbl 6blM HenpefHaMepeHHO OTKPbITbl A0 WCMONb30BaHUs,
XpaHWTe X MI0THO 3aKPbiTbIMM NpY TeMnepaType 2-8°C 1 3alluLLieHHbIMU
oT cBeTa. B 3ToM cnyyae nx CTabuibHOCTL He 0TIMYAEeTCA OT CTabuibHOCT
Npy UCNONb30BaHUN.

He uonchaVlTe CMelunBaHNA peareHToB U3 pasHbIX ﬂapTMﬂ n d)ﬂaKOHOE.

He Mcnonhsyﬁne peareHTbl NoC1e UCTeYeHUss UX CpoKa roagHOCTU 1 AaTbl

ncnonb3oBaHus. He uonchaVlTe CMeLlMBaHNA CBEXNX peareHToB C yxe

NCNONb3yeMbIMU.

WN36eraiiTe 06pasoBaHns NeHbI.

Cneayer oxuaaTe NOTEPo CTabWILHOCTU WM yXyAWIEHUEe Kayectsa npu

HaMymM  BUOAMMBIX MNPU3HAKoB YyTe4yku, BbiNadeHUss OCaaKoB WM pocTa

MMWKPOOPraHn3MoB, a Takke ecin KaﬂMGpOBKB WNU KOHTPO/bHbIE OnpeaeneHns

HEe COOTBETCTBYIOT , Y B JIUCTK wvnu ans

cnctembl Mindray.

HapexHocTb pe3ynbTaTOB aHanu3a He rapaHTUpyeTcs B ClyyYae He

CO6I|IO[JEHVIH MHCfpyKuMﬁ, NpuBeAEHHbIX B JAHHOM NUCTKe-BKNaAblwe.

. CoepXUT KOHCepBaHT. 3anpewaerca npornatbiBaTe. W3beraiite

KOHTaKTa C KOXeW ¥ CTU3UCTbIMM 060/104KaMu.

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

Ha KOXY HEMeANeHHO OGWIbHO MPOMONTE MOpaXKeHHble y4acTku GonblumM

KOSIMYECTBOM Bobl. MU HEOBXOANMOCTM 0BpaTUTeCh K BpaJy ANs MosyuyeHNs

MEAMLIMHCKO# MOMOLLM.

10.MacnopT 6e30nacHoCTV MaTepuana npeaoCTaBnseTcs NpodeccoHanbHoMY
no/b30BaTeNio Mo 3anpocy.

11.YTUnn3auma BCcex 0TXOAO0B A0JXKHA NPON3BOANTLCA B COOTBETCTBUN
C MeCTHbIMKA NpaBuUnamMu.

12.Becb 4enoBeuyeckwit MaTepuan CNeAyeT CuuTaTb  MOTEHUManbHO
MHMEKLNOHHbIM.

13.Bce BbisiBNIEHHbIE PUCKY GblTN CHYXKEHBI HACTONbKO, HACKOIbKO 3TO BO3MOXHO
6€3 HeraTMBHOrO BJMSHWS Ha COOTHOLIEHME MOb3bl WM pUcKa, U OBLMIA
OCTaTOUHBIi PUCK SBNSIETCA MPUEMTIEMBIM.

14.0 nto6oM CepbesHOM MHUMAEHTE, MPOM3OWeAWeM B CBA3W C 3TUM
YCTPOIACTBOM, HEO6X0ANMO COO6LATL MPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl,K KOTOPO# OTHOCUTCS MOMb30BaTeNb U/WAN NaLMeHT.

15.370T Habop COAEPXMT KOMMOHEHTbI, KnaccuduLMpyemble B COOTBETCTBUM

c PernameHTom (EC) N2 1272/2008 cneaytowmnm o6pasom.
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Npeay

H317 | MO>eT BbI3bIBaTb aNNepruyeckme peakunm KoXu.

Mpodunakmmka:

P280 HapeBaiiTe 3alUWUTHbIE NEpPYaTKK, 3aLMTHYIO OAEXAY.

P261 W3beraiite BabIXxaHWs TymaHa/napoB/aspo3onen.

P272 He ponyckaiite nonaaaHus 3apaxeHHon paboyeit
oAexabl 3a Npeaensl paboyero mecra.

Mepsbl pear

P302+P352 MNP MOMAOAHNN HA KOXXY: O61nbHO NpoMoiiTe BOAOA.
Mpy BO3HWUKHOBEHNN Pa3apaeHNUst KOXU UK Cbinu:

P333+P313 o
O6paTuTech 3a KOHCy/bTalueil/NoMOLLbI0 K Bpayy.
P3624P364 | CHUMWTE 3apaxeHHyio OAGXAY M NOCTUpaiTe ee nepea
NOBTOPHBIM MCMOMb30BaHMEM.
YTunusaums:

YIUnusupyiite coaepXXMMoe/KOHTEMHep B paspeLLeHHbIX
P501 MecTax c6opa OnacHbIX WK creLmanbHbIX OTXOA0B
B COOTBETCTBMM C /106bIMU MECTHbIMW NpaBuiIaMu.
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MpoussBoautens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Appec: Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

Appec 3N1eKTPOHHOM NnouThl: service@mindray.com

Be6-caiit: 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, Mepmaxus

Ten.: 0049-40-2513175; ®akc:0049-40-255726
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