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Order Informati

Cat. figcation: MoIdOVa package size

105- °°°g4mLDOVA EUROPEANE: 218
105-000: x20 mL

105-001624-00 R1: 6x57 mL + R2: 3x32 mL

Intended Purpose

In vitro test for the quantitative determination of Glucose (Glu)
concentration in human serum and plasma on Mindray BS series chemistry
analyzers. Itis intended to be used for diagnosis and monitoring therapeutic
effect of diabetes.

Summary

Carbohydrates supply the body energy with glucose, which is the most
important monosaccharide in blood, and it is an indispensable energy
supplier for cellular function®.

Measuring blood glucose is used for the diagnosis of carbohydrate
metabolism disorders and monitoring of treatment in diabetes mellitus,
neonatal hypoglycemia, idiopathic hypoglycemia, pharmic hypoglycemia
and insulinoma? 3,

Assay Principle

Glucose oxidase-Peroxidase (GOD-POD) method

GOD

D-Glucose + Oz

D-Gluconic acid + H202
POD

2H;02 + 4-AAP + p-Hydroxybenzoic acid sodium + H30*
Quinoneimine + 5H,0

By the catalysis of GOD (Glucose oxidase), glucose is oxidated to yield H202,
and then in the presence of POD (Peroxidase), H20: oxidates
4-Aminoantipyrine with p-Hydroxybenzoic acid sodium to form a colored
dye of quinoneimine. The absorbency increase is directly proportional to the
concentration of glucose.

R Ci
Phosphate buffer 70 mmol/L
Sodium azide 0.08%
R1: Peroxidase >4.7 KU/L

N-ethyl-N-(2-hydroxy-3-sulfopropyl)

-3-methylaniline, sodium salt 1.5 mmol/L
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Phosphate buffer 70 mmol/L

R2: Sodium azide 0.08%
4-Aminoantipyrine 2.5 mmol/L
Glucose oxidase >100KU/L

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
On board in use, the reagents are stable for 30 days when refrigerated on
the analyzer.
Contamination must be avoided.
Do not freeze the reagent.
Specimen collection and preparation
® Specimen types
Serum, heparin and NaF 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

Serum/heparin plasma:
8 hours at 15-25°C
72 hours at 2-8°C
NaF plasma#*: 24 hours at 15-25°C

The stability of glucose in specimens is affected by storage temperature,
bacterial contamination, and glycolysis. Plasma or serum samples without
preservative (NaF) should be separated from the cells or clot within half an
hour of being drawn. When blood is drawn and permitted to clot and to stand
uncentrifuged at room temperature, the average decrease in serum glucose
is ~ 7 % in 1 hour (0.28 to 0.56 mmol/L or 5 to 10 mg/dL). This decrease is
the result of glycolysis. Glycolysis can be inhibited by collecting the
specimen in fluoride tubes3.
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 Endpoint
Wavelength (Primary/Secondary) 505/660 nm

Reaction direction Increase

R1 160 pL
Sample or Calibrator 2L

Mix, incubate at 37°C for 5 min, read the absorbance A1, then add:

R2 40 uL

Mix thoroughly, incubate at 37°C for 10 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 30 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.
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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

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 Glu concentration of each sample automatically after

calibration.

Conversion factor: mg/dL x 0.0555 = mmol/L

Dilution

If the value of sample exceeds 25 mmol/L, the sample should be diluted with

9 g/L NaCl solution (saline) (e.g. 1+4) and rerun; the result should be

multiplied by 5.

Expected values

Sample Type mg/dL mmol/L
Serum/Plasma’ Adults 70-110 3.9-6.1

The expected value above is provided from reference, and Mindray has
verified it by 168 samples of people from China.
The reference intervals according to Tietz* are as follow:

Sample Type mg/dL mmol /L
1 day 40-60 2.2-3.3
>1 day 50-80 2.8-4.4
Children 60-100 3.3-5.6
Serum/Plasma
Adults 74-106 4.1-5.9
60-90 years 82-115 4.6-6.4
>90 years 75-121 4.2-6.7
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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 Glucose Kit has an analytical sensitivity of 0.3 mmol/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 0.3-25 mmol/L

A high Glu concentration sample (approximately 25 mmol/L) is mixed with a
low concentration sample (<0.3 mmol/L) at different ratios, generating a
series of dilutions. The Glu concentration of each dilution is determined
using Mindray System, the linearity range is demonstrated with the
correlation coefficient r=0.990. The reportable range is 0.3-125 mmol/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 :ereatability s\I[\)lil:hin-Lab
(N=80) (mmol/L) (mmol/L) CV % (mmol/L) CV %

Control Level 1 5.23 0.02 0.42 0.06 1.16

Control Level 2 14.46 0.06 0.38 0.18 1.24
Serum 1 2.86 0.01 0.39 0.06 1.98
Serum 2 7.32 0.03 0.37 0.05 0.74
Serum 3 10.54 0.04 0.34 0.09 0.89

*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.
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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.

Interfering rInterferraeLri\:" . Analyrtaetion ':Iel_ahye
Substance (mg/dL) (mmol/L) (%)*
Ascorbic acid 30 4.40 -1.92
Hemoglobin 500 4.36 -1.00
Bilirubin 40 4.38 +3.82
Intralipid 500 4.40 -2.82

*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 Glu Reagent) (y)
was compared with comparison system (Hitachi 7180/Roche Glu Reagent)
(x) using the same serum specimens. The statistical data obtained by linear
regression are shown in the table below*:

Regression Fit Correlation Sample Concentration
i Coefficient (r) (N)  Range (mmol/L)
y=0.9953x+0.0339 0.9996 100 2.26-24.07

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

In high altitude areas with low oxygen content, orin samples with extremely
high concentration, falsely low results may occur in patient samples.

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.

w
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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
H315 | Causes skin irritation.
H319 | Causes serious eye irritation.

Prevention:

Wear protective gloves, protective clothing, eye
P280 : -

protection and face protection.

Wash all exposed external body areas thoroughly after
P264 n

handling

2024-04, English 1-7 P/N: 046-021804-00 (3.0)



Glu(GOD) mindray

Response:

IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy

to do. Continue rinsing.

P337+P313 If eye irritation persists: Get medical advice/attention.
P302+P352 IF ON SKIN: Wash with plenty of water.

P332+P313 If skin irritation occurs: Get medical advice/attention.
P362+P364 Take off contaminated clothing and wash it before reuse.|

P305+P351
+P338
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In Vitro Diagnostic Unique device European ConsultInstructions  Use-by
medical device identifier Conformity For use date

Ec [Rep| [LOT] J’ u

Temperature Catalogue
Manufacturer

Authorized representative in
. Batch Code .
the European Community limit

Az
FAN
a
Keep away from sunlight
Indicates a medical device that needs protection from light sources

© 2021-2024 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 onpeaeneHus raoKosbl, c €
rN1I0KO300KCMAa3HbI MeTon 0123
¢dop Ans ogop
N2 kar. Pasmep ynakoBku
105-000849-00 R1: 4x35 mn + R2: 2x18 mn
105-000888-00 R1: 4x40 mn + R2: 2x20 mn
105-001624-00 R1: 6x57 mn + R2: 3x32 mn

LieneBoe Ha3HaueHne

AHanus in Vitro AN KOJMYECTBEHHOrO OMNpeAeneHus KOHUEHTpauuu
rnoko3bl (Glu) B CbIBOPOTKE M NnasMe KPOBM YenoBeka Ha 61oxnMmuyecknx
aHanusartopax Mindray cepuu BS. 3ToT aHanu3 He npeaHasHauyeH Ans
JIMarHoCTVKM M MOHUTOPWHra TepaneBTuyeckoro addekTa neveHns avabera.
Kpartkas cnpaBka

Yrnesosbl CyXaT ANs OpraHM3Ma UCTOYHWUKOM 3Hepruu. [Nioko3a senseTcs
BaXHE/LWMM MOHOCaxapuioM B KPOBM UM HE3aMEHMMbIM NOCTaBLIMKOM
3HepruM ans knetok?,

V3MepeHne YpOBHS [IOKO3bl B KPOBM WCMO/b3YETC ANS AMArHOCTUKM
HapylWeHNs YrneBoAHOro obMeHa M MOHMTOpUMHra caxapHoro awabera,
TAMOTNINKEMUM  HOBOPOXAEHHBIX,  MAMOMATWYECKOW  FUNOrINKeMum,
NeKapCTBEHHOW MMMOrSIMKEMUN U UHCYTIMHOMBIZ 3,

MpuHunn aHanusa

Peakuus ¢ rnokookcuaasoi-nepokcmaasoi (GOD-POD)

D-rniokosa + Oz

D-rntokoHoBas kucnota + Hz02

2H;02 + 4-AAP + p-ruapokcubeHosoat Hatpus + HzO*
XUHOHUMUH + 5H0

3a cuerT kaTanmsa GOD (rOKOOKCMA@3bl) [/IIOKO3a OKMCNseTCs C
o6pasosaHueM Hz0, v 3aTem B npucytctBum POD (nepokcmpasbl) Hz02
OKWCNSET  4-aMMHOAHTWNMPUH W N-FMApPOKCMGeH3oaT — HaTpus  C
06pasoBaH1eM OKPALLIEHHOTO XMHOHMMIHE. YBENMYEHNE NOMIOLLEHMS NPSIMO
NPOMOPLIMOHANBHO KOHUEHTPALMM FIOKO3bI.

PeareHTbl n Tbl
DocdaTHblit 6ydep 70 MMonb/n
A3na HaTpus 0,08%
R1: Mepokcunpasa > 4,7 KEa./n

N-3Tun-N-(2-ruapokcun-3-cynbdonponun)

1,5 Mmonb/n
-3-MeTUNaHWUIMH, HaTpUeBas coflb
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®ocdaTHblii 6ydep 70 mmonb/n

R2: A3na HaTpus 0,08%
4-aMUHOAHTUMUPUH 2,5 mmonb/n
Cniokookcnaasa > 100 kEa/n

XpaHeHue n cTabunbHOCTb
Wcnonb3oBatb A0 nCcTe4yeHnsa cpoka roAHOCTHN, YKa3aHHOro Ha 3TUKeTKe, npu
XpaHeHun B HepacneyaTaHHOM Buae npu 2-8°C B 3alUMILIEHHOM OT cBeTa
mecTe.
nDVI MCNONb30BaHUM B aHanusaTope peareHTbl cTabunbHbl B TeyeHue
30 CYTOK NMpu XpaHeHnu B OX/1aXAEHHOM COCTOSSHUM Ha aHanusartope.
Heo6xoanmo nsberaTb 3arpsasHeHms.
He 3amopaxuBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
B kauvectse I'|D06 MOXHO MCNONb30BaTh CbIBOPOTKY, NAasMy C renapuHoM v
NaF.
m MoaroToBka Nepea aHa/M3oM
1.Heo6x0AMMO MCMONb30BaTL NOAXOASLLME MPOBUPKN UM KOHTEHEpb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMAM UM3roToBWTens; wusberath
BO3/1€CTBUSA MaTepManos Npo6UpPoK UNM ApYrux KOHTeiHepoB Ans cbopa
npo6.
2.Mpo6bl, coaepxaline 0Caaok, nepes NposeAeHNeM aHanusa Heo6xoaMMo
LeHTpUdyrmposaTs.
3.06pasubl nocne cbopa U npeaBapuTenbHoi 06paboTku cneayeTt
npoaHasn3npoBaTh Kak MOXHO CKopee.
® CtabunbHOCTb Npo6
CblBOPOTKa/renapuH1sMpoBaHHas niasma:
8 yvacos npu 15-25°C
72 vaca npu 2-8°C
Mnasma c NaF*: 24 yaca npu 15-25°C
CTabunbHOCTb IIoKo3bl B 06pasuax 3aBUCUT OT TeMnepaTypbl XpaHeHus,
6aKTepuanbHOrO 3arps3HeHns U FAnkonusa. B Teyewue nonydaca nocne
3abopa Npo6 nnasmbl WK CbIBOPOTKM 6e3 koHcepBaHTa (NaF) ux cneayet
OTAENUTB OT KNETOK UNK crycTkos. Ecnn cobpaHHas kpoBb CBOpauMBaeTcs 1
oTcTanBaeTcs 6€3 LEeHTPUdYrMpoBaHnUs NpuU KOMHATHON Temnepatype, To
CpefiHee CHUXEHME YPOBHS MMIOKO3bl B CbIBOPOTKE COCTaBAseT ~ 7% 3a
1 vac (0,28-0,56 MMonb/n unn 5-10 Mr/an). ITO CHWXEHUE sBAsieTcs
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pe3ynbTaToM rnamkonusa. MrUKonms MoXHO MHrMbuposaTs nyTem cbopa npob

B Npo6UpKU ¢ hTopom3.

Tpe6oBaHua Kk cTabunbHOCTM 06pasLoB 6biNK YCTAHOBNEHbI U3rOTOBUTENEM

W/WNM  OCHOBaHbl Ha  3TajoHax, Kaxaas nabopatopusi —AO/KHA

yCTaHaBNMBaTh CBOM COGCTBEHHBIE KPUTEPUM CTAGUNBHOCTI 06Pa3sLIOB.

MoaroToska peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/b30BaHMIO.

BbINONHSITE NNaHOBOE TeXHMYECKoe OBCIyXMBaHME U  CTaHAapTHbie

onepauuy, BKIloYast KanMBpOBKY U aHanu3 CUCTEMbI, YTOGbI rapaHTUPOBaTh

paboToCnoCco6HOCTb aHANMUTUYECKO CUCTEMbI.

Heo6xoanmble MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B

Ha6ope

1.06biuHble nabopaTopHble MaTepuansl: Pactsop NaCl B koHUeHTpauun
9 r/n (cbmsnonornyeckmnii pactTeop), ANCTUIIMPOBaHHas/ AeVOHN30BaHHas
BoAa.

2.Kanu6patop u KOHTponb: O3HAKOMbTECH C PA3AENOM MHCTPYKLMM MO
NpUMEHEHNIO peareHTos «Kanubposka 1 KOHTPOSb KayecTsa».

3.Xumnyeckve aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaosaHue o6LEro HasHaYeHNs.

MeToanka KONMYECTBEHHOrO aHanusa

XnMuyeckue aHanmsatopb!

MapameTpbl

BS-2000
Tun aHanusa MeToA KOHEYHOMN TOYKM
(nepx::?i/?rg::hr—laa) 505/660 HM
Hanpasnenue peakumn YBenuuenune
R1 160 mkn
Mpo6a unu kanuépaTtop 2 MKn

CwMelwuaiiTe, MHKY6Upy#iTe npu 37°C B TeyeHne 5 MUH, onpenenvte
nornowenue Al, 3atem go6asbTe:
R2 40 mkn
TwaTenLHo nepemellaiite, HKy6upyiite npu 37°C B TeyeHne 10 MUH,
onpeaenuTe nornotiexHune A2,
3ateM paccuuTaiTe AA=(A2-Al)
MapaMeTpbl MOTYT OTNIMYETLCS Ha PasHbIX XUMUUYECKWUX aHanusatopax, npu
HEOBX0AMMOCTM UX MOXHO MPOMOPUMOHANbHO — KOPPeKTUpoBaTh. [ns
XUMUYeCKuX aHanusatopos Mindray cepuu BS napameTpbl Ans peareHToB
NpeaocTaBnsioTCs Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCAAyaTalun 3TUX aHann3atopos.
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Kanu6poska
.PekomeHayeTcsa ucnonb3osaTb kanubpatop Mindray (CblBOPOTOUHbI
MynbTukanubpaTop: 105-001144-00 wam  Apyrve  noaxoaswimne
kanubpatopsl) 1 9 r/n NaCl (puspacTsop) Ans ABYXTOUEYHO KannbpoBKN.
VHdopmaumio o npocnexusaeMocTyt CbiBOPOTOUHOrO MysibTUKannbpaTtopa
Mindray CM. B MHCTPYKUMM NO WCMONb30BaHWMIO KanubpaTopa KomMnaHum
Mindray.
2.YactoTta kannbposku
Kannbposka xuMuuyeckux aHanusatopos BS-2000 crabunbHa B TeyeHue
npubnusntensHo 30 cyTok. [ns pasHbiX NpuBopoB CTabunbHOCTbL
KanMGpOBKM MOXET OTAM4aTbCsi, KaxaoW nabopaTopun — cneayet
YCTaHOBUTL YacToTy Kanubposku B NapaMeTpax Npu6opa B COOTBETCTBUN
CO CBOMM PEXVMOM UCMO/b30BaHMS.

-

MoxeT ﬂOHa,ClO6VITbCﬂ NOBTOpHas KaﬂVI6pOEKa npu  BO3HWKHOBEHUWU

cneayWwmnx o6CToATeNbCTB:

. I’]pm W3MEHEeHUWN NapTuKn peareHTa.

CornacHo Tpe6oBaHuMIiO CO6MIOAAEMbIX MpoLEeayp KOHTPONS KayecTsa

win  npu BbIXoae 3HaYeHuit AN KOHTPO/IbHOro MaTtepuana 3a

AoNyCTUMBIE Npeaent.

« NPy BLIMOSHEHNM  KOHKPETHOM  MPOLEAYPbl MO TEeXHUYECKoMy
06CNYXMBAHMIO WIN  YCTPAHEHMIO HEUCPaBHOCTU  BUOXMMUYECKNX
aHanu3aTopos.

3.3HaueHns Ans Kanubpatopa 3aBUCAT OT NapTUM C COOTBETCTBYIOLIMMM
MOAENSIMU, YKa3aHHbLIMK B TabnnLe 3HaYEeHNN.

KoHTponb kavecTsa

1.PekoMeHayeTCs UCMob3oBaTh KOHTPOSb Mindray (KnuHWMKO-XxuMuyeckui
MYNbTUKOHTPONb:  105-009119-00, 105-009120-00 wnu  gpyroi
NOAXOASMIA KOHTPOJIbHbIA MaTepuan) Ans npoBepku 3ddekTUBHOCTM
npoueaypbl W3MepeHusi; AOMONHUTENbHO MOXHO WCMO/b30BaTh Apyrue
NOAXOASILME KOHTPONbHbIE MaTepuanbl.

2.PeKkOMeHAyeTCs MCMO/1b30BaTh ABA YPOBHS KOHTPO/IbHBIX MaTepnanos Ans
aHanMsa kaxaoi napTum npo6. Kpome TOro, KOHTPO/bHbIA MaTepuan
CneayeT aHanM3MpoBaTh ANs KaXAOM HOBOW KanMbpoBKK, KaX/aoro HOBOro
KapTpuaXa C peareHTaMM W MOCNe OMPEAENeHHOro TEXHUYECKoro
06CNYXMBaHMS WK YCTPaHEHUS! HEUCPABHOCTEN, Kak MOAPOGHO OMUcaHo
B COOTBETCTBYIOWIEM PYKOBOACTBE MO 3KCM/lyaTauum CUCTEMbI.

3.B kaxaoi naGopaTopun CneayeT yCTaHOBUTb COGCTBEHHYID Cxemy
KOHTPONIS KauecTBa 1 NOPSAOK BbIMONHEHNS KOPPEKTUPYIOWUMX AECTBIN,
€C/IM KOHTPONbHbIE MaTepuansl He BOCCTAaHaBNMBAOTC B npeaenax
[AONYCTUMBIX OTKNOHEHWIA.
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Pacuet

AA=(A2-A1) obpasua unu kanubparopa.

Mpo6a C = (AA npo6bl/AA kanubpatopa)x kanubpartop C

Xumnuyeckunii aHanusatop cepuv BS onpeaensieT v3MeHeHMe MOrnowleHus
(AA) v aBTOMaTUYECKM PacCYmMTLIBAET KOHLeHTpaumio LinctatuH Glu kaxaoi
npo6bl nocne kanubposku.

KoadduumeHT nepecuerta: mr/an x 0,0555 = mmonb/n.

Passenenune

Ecnu 3HayeHue nNpobbl npesbilwaeT 25 MKMosb/N, Npoby He06X0AMMO pa3BecTu
pactsopom NaCl B koHueHTpauum 9 r/n (duspacteopom) (Hanp. 1+4) un
NOBTOPUTbL @HaNU3; NOMTyYeHHbI Pe3yNbTaT YMHOXaeTCs Ha 5.

n

Twun npo6bi mr/an MMOnb/n
CbiBOpOTKa/Mnasma®  B3powible 70-110 3,9-6,1
lNpeanonaraemoe 3HayeHe NOyYeHo Ha OCHOBe pedepeHcHOro o6pasua, 1
KoMnaHusa Mindray noaTeepAnna 3To 3HaYeHKe C ucnonb3osaHueM 168 Npo6,

B3ATbIX Y Ntoaeli B Kutae.
CornacHo Tietz*, npumeHsioTcs cnedytowme pedepeHcHble MHTepBabl:

Twun npo6bi mr/an MMoOnb/n
1 neHb 40-60 2,2-3,3
> 1 aeHb 50-80 2,8-4,4
CbIBOpPOTKA/ Detn 60-100 3,3-5,6
nnasma B3apocnble 74-106 4,1-5,9
60-90 net 82-115 4,6-6,4
> 90 net 75-121 4,2-6,7

Kaxaasi nabopatopusi A0MKHA YCTaHOBUTL CBOM COBCTBEHHbIE pedepeHcHbe
VHTEPBasbl B 3aBUCMMOCTM OT €€  KOHKDETHOTO  PacronoXeHus 1
NONYNSAUMOHHBIX XBPaKTEPUCTUK, MOCKO/BbKY MPEAroNiaraeMble  3HaueHns
MOryT OTAIN4aTLCS B 3aBUCMMOCTY OT reorpadmn, packl, fosa 1 Bo3pacTa.
Pa6oune xapaKTepucTukm

B AHanMTUuecKas YyBCTBUTE/IbHOCTL

AHanuTMYeckas 4yBCTBUTENbHOCTE Ha6op AN OMpeaeneHus roKo3bl
dochopa Ha BS-2000 coctaBnser 0,3 MMonb/n.  AHanUTUYeckas
UyBCTBUTENLHOCTL OMPEAENSIETCS Kak HaMMeHbILasi KOHUEHTPaLIMS aHanuTa,
No KOTOPOWM MOXHO OTNMUNTL 06pasel, He coaepXaluuit 3TOT aHanuT. OHa
paccuuTbiBaETCs  Kak 3HaueHue, Ha 3 CTaHAapTHbIX  OTKOHEHWUs
np cpenHee , MONyYEHHOE 13 20 NOBTOPHbIX aHaNN308
npo6bl, HE COAEPXALLEro aHaNN3MPyeMoro BeLecTsa.
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B /lnanasoH nsMepeHuin

Cucrembl Mindray cepuu BS ob6ecneuvsaloT cneayiowmii AnanasoH
JIMHeNHoCTH:

Tun npo6bl

CbiBOpOTKa/nnasma 0,3-25 mmonb/n

Cwmewaiite npoby C BbICOKOW KOHUeHTpauuei Glu (npubnusutensHo
25 MMonb/n) ¢ Npo6oii C HM3KO KOHUEeHTpaumeii (< 0,3 MMonb/N) B pasHbIX
COOTHO Ans noj cepun . KoHueHTpauus Glu
KaXJoro pasBefieHMs onpeaensieTcs C MOMOoWbo cucTembl  Mindray,
JINHENHOCTb AeMOHCTpUpYeTcsa ¢ Ko3dduumeHToM koppensumm r = 0,990.
Pernctpupyemsiii aAnanasoH coctasnset 0,3-125 Mmonb/n.

B [peunsnoHHOCTb

MPeumnsnoHHOCTb OnpeAensnacs C MOMOWbIO CeAYIoLWero 0A06peHHoro
CLSI pykoBoacTsa EP05-A38, kaxaas npoba aHanuauposanack no 2 pasa 3a
oaHy o6paboTky, 2 o6paboTku B cyTku, Bcero 20 cyTok. [laHHble
NPELUM3MOHHOCTM KOHTPO/bHBIX MaTepuancs M Yenoseyeckux npob Ha
BS-2000 npuseseHbl Huxke*.

Tun o6pasuoB CpeaHee bd =
(N=80)  (mmone/n) SP cvo  SP v
(mmonb/n) (mMmmonb/n)
KormponbHbii g 53 0,02 042 0,06 1,16
ypoBeHb 1
KorTponebii 14 46 0,06 038 018 1,24
YPOBEHb 2
CbiBOpoTKa 1 2,86 0,01 0,39 0,06 1,98
CbiBOpOTKa 2 7,32 0,03 0,37 0,05 0,74
CbiBOpOTKa 3 10,54 0,04 0,34 0,09 0,89

*PenpeseHTaTnBHbIE AaHHbIE, Pe3y/bTatbl, Mo/yYeHHbIe Ha PasHbiX npubopax u B
Pa3HbIX 1a6opaTopusX MOryT OTINYATLCS.

B AHanuTMueckas cneunduyHoCTb

Mpobbl C pasnuuHOil KOHUEHTpauueil WHTepdepupylolero BellecTsa
roToBMAM NyTeM A06aBNEHMA MELLAIOLLEro BELWecTBa K Ny/aM Yenoseyeckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MEeLaloWero BO3AENCTBUS CUMTANOCh
BOCCTaHOBNEeHWe B npeaenax £ 10% OT COOTBETCTBYIOLEr0 KOHTPOSbHOMO
3HaUEHNs!.

He HabnoAanu 3HauMMOro MeLalolero BO3AEHCTBUA yKasaHHbIX Aanee
BEWeCTs MpU MCCNEA0BaHUAX BMECTE C HUMM C MCMO/b30BaHWEM AaHHOM
MeToaonorun. [laHHble UCCneaoBaHns MelaoLwmnx Matepmanos Ha BS-2000
NpUBEAEHBI HIXKE.
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Tpauma OTHOCK

Mewarowee
Beuectso KOHUeHTpaums  [ManasoH OTKNIOHEHNe
(mr/an) (MMonb/n) (%) *
AckopbuHoBas 30 4,40 1,02
Kucnota
Femorno6uH 500 4,36 -1,00
Bununpy6un 40 4,38 +3,82
WHTpanunua 500 4,40 -2,82

*PeripeseHTaTUBHbIE AaHHbIE, PE3YTbTaTbl, MONYYEHHbIE Ha PasHbiX MPUGOPax u B
Pa3HbIX 1aGOPATOPUSIX MOIYT OTANYATBCS.

B oueHb peakux cnyydasx rammonaTus, B 4acTHOCTU Tun IgM, MmoxeT
NpuBEeCTN K HEHaAEXHbIM De3yﬂhTaTaM7.

® CpaBHeHWe MeTo10B

Wceneposanusa Koppensuuu BbIMONHATUCE C UCMONb30BaHMEM O[JOSPSHHOFO
CLSI pykoBoactBa EP09-A38. Cuctema Mindray (aHanusatop Mindray
BS-2000/peareHT Mindray Glu) (y) 6bina conocTaBneHa C CUCTEMOit
cpaBHeHus (aHanusatop Hitachi 7180/peareHt Roche Glu) (x) ¢
UCMO/b30BaHWEM OAMHAKOBbLIX 06Pa3LoB CbIBOPOTKM. CTaTUCTUUeckue
JAaHHble, NONyYeHHbIE JIMHENHOM perpeccueli, nokasaHbl B Tabnuue Huxe*:

: K T fpo6a Koﬂ:::: 3ml’.:vm
perpeccun Koppensauum (r) (N) (MM°":7")
y = 0,9953x+0,0339 0,9996 100 2,26-24,07

*PenpeseHTaTnBHbIe AaHHbIe, Pe3y/bTatel, Mo/yYeHHbIe Ha PasHbiX Npuéopax 1 B

Pa3HblX 1a6opaTopusix MOryT OTINYATLCS.

WHTepnpeTtauus pesynbTaToB

B BbICOKOrOPHbIX palioHax C HU3KMM CoAepXaHMeM KUCIopoaa niu B npobax

C OYeHb BbICOKOW KOHUEHTpaumeil npobbl MaUMEeHTOB MOryT rfoKasaTb

NOXKHO-HU3KME pe3yNbTaTbl.

Ha pesynbTaTbl MOryT BAMSTL NIEKAPCTBEHHbIE CPEACTBA, 3a60/1€BaHNUS WN

SHAoreHHble Bewectsa’?. EciM  rpaduk  peakuMM OTKIOHSIETC  OT

HOPMa/IbHOrO, PEKOMEHAYETCS MPOBECTU MOBTOPHLIA @Hanu3 W NpoBepUTL

pesyneTar.

Mpeaynp U Mepbl Np: TOp ™

1. Tonbko Ans  AMarHoCTMKM in  vitro. [Ons  npodeccroHanbHoro
NabopaTopHOro MPUMEHEHNS.

2. Heo6x0anMo co6/110aaTL Mepbl NPEAOCTOPOXHOCTU Mpyn paboTe co Bcemn
NaboPaTOPHLIMIA peareHTamm.
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3. Y6eautech B LENOCTHOCTU YNaKoBKW Nepea ucnonb3oBaHueM Habopa. He

WUCnonb3yitTe  Habopbl C  MOBPEXAEHHOW YynakoBKOW. MWcknounte

EOSﬂeVICI'EVIe Ha peareHTbl npsAMOro COMIHEYHOro cBeTa n nx

3amopaxwBaHue. [pu HecobmioaeHMN  COOTBETCTBYIOWNX  YCI0BUiA

XPaHeHUsi peareHToB NoJly4YeHne KOPPEeKTHbIX pe3ybTaToB aHanu3oB He

rapaHTupyeTcs.

Ecnn peareHTbl 6binn HenpeaHaMepeHHO OTKPbITbl A0 MCNONb30BaHWUSA,

XpaHuTe UX MNOTHO 3aKpbiTbiIMM Npu  TemnepaType 2-8°C u

3aluMLIEHHbIMUK OT CBETa. B atom cny4vae nx CTabUNbHOCTb He OTNIM4aeTcs

OT cTabunbHOCTU NpY NCNOJTb30BaHUU.

He uonchaVl‘re CMelWmnBaHNA peareHToB U3 pasHbIX nap‘rvlﬁ 14 d)I'IBKOHOB.

He VICnO}'Ih3yVITe peareHTbl NOCNe UCTEYEeHUs UX CPpOKa rogHOCTU U AaTbl

ncnonb3oBaHus. He uonyckaﬁl‘re CMeLIVBaHUA CBEXWNX peareHToB C yxe

NCNONb3yEeMbIMU.

WN36eraiiTe 06pasoBaHns NeHbI.

. Cﬂeﬂl‘/e'f 0XuaaTb NoTepro CcTabunbHOCTU UK yXyAwWweHue Kayectsa npu

Han4ymmn BUAMMBIX NPU3HAKOB yTEYKW, BbiNaAEHMA O0CaaKOB uUNu pocTta

MUKPOOPraHu3MoB, a TaKxe ecnu Kaﬂl’lspDEKa W  KOHTPOJ/ibHblE

MaTepuanbl  He  COOTBETCTBYIOT ~ KPUTEPUAM,  yKa3aHHbIM B

NNCTKe-BKNaAbIWE W/unu ANns cucTembl Mindray.

HafexHoCTb pesynbTaToB aHanusa He rapaHTMpyercs B Ciyyae

Heco6I0AeHNA MHCTPYKU NI, NPUBEAGHHbIX B AAHHOM INCTKe-BKNaAbIWE.

CoAepXnT  KOHCepBaHT. 3anpellaeTtcs npornaTbiBate. W3beraiite

KOHTaKTa C KOXeii 1 CIM3UCTbIMK 06onouKaMu.

Mpw cnyyaiiHoM NonaaaHnv peareHTa B rnasa UAW POTOBYIO MONOCTb, @

TaKkxKe Ha KOXY HeMeANeHHO 06WIbHO MPOMOiTe MopaxXeHHble y4acTku

60/1bINM KONMYECTBOM BOAbI. Mpn HEOBXOAMMOCTM o6paTUTech K Bpauy

ANSA MONYYEHU MEAULIMHCKOM NOMOLM.

10.MNacnopT 6e3onacHocTn MaTepuana npeaocTaenseTcs
npodeccroHanbHoOMy MoNb30BaTeNo Mo 3anpocy.

11.YTUnusaumns Bcex OTXOAOB AOSXKHA MPOM3BOAMTLCS B COOTBETCTBMM C
MECTHBIMM NpaBuiamMu.

12.Becb 4enoBeveckwit MaTepuan CNeayeT CuuTaTb  MOTEHUManbHO
MHMEKLNOHHbIM.

13.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIKEHbI HACTONbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/ISIHMS Ha COOTHOLLEHMWE MOMb3bl U pUcka, 1
06LWWNit OCTATOUHBI PUCK ABNAETCA NPUEMIEMbIM.

14.0 Nlo60oM Cepbe3HOM MHUMAEHTE, MPoM3OWeAWeM B CBS3U C 3TUM
YCTPOICTBOM, HEO6X0ANMO COO6LATL MPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPOV OTHOCTCS NO/Ib30BaTeNb W/UAN NaLUEHT.

»
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15.3710T Habop COAEPXUT KOMNOHEHTbI, Knaccupuumpyemble B COOTBETCTBUMN
c PernamenTom (EC) N° 1272/2008 cneayrowmm obpasom:

Npeay

H315 | Bbi3bIBAET pasapaxKeHne KOxXu.

H319 | Bbi3bIBAET TXEN0E pasapaxeHue rnas.

Mpodunakmmka:

280 HapesaiiTe 3alWMTHble NepyaTku, 3alUTHYIO oAexay,
CPeACTBa 3alWuThl a3 u avua.

264 MNocne pa6oTsl TilaTeNbHO NPOMOiiTe BCe NOABEPXKEHHbIE

BO3AENCTBMIO YacTu Tena.

Mepbl pearmpoBaHus:

MPU MONAOAHUN B MNA3A: OCTOPOXHO MpoMblBaiiTe
P305+P351 BO/ZIOM HECKONTbKO MUHYT. CHUMWUTE KOHTaKTHbIE NINH3bI,
+P338 €C/TIN OHU UMEIOTCS M Nerko CHUMatoTcs. MpoaonxkaiTe
npoMbiBaHue.

Mpw pasapaxeHun rnas: O6paTuTech 3a KOHCYNbTaLuen/
NOMOLLbIO K Bpayy.

P302+P352 MPU NOMAOAHMUN HA KOXY: O6unbHO NpoMoiiTe BOAOWA.
Mpn BO3HMKHOBEHMM pasapaxeHns koxu: O6paTutech

P337+P313

P332+P313 -
3a KOHC‘/ﬂbTaLlMeM/I'IOMOLI.leO K Bpayy.
P362+P364 CHumMuTe 3apaXKeHHylo oAexay U noctmpavTe ee nepea
NOBTOPHbIM UCNOb30BaHUEM.
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AApec aNeKTPOHHOM NouThbl: 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: Eiffestrape 80, Hamburg 20537, lepmanus
Ten.: 0049-40-2513175; ®akc: 0049-40-255726
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