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Intended Purpose

In vitro test for the quantitative determination of Magnesium (Mg)
concentration in human serum, plasma or urine on Mindray BS series
chemistry analyzers. It is intended to be used for aiding to diagnose
hypermagnesemia and hypomagnesemia.

Summary'?

Magnesium is one of the most abundant cations in the body, and plays an
important role in cell respiration, glucose metabolism and transmembrane
transport. Magnesium can activate more than 300 kinds of enzymes, the
famous of which is Na*-K*-ATP enzyme.

Hypomagnesemia may cause by defective gastrointestinal absorption, body
fluid losses, diuretic therapy, aminoglycoside treatment, endocrinopathy
and alcoholism, and the inherited disease is also an infrequent reason.
Hypermagnesemia is found in acute and chronic renal failure, magnesium
excess, dehydration and diabetic acidosis.

Assay Principle

Xylidyl blue method

Xylidyl blue + Magneslumﬁ Xylidyl blue-Magnesium complex

By using the EGTA to eliminate the interference of calcium, magnesiumions
combine with xylidyl blue to produce a xylidyl blue-magnesium complex at
an alkaline solution. The absorbency increase is directly proportional to the
concentration of magnesium.

R C
Sodium phosphate dibasic dodecahydrate 19.67 g/L
R Trisodium phosphate dodecahydrate 91.22 g/L
’ Xylidyl blue 0.058 g/L
EGTA 0.0495 g/L

Storage and stability
Up to expiration date indicated on the label, when stored unopened at 2-8°C
and protected from light.
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On board in use, the reagents are stable for 10 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.
Urine Sample is suitable. Collect urine sample in a metal-free container with
no preservatives; bring the urine to pH 3-4 prior to assay. Before performing
the assay, urine sample should be diluted with NaCl solution 9 g/L (saline) or
distilled/deionized water (e.g. 1+14), the result should be multiplied by 15.
® 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/Plasma®: 7 days at 15-25°C

7 days at 2-8°C
1 year at (-25)-(-15)°C
Urine: 4 days at 15-25°C
7 days at 2-8°C
1 year at (-25)-(-15)°C*®

For longer storage periods, samples should be frozen at (-20°C)é7. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R is 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 Endpoint
Wavelength (Primary/Secondary) 546/605 nm
Reaction direction Increase
R 200 L
Mix, incubate at 37°C for 1-2 min, read the absorbance A1, then add:
Sample or Calibrator 2L

Mix thoroughly, incubate at 37°C for 3-5 min, read the absorbance A2,
Then calculate AA=(A2-Al)
Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (Multi Sera Calibrator:
105-001144-00 or other suitable calibrators) and 9 g/L NaCl (saline) for
two-point calibration. Traceability of the Mindray Multi Sera Calibrator can
refer to the calibrator instructions for use of Mindray Company.
2.Calibration frequency
Calibration is stable for approximately 5 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

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 Magnesium (Mg) concentration of each sample automatically

after calibration.

Conversion factor: mg/dL x 0.4115 = mmol/L.

Dilution

If the value of serum/plasma sample exceeds 2.05 mmol/L, the sample

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

result should be multiplied by 2.

Expected values

Sample Type Units
Serum/Plasma® Adults 0.75-1.02 mmol/L
Urine? 3.0-5.0 mmol/24 h

The expected value is provided from references, Mindray has verified the
serum expected values by 167 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

®m Analytical Sensitivity

The Limit of Blank (LoB) and Limit of detection (LoD) of serum sample were
determined on BS-800 in accordance with CLSI Approved Guideline
EP17-A2.

LoB=0.03 mmol/L

LoD=0.04 mmol/L

The Limit of Blank is the 95t percentile value from n=60 measurements of
one or several analyte-free samples over several independent series. The
Limit of Blank corresponds to the concentration below which analyte-free
samples are found with a probability of 95%.
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The Limit of Detection is determined based on the Limit of Blank and the
standard deviation of low concentration samples. The Limit of Detection
corresponds to the lowest analyte concentration which can be detected
(value above the Limit of Blank with a probability of 95%).
B Measuring range
The Mindray BS series systems provide the following linearity range:
Sample Type Units
Serum / Plasma 0.04-2.05 mmol/L

A high Mg concentration of serum/plasma sample (approximately
2.05 mmol/L) is mixed with a low concentration sample (< 0.04 mmol/L) at
different ratios, generating a series of dilutions. The Mg concentration of
each dilution is determined using Mindray System, the linearity range is
demonstrated with the correlation coefficient r > 0.990. The reportable
range of serum/plasma is 0.04-4.1 mmol/L.

For urine, the results of all samples should be multiplied by 15 through
auto-analyzer or manual dilution, the measuring range is extended.

B Precision

Precision was determined by following CLSI Approved Guideline EP05-A39,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of controls on BS-800 are summarized below *.

Specimen Type Mean Rse:eatablllty ;NDH: n-Lab
N=80 /L L o
( ) (mmol/L) (mmol/L) CV % (mmol/L) cV %

Control Level 1 0.87 0.005 0.55 0.016 1.87

Control Level 2 1.37 0.006 0.43 0.023 1.71

*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-800 are summarized below *.
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Interfering Interferent Analyte Relative
Ci ration  C ration  Devi

Ascorbic acid 30 mg/dL 0.93 mmol/L -4.70%
Hemoglobin 500 mg/dL 0.89 mmol/L +3.38%
Conjugated bilirubin 40 mg/dL 0.91 mmol/L -1.65%
Unconjugated bilirubin 40 mg/dL 0.89 mmol/L +1.11%
Intralipid 200 mg/dL 0.92 mmol/L +7.05%
Triglycerides 37 mmol/L 0.94 mmol/L +0.64%
Calcium 7.5 mmol/L 0.88 mmol/L +1.10%

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

In very rare cases gammopathy, in particular type IgM, may cause
unreliable results1®,

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A31L The Mindray System (Mindray BS-2800M/Mindray Mg Reagent)
(y) was compared with comparison System (Mindray BS-2000/ Mindray Mg
Reagent) (x) using the same serum specimens. The statistical data obtained
by linear regression are shown in the table below *:

Sample Regression Fit Correlation Sample Concentration
Type 9 Coefficient (r) (N) Range (mmol/L)
serum y=0.9868x-0.0108 0.9992 110 0.20-1.91

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

Result interpretation

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

substances!?12, 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.
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. 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.

. 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.

. 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
H314 | Causes severe skin burns and eye damage.
Prevention:
P260 Do not breathe mist/vapours/spray.
Wash all exposed external body areas thoroughly after
P264 n
handling.
Wear protective gloves, protective clothing, eye
P280 : "
protection and face protection.
Response:
13;2031;1-P330 IF SWALLOWED: Rinse mouth. Do NOT induce vomiting.
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P303+P361 IF ON SKIN (or hair): Take off immediately all

+P353 contaminated clothing. Rinse skin with water/shower.

P305+P351 IF.IN EYES: Rinse cautiously with .water for several
minutes. Remove contact lenses, if present and easy

+P338 N -
to do. Continue rinsing.

P310 Immediately call a POISON CENTER/doctor/physician/
first aider

P363 Wash contaminated clothing before reuse.

P304+P340 IF INHALED: Remove person to fresh air and keep
comfortable for breathing.

Disposal:
Dispose of contents/container to authorised hazardous

P501 or special waste collection point in accordance with any
local regulation.
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Temperature Catalogue
Manufacturer number

Al
AN
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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Ha6op ans onpeaeneHns maruums, C €
KcunuauHoBbii CMHMIT MeToa 0123
b Ansa ogop
N2 kar. Pa3mMep ynakoBku
105-000834-00 R: 4x40 mn
105-000873-00 R: 6x40 mn
105-001609-00 R: 4x45 mn

LieneBoe Ha3HaueHne

AHanus in vitro ANs KONTMYeCTBEHHOro onpeAeneHns KOHUeHTpauun MarHus
(Mg) B CbIBOPOTKE, Nia3Me U Mo4e 4YenoBeka Ha XMMUYeCKUX aHanusaTopax
Mindray cepuu BS. [laHHblii aHanus npeiHasHayeH ANs UCMONb30BaHUSA B
ANArHoCTUKe rmnepMarHmeMmnm n runoMarHmemMmn.

KpaTtkas cnpaBka'?

Marnwuit asnsietcs OAHUM U3 Haubonee PacnpoCTpaHeHHbIX KaTUOHOB B
OpraHu3aMe n UrpaeT BaXKHYK PpOJib B KNETOYHOM AblXaHuW, meTabonusme
FNKKO3bl U TDaHCMeMGDaHHOM TpaHcnopTe. Marnwit cnocobeH aKTMBMPOBaTb
Gonee 300 BMAOB (pepMeHTOB, Hanbonee U3BECTHLIM U3 KOTOPbIX SBNSETCA
depmeHT Nat-K+-ATO.

FMnoMarHMeMns MOXET Bbi3blBaTbCA HapylweHueM BcacbiBaHus B OKKT,
noTepeii XnKoCTel opraH13Ma, le4eHnemM AnypeTkamu 1 aMUHOMIOKO3naAaMH,
SHAOKPUHOMATMEl W  ankorosu3MoM, a Takke, B Peakux ciyyasx,
HacneACTBEHHbIMK (hakTopaMu.

FvnepmarHuemns HabniofaeTcss NpU OCTPOW U XPOHWYECKOW MOYEeYHOMR
HEeAOCTaTOYHOCTM, W36bITKe MarHus, 06e3BoXMBaHUM W AnabeTnyeckoM
aumpose.

MpuHUMN aHanusa

Peakums C KCUNNAOSOBBIM CUHUM -

Kcnnmaonosbiii cubmii + maruii o

MarHms

Mpw ncronbsosaHny SMTK ANS UCKIIOUEHUS BANSHNS KabLMs MOHbI MarHns
CBA3LIBAIOTCA C KCWAMAONOBBLIM CMHWM C 06pa3oBaHMeM Komniekca B
LWeNOYHOM pacTeope. YBeNuueHue NOr/oleH!s NpsiMo NPOMopUMOHATbHO
KOHLEHTPaumumn MarHms.

Komnnekc kct ro CUHero —
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PeareHTbl u Tbl
[Mopekarnapar ABYXOCHOBHOroO docdarta HaTpus 19,67 r/n
JHopaekarnapat TpexocHOBHOro docdata HaTpus 91,22 r/n
Kcunuaonosbliii cuHni 0,058 r/n
3rTK 0,0495 r/n

XpaHeHue n cTabunbHOCTb
Wcnonb3oBaTh A0 UCTe4yeHns cpoka roAHOCTHU, YKa3aHHOro Ha 3TUKeTKe, npu
XpaHeHWM B HepacneyataHHOM Buae npu 2-8°C B 3allMLLEHHOM OT cBeTa
mecTe.
nDVI NCNONb30BaHMM B aHanusaTope peareHTbl cTabunbHbl B Te4eHue
10 CYTOK NMpu XpaHeHnu B OX/1aXAEHHOM COCTOAHUU Ha aHanusaTope.
Heo6xoanmo nsberaTb 3arpasHeHuns.
He 3amMopaxuBaiiTe peareHT.
OT60p 1 noaroToeka o6pasuos
B Tunbl o6pa3suos
B KadyectBe npo6 MOXHO WCMONb30BaThb CbIBOPOTKY WAM nnasMy C
NINTUiA-renapuHoM.
Mpo6a moum sensetcs noaxoasileit npo6oi. Cobepute npoby moun B
HEMEeTaN/INYecKyl0 €eMKOCTb, He COAeXallylo KOHCepBaHTOB; nepes
aHanMsoM nomectute Mouy B pH 3-4. Mepea BbiMNoSHEHWEM aHanu3a Npoby
Mouu Heobxoaumo passectn 9 r/n pactsopom NaCl (dpuspactsopom) mnm
AUCTUINNPOBAHHOM/ AENOHM3NPOBaHHOM BoAoi (Hanp. 1+14), pesynbTat
Heo6X0ANMO YMHOXWTb Ha 15.
m MoaroToBKa nepea aHaiM3oM
1.Heo6x0AMMO MCMONb30BaTL NOAXOASLUMNE NPOBUPKN UM KOHTEHepb! Ans
c6opa npo6 M CneaoBaTb MHCTPYKUMSIM M3roToBMTens; wusGeraTb
BO3/€CTBMA MaTepnanos NPo6UPOK MK APYrx KOHTeiHepoB ans cbopa
npo6.
2.Mpo6bl, coaepxalume 0canok, nepes nposeaeHUeM aHannsa Heobxoanumo
LeHTpUdyrmposaTs.
3.06pasubl nocne cbopa W npeaBapuTenbHOii 06paboTku  cneayeT
npoaHanu3npoBaTh Kak MOXHO cKopee.
® CtabunbHOCTb Npo6
CbiBOpoTKa/MnNasma®: 7 AHel npu 15-25°C
7 AHel npn 2-8°C
1 roa npu (-25)-(-15)°C
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Moua: 4 aHs npu 15-25°C
7 nHeii npun 2-8°C
1 roa npu (-25)-(-15)°C5
[Ans 6onee ANUTENLHOTO XpaHeHWs Mpobbl HEOBXOAMMO 3aMOPO3UTL Mpy
TemnepaType (-20°C)%7. 3asBneHHas CTabunbHOCTb MPo6 ycTaHOBNeHa
NPON3BOANTENEM M/WNM OCHOBaHA Ha pedepeHCHbIX o6pasuax, npu 3ToM
Kaxnaas nabopaTopus A0/KHa yCTaHaBNMBaTb CBOM COBCTBEHHbIE KpUTEpUN
crabunbHoCTM Npo6.
MoaroTtoBka peareHToB
R — roToB K Ucronb3osaHmnio
BbiMonHsiiTe nnaHoBoe TexHMyeckoe o6CIyXMBaHME W CTaHAapTHble
onepauuy, BiUloYas kanMGpoBKy 1 aHanu3 CUCTEMBI, YTOBbI rapaHTUpoBaTh
paboToCNOCOBHOCTL aHANNTUYECKO CUCTEMBI.
Heo6xoanMble MaTepuanbl, KOTOpbie He NpeACTaB/eHbl B
Ha6ope
1.06bluHble nabopaTopHble MaTepuansl: Pactsop NaCl B KOHUeHTpauuwu
9 r/n (pusmnonornyeckmnii pacTsop), AUCTUIIMPOBaHHas/ AENOHN30BaHHas
BOAa.
2.Kanubpatop M KOHTposb: O3HaKOMbTeCb C Pa3AenoM MHCTPYKUMM Mo
NpUMEHeHNIo peareHToB «Kanubposka W KOHTPO/b KauecTsax.
3.Xumnyeckne aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyaoBaHue o6LLEro HasHaYeHus.
MeToanKa KONMYECTBEHHOro aHaNu3a
XnMuyeckue aHanmsatopb!

MapameTpbl

BS-800
Tun aHanusa MeToA KOHEUHOMN TOYKM
(nepﬁ:::/‘::‘g::hnaa) 546/605 Hm
HanpasneHue peakuun Ysenuuerue
R 200 mkn

CMelLaiiTe, UHKY6UpY#Te npu 37°C B TedeHue 1-2 MUH, onpeaenute
nornoweHune Al, 3atemM gob6aBbTe:

Mpo6a wnu kanubpatop 2 MKn
TwaTenbHo nepemellaiite, MHKy6upyiite npu 37°C B TeueHue 3-5 MUH,
onpeaenuTe nornotlexHune A2,
3atem paccuutainte AA=(A2-Al)
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MapameTpbl MOryT OTNMYATLCS Ha Pa3HbIX XUMUYECKMX aHann3aTopax, npu
HEO6X0ANMOCTM WX  MOXHO MPOMOPUMOHANBHO  KOPPeKTMpoBaTh.  [inst
XUMUYecKMX aHanusaTtopos Mindray cepuu BS napametpbl Ans peareHToB
npeanocTasnsoTca Mo 3anmpocy. OBpatuTeck K COOTBETCTBYiOLIEMY
PYKOBOACTBY MO 3KCM/lyaTauumn STUX aHann3aTopos.

Kanu6poBska

1.PekomeHayeTcsi umcnonb3osaTh kanubpatop Mindray (CblBOPOTOYHbIN

MynbTukanuépatop: 105-001144-00 unm apyrve noaxoasiuve kanubpaTopbl)

1 9 r/n NaCl (bu3pacTsop) Ans ABYXTOUEUHO kannbposku. MHdpopmauuio

0 npocnexunsaeMocTn CbIBOPOTOYHOTO MynbTukanubpatopa Mindray cM. B

MHCTPYKLMM NO MCMO/b30BaHMio kannbpatopa komnaHuv Mindray.

2.YacToTta kann6posku

Kanubposka xuMuueckux aHanusatopoB BS-800 ctabunbHa B TeueHue

npuénusuTensHo 5 CyTok. [Ns  pasHbiX NpUGopoB  CTabUNIbHOCTL

KanM6pOBKM MOXeT OT/IM4YaTbCsi;  Kaxaoi nabBopaTopun  crneayert

YCTaHOBUTL YacToTy Kanubposku B NapaMeTpax Npu6opa B COOTBETCTBUN

CO CBOMM PEXMMOM MCMO/b30BaHMS.

MoxeT noHagobuTbCs NoBTOpHas KanubpoBka NP  BO3HMKHOBEHUM

cneayiowmx 06CToATeNbCTE:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHuWio COBn0AaEMbIX MPOLEAYP KOHTPONS KauecTsa
AW MPW  BbIXOAE 3HAUEHUI ANA  KOHTPONbHOrO MaTepuana 3a
AonycTuMble npeaensl.

o Mpu  BbLINOJHEHMM  KOHKPETHOW MPOUEAypbl MO TeXHWYECKOMy
06CYXMBAHWMIO MW YCTPAHEHWIO HEMCTPaBHOCTM  GMOXMMUYECKMX
aHanM3aTopos.

3.3HaueHns ans kanubpaTtopa 3aBUCST OT MapTUM C COOTBETCTBYIOLUMMM
MOAENAMYN, YKa3aHHbIMK B Tabnuue 3HaueHuii.

KoHTponb KauecTsa

1.PeKoMeHayeTCs1 MCNonb30BaTb KOHTPO/bHbIA MaTepuan Mindray (KnuHnko-

XUMUYECKUIA  MYyNbTUKOHTpOnb: 105-009119-00, 105-009120-00 wunu

APYroi MOAXOASLLUMIA KOHTPO/bHBIN MaTepuan) Ans Nposepku dhekTMBHOCTU

npoueaypbl  W3MepeHWsi; AOMOSHUTENbHO MOXHO MCMONb30BaTh Apyrue

NOAXOASILME KOHTPONbHbIE MaTepuansl.
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2.PekoMeHyeTCs UCNOo/b30BaTh [1Ba YPOBHA KOHTPOJIbHbIX MaTepuanos Ans
aHanusa kaxaow napTum npo6. Kpome TOro, KOHTPOJSIbHbIN MaTepuan
cneayert aHanu3npoBaTh ANS Kaxaoi HOBOM KannbpoBKM, KaX/aoro HOBOro
KapTpuaxa C peareHtamMmm W nocne onpeAeneHHOro TexHW4Yeckoro
06CNyXnBaHNA UM YCTPAHEHWS! HeNCNPaBHOCTeN, Kak noApo6HO onnucaHo
B COOTBETCTBYHOLWEM PYKOBOACTBE MO 3KCNAyaTauun CUCTEMbI.

3.B «kaxaoii nabopaTopum cneayeT yCTaHOBWTb COBCTBEHHYIO CXemy
KOHTPONA Ka4yecTtsa v NOPSAOK BbINOJIHEHUS KOPPEKTUPYOWNX ﬂeIZCTBM;i,
€CNn  KOHTPOJ/ibHble MaTep He BOCCT: TCA B T
A0NyCTUMBbIX OTKJIOHEHUIA.

Pacuer

AA=(A2-A1) obpasua nnu kanubpatopa.

Mpo6a C = (AA npo6bl/AA kanubpaTopa)xkanmbpatop C

Xumnyeckuit aHanusaTtop cepum BS onpeaensier U3MeHeHwWe nornoweHns

(AA) 1 aBTOMaTMYECKM pacCYUTLIBAET KOHLeHTpauuio markus (Mg) ans

Kaxxzo¥ npobbl nocne KanubpoBKu.

KoadduuneHT nepecyeta: mr/an x 0,4115 = mmonb/n.

PaszBepeHne

Ecnu 3HaueHne CbIBOPOTKM/MNasMbl npesblwaer 2,05 mmonb/n, npoby

Heo6xoanMo pa3baeuTb pactsopom NaCl 9 r/n (dbuspactsopom) (Hanp. 1+1)

1 MOBTOPUTb @HaNn3; NOJYYEHHbIN pesynbTaT ceayeT YMHOXUTL Ha 2.

n

Tun npo6bi EAMHMUBI n3MepeHus
CblBOpOTKa/Nnasma’d Bapocbie 0,75-1,02 mmonb/n
Moua3 P 3,0-5,0 MMONb/24 4

Mpeanonaraemoe 3HaJeHMWe MoAYUYEHO Ha OCHOBE pedepeHCHbIX 06PasLIoB,
M KoMnaHus Mindray noaTBepAnMna 3TM 3HaYeHWs AN CbIBOPOTKM C
ncnonb3oBaHveM 167 npo6, B3sTbixe Kutae.

Kaxaas nabopatopusi [AO/KHa YCTaHOBMTb CBOM COBCTBEHHbIE pedepeHcHble
VHTEPBa/Ibl B 3@BMCAMOCTY OT €€ KOHKDETHOTO PACTIONIOKEHMS 1 MOMY/ISILIMOHHBIX
XapaKTepUCTUK, MOCKO/bKY MpeanofiaraeMbie 3HaueHWs MOryT OTMUaTLC B
3aBICUMOCTY OT reorpaciu, pachl, nosa 1 Bo3pacta.

Pa6oune xapaKTepucTukm

B AHanuTUuecKas YyBCTBUTENbHOCTb

Mpeaen xonoctoit npo6el (LoB) u npeaen onpeaenexus (LoD) Ans npo6sl
CbIBOPOTKM ONpeAensnucb Ha aHanusatope BS-800 B COOTBETCTBMM C
PykosoacTtsom EP17-A2, yTBepx/aeHHbIM CLSI.

LoB = 0,03 mmonb/n
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Mg
LoD = 0,04 mmonb/n
Mpenen 3HauveHus xonoctoro obpasua — 3TO 3HayeHune no 95-my

NPOLIEHTUNIO, MONy4YeHHOE Mo pesynbTataMm n = 60 U3MepeHuit 0AHOro MK
HECKONbKMX 06paslioB, He COAEepXaluMX aHanuToB, B  HECKO/bKMX
HE3aBMCMMbIX Cepusix aHanusa. [lpenen 3Hadenus xonoctoro obpasua
COOTBETCTBYET KOHLEHTPaLWK, HWXe KOTOPOi C BEpoATHOCTbIO 95%
BbISBAIOTCH 06pasiibl, He coaepXaluue aHanuTa.
Mpenen o6HapyxeHus onpeaenseTcs Ha OCHOBE Mpedena 3HauyeHus
X0nocToro o6pasua W CTaHAAPTHOTO OTKIOHEHUS ANs 06pasLoB C HWU3KOM
KOHUeHTpauveit. [lpeaen o6HapyXeHWs COOTBETCTBYET CaMOi HU3KOM
KOHUEHTPaLMM aHanuTa, KOTopas MOXeT 6biTb O6HapyxeHa (3HaueHue
AOXHO GbITb BbilLE NPesena 3HaYeHNs X0N0CToro 06paslia C BEpOSTHOCTbIO
BbisiBNeHns 95%).
B [1nana3soH usmepeHuin
Cuctembl Mindray cepuu BS obecneuvsaioT cneaylowmii  AvanasoH
JIMHeRHoCTU:
Twun npo6bi
CbiBopoTKa/lMnasma 0,04-2,05 mmonb/n

Mpob6a CbIBOPOTKW/MN@3Mbl C BbICOKOW KOHLIEHTpauueii Marius (NpubnmnsutensHo
2,05 mmonb/n) cMewwBaeTcs € npoboit C  HM3KOM KOHUEHTpauuein
(< 0,04 MMONb/N) B pasHbIX COOTHOLWEHWAX ANA  MOJYYEeHUs  Cepum
passeeHuii. KoHueHTpauns Mg kaxaoro passeaeHus onpeaensercs c
noMolWbio cucTeMbl Mindray, AManasoH NMHEHOCTU AEMOHCTpUpYeTCs C
Ko3addurumeHToM koppensumm r = 0,990. Peructpuvpyemblii AvanasoH B
cbiBopoTKe/nnasme coctanset 0,04-4,1 MmMonb/n.

[Ans MouM pesynbTaThl Bex NPo6 ceayeT yMHOXaTh Ha 15 NoCKosIbKy npu
aBTOMaTMYeCKOM aHanuse MAW Py4yHOM pa3BeAeHMW AManasoH U3MepeHus
paclmpsietcsi.

B [peunsnoHHOCTb

TMpeLn3MOHHOCT OMpeAensinace C MOMOLLbIO CEAYIOLLEro 0A06PEHHOM
CLSI pykoBoacTea EP05-A3%, kaxxaas npoba aHanusmuposanach no 2 pasa 3a
ofHy o6paboTky, 2 o6pa6oTku B CyTku, BCero 20 cyTok. [aHHble
MPELM3MOHHOCTU KOHTPOMbHBLIX MaTepuanos Ha BS-800 npuseaeHb! Huxke*.
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Tun o6pasuos CpepaHee

(N=80) (MMmonb/n) Sp CV % Sb CV %
(Mmonb/n) (Mmonb/n)
KorTponbHeit 0,87 0,005 0,55 0,016 1,87
ypoBeHb1
Kormponeribiii 1,37 0,006 043 0,023 1,71
YPOBEHb 2

*Perpe3eHTaTBHbIE AGHHBIE, PE3YNbTaTs, MOTyYeHHbIE Ha PasHbiX MpuEOpax u B
PasHbix 7a6OPATOPUSX MOTYT OTAMYATHCS.

B AHanuTtMuyeckas cneunmduyHOCTb

Mpobbl C pasnuyHO KOHUEHTPauuel Melwalwero BelwecTsa roToBUIU
nyTeM [06GaBNEHWs MELWalWero KOMMOHEHTa K MynaM 4esoBeYecKoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MELLAIOLIEro BO3AENCTBUS CHATANOCH
BOCCTaHOB/EHWe B npeaenax + 10% OT COOTBETCTBYIOWEro KOHTPOIbHOTO
3HaueHusi.

He Habnioaanu 3HaunMMOro MelWalowero BO3AENHCTBUS yKasaHHbIX Aanee
BELeCTB MpU MCCIeA0BaHNAX BMECTE C HUMM C UCMO/b30BaHWEM AaHHOM
MeToaonormn. [laHHble UCCNeaoBaHNs Mellalowyx matepuanos Ha BS-800
npuBeaeHbl Hke*.

K Tpauua OTHOCUTeNbHOe
BeuwecTso KOHUeHTpaums aHammTa
Ackop6urosas 30 mr/an 0,93 mmonb/n -4,70 %
KucnoTa
Femorno6buH 500 mr/an 0,89 mmonb/n +3,38 %
KOHBIOrMpOBaHHbIi ~ o
Gnnvpy6uH 40 mr/on 0,91 mmonb/n 1,65 %
HeKoHBIOrMpoBaHHbIi o
Mnnpy6HH 40 mr/an 0,89 mmonb/n +1,11 %
WHTpanunua 200 mr/an 0,92 mmonb/n +7,05 %
Tpuravuepuabl 37 Mmonb/n 0,94 mmonb/n +0,64 %
Kanbuui 7,5 mmonb/n 0,88 mMMmonb/n +1,10 %

*PerpeseHTaTnBHbIE AGHHBIE, PE3Y/IbTaThl, NOydeHHbIE HA PasHbIX MPUGOPax u B
Pa3HbIX 1aGOPATOPHSIX MOIYT OTAINYATBCS.

B oueHb peakMX CNyyasx raMMonaTWs, B 4acTHOCTW Tun IgM, MmoxeT
NPUBECTM K HEHAAXKHBIM pe3ynbTatamio,
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m CpaBHeHWe MeToA0B

ViccneioBaHms KOPPENsiiMiA BbIMOMHSNIUCL C UCMONb30BaHMEM 0406PEHHOTO
CLSI PYKOBOACTBa EP09-A31L, Cucrema Mindray (Mindray
BS-2800M/PeareHT Mindray P) (y) cpaBHuBanacb C CUCTEMOM CpaBHEHUS
(Mindray BS-2000/PeareHT Mindray P) (x) ¢ Mcnonb3oBaHMeM OANHAKOBbIX
06pasLos CbIBOPOTKM. CTaTuCTUHeckne AaHHble, NONYYEHHbIe JIMHEHHON
perpeccueit, nokasaHbl B Tabnuue Huxe*:

Tun YpasHeuue KO| emu.wmI Tun KOHLIEHTpauum
npo6bi perpeccumn pp(r) (N) (MMO":/aIl)
cbiBopoTka y=0,9868x-0,0108 0,9992 110 0,20-1,91

*PenipeseHTaTuBHbIE AaHHbIE, PE3YTbTaTb!, MONYYEHHbIE Ha PasHbiX MPUGOPax U B
Pa3HbIX 1aBOPATOPUSIX MOIYT OTANYATBCS.

WHTepnpeTauusa pesynbTaToB

Ha pe3ynbTaTbl MOTYT BNUATbL NEKapCTBEHHbIE CPeACTBa, 3abonesanus un
3HAOreHHble BewecTBal®!2, Ecinm rpaduk peakuumm OTKIOHSIETCS OT
HOPMa/IbHOrO, PEKOMEHAYeTCS MPOBECTM NOBTOPHbIN aHann3 1 NpoBepuUTh
pesynbTar.

Mpepynp W Mepbl np: TOp ™

1. Tonbko ANs AMarHoCTUKY in vitro. ns npogeccuoHansHoro naéopaTtopHoro
npyUMeHeHus.

Heo6xoanMo coboaaTb Mepbl MPeA0CTOPOXHOCTM NpK paboTe co Bcemm
NabopaTopHbIMK peareHTaMu.

. Y6eauTech B LI€NIOCTHOCTM YNaKoBKM Nepes NCrosib3oBaHnem Habopa. He
WUcnonb3yitTe Habopbl C  MOBPEXAEHHOW YNakoBKOW. MWcknouute
BO3AE/CTBME Ha peareHTbl MpSMOrO COJIHEUHOro CBETa W WX
3amopaxusaHne. Tpu  Heco6/loAeHMN  COOTBETCTBYIOWNX  YCNOBMI
XPaHEeHUs peareHToB NojlyueHne KOPPeKTHbIX Pe3y/bTaToB aHaNn30B He
rapaHTupyeTcs.

Ecnu peareHTbl b1 HenpeaHaMepPeHHO OTKPLITbI A0 MCMONb30BaHNs,
XpaHUTe UX MNOTHO 3aKpbITbiIMM nNpu  TemnepaType 2-8°C u
3alUMLLEHHBIMK OT CBETA. B 3TOM Cnyuae ux CTabUbHOCTb He OTM4YaeTcs
OT CTabWLHOCTM NPy UCMO/L30BAHNN.

~

w

»
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He ponyckaiite cMellMBaHUA peareHToB U3 PpasHbIX NapTvil U hNakoHOB.

He ncnonb3yiite peareHTbl NOCIe UCTEYEHMS UX CPOKA FOAHOCTU U AaTbl

MCnonb3oBaHMs. He aonyckaiiTe CMelWnBaHUSA CBEXWUX PeareHToB C yxe

NCNONb3yeMbIMU.

WN36eraiiTe o6pasoBaHns Nexbl.

. CneﬂyeT 0XuaaTb NOTEpH cTabunbHOCTU Unn yXyAweHwe KayecTtsa npu
Han4ymm BMAMMbIX NPU3HAKOB YyTEYKW, BbiNaAeHMA O0CaaKOoB uMNu pocTta
MUKPOOPraHu3MoB, a TaKxe ecnu Kal'IVIGPOEKa W  KOHTPOJ/ibHbIE
onpeaeneHnsa He COOTBETCTBYIOT KPUTEPUSAM, YKa3aHHbIM B INCTKE-BKIaabiwe
w/vnun ans cuctembl Mindray.

Haﬂe)KHOCH: pe3ynbTaToB aHanu3a He rapaHTMpyetca B Clyyae
HSCOGTIIOIJSHVIH VIHCTDyKuVIVI, npuBeAEeHHbIX B AaHHOM JINCTKe-BKNaablwe.

. 3anpelwaetca npornatbiBaTh. W3beraiiTe KOHTakTa C KOXeid U

CNUBUCTBIMK 0605104 KaMU.

I’]pm Cﬂy‘-laﬁHOM nonagaHuu peareHTa B rnasa vnu poToByko MOSIOCTb, @

TaKXe Ha KOXY HemMeasleHHO 06unbHO ﬂpOMOﬁTe NopaxeHHble y4acTKun

60NbLINM KONMYECTBOM BOAbI. an HSOSXO[JMMOCTM OSPBTMTECB K Bpayy

ANSA MONYYEHU MEAVLMHCKOM NOMOLWM.

10.MacnopT 6e30nacHoCTH MaTepuana NpeaoCcTaBnseTcs NpodeccoHanbHoMy
NoNb30BaTeNNio Mo 3anpocy.

11.YTUnu3aumns Bcex OTXOAOB AOSKHA MPOM3BOAMTHLCA B COOTBETCTBUM C
MECTHbIMW NpaBuiamMu.

12.Becb 4enoBeyeckwit MaTepuan CreayeT CuuTaTb  MOTeHUManbHO
NHDEKLMOHHBIM.

13.Bce BbisIBNIEHHbIE PUCKM BbIIM CHIDKEHbI HACTONbKO, HACKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHUS Ha COOTHOLIEHME MOb3bl U pUCKa, 1
06LWNit OCTATOUHBIN PUCK ABNAETCA NPUEMIEMBIM.

14.0 nto6oM CepbesHOM MHUMAEHTE, MPOM3OWeAWeM B CBS3U C 3TUM
YCTPOIACTBOM, HEO6X0AMMO COO6LATL NPOU3BOAMTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO/ OTHOCWTCS NO/Ib30BaTeNb W/UAN NaLMUeHT.

15.37T0T HaGop COAEPXMT KOMMOHEHTbI, KnaccuduumpyeMble B COOTBETCTBUM C
PernameHToMm (EC) N2 1272/2008 cneaytowmm o6pasom.

i
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OnacHo!
H314 BbI3bIBAET TAXKENbIE OXKOMM KOXMU U MOBPEXAEHUE rNas.
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Mpodmnakmmka:

P260 He BAbIxaTb TyMaH/napbl/aspo3onu.

P264 nOCﬂe\PaGOThI TWwaTtenbHO npoMonTe BCe NnoABepXXeHHble
BO3AEWNCTBMIO HacTu Tena.

P280 Haﬂ,eBal‘/'lTe 3alMTHbIEe NepYaTkn, 3alWNUTHYIO oAexAay,

3alWMTy ANs mas v avua.

Mepb! pearmpoBaHus:

P301+P330 NPV MPOTNATBLIBAHWA: Mpononowwute poT. HE
+P331 BbI3blBaiiTe PBOTY.

NPW MOMALAHMN HA KOXY (unun Bonocsl):
HeMeaneHHo cHUMUTE BCIO 3apaXeHHyio oaexay.
MpoMoViTe KOXY BOAOW/MOA AyLeM.

MPU MONAOAHWN B MNA3A: OCTOPOXHO MpOMbIBaiiTe
P305+P351 BO/ZIOM HECKONTbKO MUHYT. YAanuTe KOHTaKTHbIe NUH3bI,
+P338 €C/IN OHW eCTb U Nerko cHuMaloTcs. MpogonxuTte
npoMbiBaHue.

HemeaneHHo o6patutec B TOKCMKONOMMYECKWI
P310 LEEHTP/K Bpauy/MeAnLMHCKOMY crneuunanucTy/
cneumanucTy ckopoi nomowm

MocTupaiiTe 3apaxeHHylo oaexay nepes ee MoBTOPHbIM

P303+P361
+P353

P363

MCMoNb30BaHMeM.

MPU BABIXAHWUW: BbiBeAWTe NOCTPaAaBLLEro Ha CBEXUI
P304+P340

BO34yX 1 obecneybTe KOM(OPTHbIE YCNIOBUA AbIXaHMS.
YTunusaums:

YTUAUBNPYIATE COAEPXKNMOE/KOHTEAHED B Pa3pellieHHbIX
P501 MecTax c60pa OMacHbIX U ChelnanbHbIX OTXOA0B B
COOTBETCTBIM C N106bIMU MECTHBIMU MPaBUaaMu.
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-
AN
[ ]
Keep away from sunlight
Indicates a medical device that needs protection from light sources
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